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Study Synopsis

Title

A prospective, post-market, multi-center study of the outcomes of the
Triathlon Tritanium Knee System

Short Title

Triathlon Tritanium Knee Outcomes Study

Protocol Number

74

Phase

Post-market

Methodology

This study is a prospective, non-randomized evaluation of the
Triathlon Tritanium Knee System for primary total knee arthroplasty
(TKA) with a cementless application in a consecutive series of
patients who meet the eligibility criteria.

Cohort 1 (cementless): The first 356 cases enrolled will receive the
Triathlon Tritanium Tibial Baseplate, Triathlon Tritanium Patella,
Triathlon CR or PS Beaded Femur with PA and the Triathlon Tibial
Insert. All components in this cohort must be used in a cementless
application.

Cohort 2 (cemented): An additional 144 cases will receive the
Triathlon Cemented Tibial Baseplate, Triathlon Cemented Patella,
Triathlon CR or PS Cemented Femur and Triathlon Tibial Insert. All
components in this cohort must be used in a cemented application.

The study uses literature control for the primary endpoint and a
concurrent control (Cohort 2) for secondary endpoints.

Study Duration

Approximate 12-year total duration

e Enrollment period of 24 months

¢ Follow-up of each primary Cohort 1 (cementless)TKA case to 10
years

e Follow-up of each primary Cohort 2 (cemented) TKA case to 5
years.

Study Center(s)

5-10 centers. The same center may be included in both arms.
Conversely, a center may choose to participate in only a single arm.
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Hypothesis

The success rate of the Triathlon Tritanium Knee, defined as
absence of revision for aseptic loosening of the tibial baseplate at 2
years, is no worse than rates reported in the literature for cemented
devices.

Objective(s)

Primary:

To compare the rate of aseptic loosening of the Triathlon Tritanium
Tibial Baseplate with rates reported in the literature for cemented
tibial baseplates at 2 years postoperative.

Secondary Objectives:

To assess the Kaplan-Meier survival curves of the Triathlon Tritanium
Tibial Baseplate and Triathlon Tritanium Patella and compare them
with those reported for cemented knee components in the literature.
The overall revision rate will evaluate all-cause revision and removal
rates of the Triathlon Tritanium Tibial Baseplate and Triathlon
Tritanium Patella.

To compare functional scores and Patient Reported Outcomes
(PROs) between Cohort 1 (cementless) and Cohort 2 (cemented) at
2 years postoperative. The following outcomes measures will be
collected:

o 2011 Knee Society Score (2011 KSS)

¢ Oxford Knee Score (OKS)

e Short Form-12 (SF-12)
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Additional Data
Collection

Subject demographics and medical histories are collected (age,
gender, primary diagnosis, BMI, comorbidities, medications
used, smoking history, alcohol use, education level, employment
status, confounding orthopedic problems, etc.).

2011 KSS, OKS and SF-12 will be presented with respect to
improvement from preoperative scores for the cohorts according
to their respective evaluation schedules.

Assessment of radiographic outcomes using Anteroposterior
(AP), Mediolateral (ML) and Merchant radiographs for the
cohorts according to their respective evaluation schedules.

A Follow-up Questionnaire is administered to assess patient
satisfaction, pain, study device survivorship and capture adverse
events (AEs) for the cohorts according to their respective
evaluation schedules.

Collection and evaluation of device related AEs and
unanticipated adverse device effects (UADES).

Number of Subjects

A total of 500 cases will be enrolled in the study.

Cohort 1 (cementless): 356 cementless cases
Cohort 2 (cemented): 144 cemented cases

Cases must receive the appropriate study device to count toward
enroliment.
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Diagnosis and Main
Inclusion/Exclusion
Criteria

Inclusions:
1.

Patient has signed an IRB/EC approved; study specific
Informed Patient Consent Form.

Patient is a male or non-pregnant female age 18-75 years at
time of study device implantation.

Patient has a diagnosis of Non-Inflammatory Degenerative
Joint Disease (NIDJD).

Patient is a candidate for primary cementless total knee
replacement, including a resurfaced patella.

Patient is willing and able to comply with postoperative
scheduled clinical and radiographic evaluations and
rehabilitation.

Exclusions:
1.

2.

Patient has a Body Mass Index (BMI) > 40.

Patient has a diagnosis of avascular necrosis or inflammatory
arthritis.

Patient has an active or suspected latent infection in or about
the affected knee joint at time of study device implantation.

Patient has a neuromuscular or neurosensory deficiency,
which limits the ability to evaluate the safety and efficacy of
the device.

. Subject is diagnosed with a systemic disease (e.g. Lupus
Erythematosus) or a metabolic disorder (e.g. Paget’s
Disease) leading to progressive bone deterioration.

Patient is immunologically suppressed or receiving steroids in
excess of normal physiological requirements (e.g. > 30 days).

Patient is diagnosed with lumbar radicular pain.
Patient has a known sensitivity to device materials.

Patient is a prisoner.
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Study Device
Cohort 1 (cementless)

Required Components for the cementless cohort:

e Triathlon Tritanium Tibial Baseplate
e Triathlon Tritanium Patella

All components must be used in a cementless application.

Ancillary Devices
Cohort 1 (cementless)

All Stryker components must be used according to this study
protocol. The following ancillary devices are permissible:

e Triathlon Cruciate Retaining (CR) or Posterior Stabilized (PS)
Beaded Femur with Periapatite (PA)

e Triathlon Tibial Inserts

All components must be used in a cementless application.

Control Device
Cohort 2 (cemented)

Required Components for the cemented cohort:

e Triathlon Tibial Baseplate

e Triathlon Patella

e Triathlon CR or PS Femoral Component
e Triathlon Tibial Inserts

All components must be used in a cemented application.

Reference Therapy

Literature control (cemented tibial baseplates)
Concurrent control (Triathlon Cemented)
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Primary Objective:

e 2-year success rate of the Triathlon Tritanium Tibial Baseplate
with an endpoint of revision for aseptic loosening will be
compared to a 99% success rate with a 2% noninferiority margin.

Secondary Objectives:

e The Kaplan-Meier survival curves for all-cause revision/removal
of the Triathlon Tritanium Tibial Baseplate and Triathlon Tritanium
Patella will be displayed.

Statistical
Methodology

The all-cause revision/removal rates of the Triathlon Tritanium
Tibial Baseplate and Triathlon Tritanium Patella will be compared
with those reported for cemented knee components in the
literature.

The 2011 KSS scores, SF-12, and OKS scores at 2 years
postoperative will be compared between Cohort1 (cementless)
and Cohort 2 (cemented) using applicable statistical methods.
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Cohort 1 (Cementless) Evaluation Schedule

Preop

X-rays

(-1 yr) Annually

CRFs 6 wks 6 mo 1yr 4 yrs 5yrs 6,7,8,9yrs 10 yrs
Evaluation (-4 mos) Intraop (£ 3wks) | (-14 - + 4 wks) (+ 2 mos) (+ 4 mos) (+ 4 mos) (+ 4 mos) (+ 4 mos)

Inclusion/Exclusion

Demographics & Medical History

Surgical Details

Preoperative Functional Evaluation

Postoperitive Functional
Evaluation

OKS

SF-12

Radiographs: AP/ML/Merchant

Follow-up Questionnaire

X: Evaluation is required for all cases.

Functional Evaluation - The Functional Evaluations include the 2011 KSS, a standardized instrument with both patient reported outcomes and surgeon completed sections that evaluate function,
satisfaction, expectations and range of motion.

OKS - The Oxford Knee Score is a 12 item patient reported outcome questionnaire that evaluates function and pain after total knee arthroplasty.

SF-12 - The SF-12 is a standardized 12 item patient reported outcome questionnaire that evaluates general health and well being.

Follow-up Questionnaire - The Follow-up Questionnaire is a short patient questionnaire intended to provide information on patient satisfaction, pain, study device survivorship and AEs.
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Cohort 2 (Cemented) Evaluation Schedule

Preop

X-rays

(-1yn)

CRFs 6 wks 6 mo
Evaluation (-4 mos) Intraop (+ 3 wks) (=14 - + 4 wks)

Inclusion/Exclusion

Demographics & Medical History

Surgical Details

Preoperative Functional Evaluation

Postoperitive Functional Evaluation

OKS

SF-12

Radiographs: AP/ML/Merchant

Follow-up Questionnaire

X: Evaluation is required for all cases.

Functional Evaluation - The Functional Evaluations include the 2011 KSS, a standardized instrument with both patient reported outcomes and surgeon completed sections that evaluate function,
satisfaction, expectations and range of motion.

OKS - The Oxford Knee Score is a 12 item patient reported outcome questionnaire that evaluates function and pain after total knee arthroplasty.

SF-12 - The SF-12 is a standardized 12 item patient reported outcome questionnaire that evaluates general health and well being.

Follow-up Questionnaire - The Follow-up Questionnaire is a short patient questionnaire intended to provide information on patient satisfaction, pain, study device survivorship and AEs.
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This document is a protocol for a human research study. This study will be conducted in
compliance with the protocol, Good Clinical Practice (GCP) Standards, associated

Federal regulations and all applicable research requirements.

1.1 Background

Primary TKA has consistently shown to be successful in relieving pain and improving function

for those experiencing difficulties of degenerative joint disease’.

The Triathlon Knee System, a predecessor to the Triathlon Tritanium Knee System, is designed
to meet patients’ reasonable expectations for lifestyle recovery. It is designed to provide
patients with more natural motion and the potential for greater implant longevity. As a next-

generation knee replacement, the Triathlon Knee System is designed to more closely mimic

natural knee motion, providing mobility with stability through or exceeding 150° of flexion®. The

Triathlon design criteria are realized through component features including an anatomic radius,
deep flexion radius and flared posterior condyles, a patented Rotary Arc and an anatomic

patellofemoral track.

Studies of kinematics and biomechanics have identified a constant radius in natural knee motion
centered about the transepicondylar axis®**°. The Triathlon Knee System is the first of its kind
with a patented anatomic radius. Centering the anatomic radius about the transepicondylar axis
provides ligament isometry, not only in full extension and 90 of flexion, but through the entire
range of motion. The anatomic radius is designed to mimic natural knee motion, enhancing
stability and mobility in activities such as descending and ascending stairs or any similar activity

requiring stability at deep flexion angles.

Cementless fixation in TKA was initially introduced in the early 1980s°. As materials and
designs have evolved, cementless fixation has become a growing trend in knee reconstruction,
mainly due to the changing demographics of the TKA population’. Cementless components
offer the potential advantage of a biologic interface between the bone and implants, which could
demonstrate the greatest advantage in long-term durable fixation in the follow-up of younger
patients undergoing TKA'.
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The Triathlon Tritanium Knee System features the Tritanium advanced fixation technology.
Tritanium technology provides a three-dimensional, commercially pure (CP) Titanium matrix that
resembles trabecular bone, allowing for enhanced fixation® and joint stability. Studies have
shown the superiority of 3-D surfaces when compared to 2-D surfaces, as well as improved

biological fixation with CP Titanium as compared to alloys®.

Tritanium porous surface technology allows the component to be press fit into the prepared
tibia. The key feature of this Tritanium technology porous coating is that it has a higher pore
volume than other standard porous coatings, which may allow greater biologic fixation when
press fit. An animal study on a similar porous tantalum coating with a volume porosity of 75-
80% showed superior mechanical and biologic fixation properties when compared to a coating

with other surface treatments'®.

The Triathlon Tritanium Knee System incorporates the Tritanium porous biologic fixation
technology with the Triathlon Knee System design, which provides orthopaedic surgeons with
enhanced biologic fixation technology for primary cementless TKA indications to intraoperatively

address initial and long-term fixation.

1.2 Study Device

The Triathlon Tritanium Tibial Baseplate was cleared for use under FDA 510(k) K123486 on
May 3, 2013. The Triathlon Tritanium Patella was cleared for use under FDA 510(k) K132624
on November 26, 2013. See Appendix A for the FDA 510(k) clearance letters.

The Triathlon Tritanium Tibial Baseplate is indicated for cemented and uncemented use but
must be used in a cementless, press-fit application for the purposes of this study protocol. Itis
available in eight sizes and is manufactured from Ti-6Al-4V-ELI (ASTM F-136) and CP Titanium
powder (ASTM F-1580) materials. The bone contacting material on the fixation side of the
baseplate is manufactured from CP Titanium, providing a porous surface. The porous material

is located on the underside of the tray and also on the proximal portion of the pegs and keel.

The Triathlon Tritanium Patella is indicated for cemented or cementless use but must be used in
a cementless, press-fit application for the purposes of this study protocol. The patella is offered
in asymmetric and symmetric designs. The asymmetric design is available in five
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superior/inferior dimensions and three dome thicknesses. The symmetric design is offered in
four diameters and the same three thicknesses. It is manufactured from Ultra-High Molecular
Weight Polyethylene (UHMWPE, ASTM F648) and commercially pure titanium powder (CPTi,
ASTM F1580).

All study devices need to be used in a cementless, press-fit application for the purposes of this

protocol.

Details of the device design are presented in Section 6, Device Description.

1.3 Preclinical Data

The following bench tests (with test report numbers) were conducted with the Triathlon

Tritanium Tibial Baseplate and Triathlon Tritanium Patella:

Static Shear Test (RD-12-042)

The mean moment for the Triathlon Tritanium Baseplate under load was 31.68 N-m.

Evaluation of the Triathlon Tritanium Baseplate Locking Mechanism (RD-12-110)
The locking tabs remained intact after 220,000 cycles as determined by visual and tactile

inspection.

Characterization of Tritanium Primary Baseplates under Impaction Loads (RD-12-055)
The Tritanium Tibial Baseplate generated < 1mg of CP Titanium debris under 10 microns in

size.

Dynamic Shear Evaluation of the Triathlon Tritanium Tibial Peg (RD-12-056)

The four pegs of the Tritanium Tibial Baseplate resisted the shear forces incurred by a dynamic

load simulating stair descent activity for 1 million cycles or 10 years of simulated implant life.

Triathlon Tritanium Baseplate Cantilever Fatigue Test (RD-12-111)
All samples showed no fractures at the superior side of the Posterior Cruciate Ligament (PCL)

or the outer strut on the inferior side of the tray at 10 million cycles of testing.

CONFIDENTIAL
This material is the property of Stryker Orthopaedics. Do not disclose or use except as authorized in writing by Stryker.




Triathlon Tritanium Knee Outcomes Study
Stryker Orthopaedics Clinical Study Protocol
Version 2

Triathlon Tritanium Baseplate Cantilever Fatigue Test after Impaction (RD-12-112)
All samples showed no fractures at the superior side of the PCL or the outer strut on the inferior
side of the tray at 10 million cycles and the baseplate was able to carry load throughout the

entire test.

Triathlon Tritanium Baseplate Anterior-Posterior Fatigue Test (RD-12-113)

All samples completed the required 10 million cycles with no visual evidence of fracture.

Wear Evaluation using Triathlon Tritanium Baseplates (RD-12-088)
The study showed no difference in the backside wear rates of polyethylene inserts mated with
standard Triathlon Cobalt Chromium baseplates compared to those mated with Triathlon

Tritanium baseplates.

Cement and Tritanium Shear Bond Strength Test (RD-12-118)

The median fatigue strength of the cement/Tritanium (Patella) interface was calculated to be
2251N. The median fatigue strength of the cement/Tritanium (Baseplate) interface was
calculated to be 3922N.

Evaluation of the Triathlon Tritanium Patella under Adverse Loading Conditions (RD-12-
097)

There were no signs of polyethylene fracture, dissociation of the polyethylene from the metal
backing, or shear of the metal pegs after 1 million cycles of simulated adverse stair climbing

kinematics and loading parameters at 10° of lateral tilt.

Tritanium Patella Static Tensile Bond Strength of Poly/Metal Interface (RD-12-044)
The mean peak load for the Triathlon Tritanium Patella for the tensile bond strength test was
2428 N.

Triathlon Tritanium Patella Static Shear Test (RD-12-115)

The mean peak load for the Triathlon Tritanium Patella static shear test was 16,157 N.

The results of the bench top testing conducted for the Triathlon Tritanium Tibial Baseplate and

Patella identified acceptance criteria were met.

Copies of all test reports are available at Stryker Orthopaedics.
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1.4 Clinical Data to Date

This study is the first Stryker sponsored multi-center prospective data collection on the Triathlon

Tritanium Tibial Baseplate and Triathlon Tritanium Patella.

The following articles are available from Stryker sponsored multi-center prospective studies on

control device, the Triathlon cemented knee system:

Harwin SF, Greene KA, Hitt K. Triathlon total knee arthroplasty: 4-year outcomes with a
high-performance implant. J Knee Surg. 2008 Oct;21(4):320-6.

Roth JS, Buehler KC, Shen J, Naughton M. Patient factors predict functional outcomes
after cruciate retaining TKA: A 2-year follow-up analysis Journal of Arthroplasty, 2013
Mar 21[Epub ahead of print].

Harwin SF, Greene KA, Hitt K. Early experience with a new total knee implant:
maximizing range of motion and function with gender-specific sizing. Surg Technol Int.
2007;16:199-205.

Lozano S, Shen J, Doumato D: Functional Outcome in High Activity Demand Patients
Following Total Knee Arthroplasty. Orthopedics. 2012 May; 35(5): €681-90.

Lozano S, Shen J, Doumato D: Cruciate Retaining vs. Posterior Stabilized Inserts in

Total Knee Arthroplasty: Functional Outcomes Comparison. Journal of Arthroplasty.
2012 July 16. [Epub ahead of print].

2.1 Efficacy

211 Primary

The primary objective of this study is to evaluate the success rate of cementless
primary total knee replacement with the Triathlon Tritanium Tibial Baseplate and
Triathlon Tritanium Patella. Success will be defined as absence of tibial baseplate
revision for aseptic loosening at 2 years postoperative. It is expected that the
success rate of the Triathlon Tritanium Tibial Baseplate will be non-inferior to the

selected reference rate of 99% at 2 years postoperative.
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2.1.2 Secondary

The secondary objectives of this study are:

e To assess the Kaplan-Meier survival curves of the Triathlon Tritanium Tibial
Baseplate and Triathlon Tritanium Patella and compare them with those
reported for cemented knee components in the literature. The overall
revision rate will evaluate all-cause revision and removal rates of the
Triathlon Tritanium Tibial Baseplate and Triathlon Tritanium Patella.

To compare 2011 KSS scores, SF-12 scores, and OKS scores between

Cohort 1 (cementless) and Cohort 2 (cemented) at 2 years postoperative.

2.1.3 Additional Data Collection

Patient Demographics and Medical History:

Preoperative clinical data are collected and include, but may not be limited to: age,
gender, operative side, primary diagnosis, height, weight, BMI, comorbidities,
medications used, smoking history, alcohol use, education level, employment status

and confounding orthopedic problems for both cohorts.

Clinical Outcomes:

Clinical outcomes are evaluated for both cohorts according to their respective
evaluation schedules with the 2011 KSS. The 2011 KSS is comprised of five
components (Demographics, Objective Knee Score, Patient Expectation, Patient

Satisfaction Score and Functional Knee Score) that are physician and patient

derived.”, The score includes elements of pain, motion and function.

Patient Reported Outcomes:

Pain, function and health related QOL will be evaluated for both cohorts according
to their respective evaluation schedules with the SF-12, OKS and patient derived
2011 KSS components. The SF-12 is a 12 item patient self-assessment evaluating
health and general well being. The OKS is a 12 item patient reported outcome
questionnaire that evaluates function and pain after total knee arthroplasty. The
2011 KSS subjective component is a patient reported outcome measure based on
satisfaction with outcome, fulfillment of expectations and ability to perform functional

activities."?
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A Follow-up Questionnaire is administered annually for both cohorts according to
their respective evaluation schedules to assess for patient satisfaction, pain, study
device survivorship and to capture AEs. This questionnaire provides the

information necessary to create an accurate Kaplan-Meier Survival Curve.

Radiographic Outcomes:

Radiographs are taken and collected in the AP, ML and Merchant views for both
cohorts according to their respective evaluation schedules (see Appendix B for the
radiographic technique to be used). Radiographs are evaluated by an independent
reviewer. Parameters for radiographic failures will follow the guidelines that have
been set by the Knee Society’. The scoring system for each of the three
components is determined by measuring the width of the radiolucent lines for each
of the zones in millimeters for each of the three components. The total widths are
added for each zone for each of the three prostheses. The total produces a
numerical score for each component. Failure is defined as a score of 10 or greater,
regardless of symptoms. A migrating or shifting prosthesis, with or without the
disappearance of radiolucent lines, should be considered as a possible or
impending failure regardless of the score. Evaluation of the radiographs includes,
but is not limited to, radiolucency and subsidence of the tibial baseplate, patellar

component positioning, patellar tilt and/or displacement and osteolysis.

Radiographic Performance Requirements:

Radiographic analysis of the tibial component employs 3 zones (Zone 1 — Zone 3)
in the ML view and five zones (Zone 1 — Zone 5) in the AP view; analysis of the
patellar component employs five zones (Zone 1 — Zone 5) in the Merchant view.
Radiolucency in at least 50% of a zone and measuring at least 1 mm in width is

defined as radiolucency present.

Subsidence is defined as settling of the prosthetic component in bone, and is
related to the distance between fixed bony landmarks on the tibia and the
prosthesis. It should be noted that Knee Society guidelines state that direct

subsidence without angular movement cannot be detected because there is no

reference point.™
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Surgical Details:

Intraoperative data collected includes, but may not be limited to, the duration of
surgery, tourniquet time, blood loss, units of blood transfused, anesthesia used,
prophylaxis, surgical technique, surgical approach, soft tissues released, implanted

prostheses and complications.

2.2 Safety

All operative site events occurring at any time, as well as all serious adverse events (SAEs)
occurring in the perioperative period (intraoperative to hospital discharge), are collected and
compared to published data. It is expected that the AE rates reported for the Triathlon Tritanium
Tibial Baseplate and Patella will be comparable to those reported in the literature for cemented

primary total knee systems on the market. Details regarding AE definitions, recording and

reporting are in Section 8 of this protocol, Adverse Events.

3.1 Study Design

A prospective, post-market, multi-center design is employed. Radiographs are assessed by an

independent reviewer.

3.2 Number of Centers

3.2.1 Centers for Standard Data Collection

Cases are to be enrolled at five to ten centers. The same center may be included in both
arms. Conversely, a center may choose to participate in only a single arm. The
enroliment goal is approximately 36 - 72 cases per center for Cohort 1 (cementless) and
15 - 30 cases per center for Cohort 2 (cemented) , and will vary dependent upon the
number of participating centers. Although a goal is presented, there is no maximum
limit to the number of cases that a center may enroll. In the event that a center far
exceeds the enrollment goal, Stryker may ask the center to cease enroliment so as not
to skew the data. All participating centers will comply with the federal regulations

regarding patient informed consent and Institutional Review Board (IRB) or Ethics
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Committee (EC) approval. Non-compliance of a study center may result in termination

of the center’s participation in the study.

3.3 Number of Subjects

Cases are enrolled in the Cohort 1 (cementless) until a total of 356 cases receive the Triathlon
Tritanium Tibial Baseplate, Triathlon Tritanium Patella, Triathlon CR or PS Beaded Femur with
PA and the Triathlon Tibial Insert. All components in this cohort must used in a cementless
application. Enrollment in Cohort 2 (cemented) will begin upon completion of enrollment into the
Cohort 1 (cementless), and will continue until a total of 144 cases receive the Triathlon Tibial
Tray, Triathlon Patella, Triathlon CR or PS Femur and Triathlon Tibial Insert. All components in

this cohort must be used in a cemented application.

3.4 Estimated Study Duration

The enrollment period is estimated to be 24 months; cases for Cohort 1 (cementless) are
evaluated as per the evaluation schedule until each case reaches 10 years. Cases for Cohort 2
(cemented) are evaluated as per the evaluation schedule until each case reaches 5 years. The

total is estimated study duration from enrollment to close-out activities is 12 years.

To allow for a learning curve with the use of the device, enroliment of cases into the study
commences when three cases have been completed at the center using the Triathlon Tritanium

Tibial Baseplate and Triathlon Tritanium Patella.

The following criteria are used to distinguish patients eligible for enroliment into this study.
Proper implant selection must consider design, fixation, and environmental variables including:
patient weight, age, bone quality and size, activity level and preoperative level of health, as well

as the surgeon’s experience and familiarity with the device.
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4.1 Inclusion Criteria

Patient has signed an IRB/EC approved; study specific Informed Patient Consent Form.
Patient is a male or non-pregnant female age 18 — 75 years at time of study device
implantation.

Patient has a diagnosis of Non-Inflammatory Degenerative Joint Disease (NIDJD).
Patient is a candidate for primary cementless total knee replacement, including a
resurfaced patella.

Patient is willing and able to comply with postoperative scheduled clinical and

radiographic evaluations and rehabilitation.
Exclusion Criteria
. Patient has a Body Mass Index (BMI) > 40.

. Patient has a diagnosis of avascular necrosis or inflammatory arthritis.

. Patient has an active or suspected latent infection in or about the affected knee joint at
time of study device implantation.

. Patient has a neuromuscular or neurosensory deficiency, which limits the ability to
evaluate the safety and efficacy of the device.

. Subject is diagnosed with a systemic disease (e.g. Lupus Erythematosus) or a metabolic
disorder (e.g. Paget’s Disease) leading to progressive bone deterioration.

. Patient is immunologically suppressed or receiving steroids in excess of normal
physiological requirements (e.g. > 30 days).

. Patient is diagnosed with lumbar radicular pain.
. Patient has a known sensitivity to device materials.

Patient is a prisoner.

5.1 Treatment Assignment

All subjects in Cohort 1 (cementless) will receive the Triathlon Tritanium Tibial Baseplate,
Triathlon Tritanium Patella, Triathlon CR or PS Beaded Femur with PA and the Triathlon Tibial

Insert. All components in Cohort 1 (cementless) must be used in a cementless application.
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All subjects in Cohort 2 (cemented) will receive the Triathlon Cemented Tibial Baseplate,
Triathlon Cemented Patella, Triathlon CR or PS Cemented Femur and the Triathlon Tibial

Insert. All components in Cohort 2 (cemented) must be used in a cemented application.

Patients will be enrolled until 356 subjects are implanted with the study device in Cohort 1
(cementless) and 144 subjects are implanted with the control device in Cohort 2 (cemented).
Patients will not count toward enroliment unless they receive all components and use them as

indicated per the protocol for the specified study cohort.

5.2 Randomization

The study will enroll under a non-randomized concurrent control study design. Cohort 1
(cementless) and Cohort 2 (cemented) will be enrolled contemporaneously. In the event the
same center participates in both arms a consecutive series of patients will be enrolled into
Cohort 1 (cementless) until the enroliment objective is met before commencement of enroliment

of patients into Cohort 2 (cemented).

6.1 Study Device

The Triathlon Tritanium Tibial Baseplate, Triathlon Tritanium Patella, Triathlon CR or PS

Beaded Femur with PA and the Triathlon Tibial Inserts have been cleared for use in the United
States; therefore, this study is considered a post-market assessment. All cases in Cohort 1
(cementless) must receive the Triathlon Tritanium Tibial Baseplate, Triathlon Tritanium Patella,
Triathlon CR or PS Beaded Femur with PA and the Triathlon Tibial Insert.

The Triathlon Tritanium Tibial Baseplate features the Tritanium advanced fixation technology
that closely resembles the porous structure of trabecular bone to promote biologic fixation. The
Triathlon Tritanium Tibial Baseplate, the porous coating, solid keel, and solid pegs are built via
Laser Rapid Manufacturing (LRM) with CP Titanium powder within a build envelope, and
simultaneously bonded/melded onto a titanium alloy (Ti6Al4V ELI) substrate. CP Titanium
powder is spread on top of the Ti6AI4V ELI substrate which is fixed to a piston inside the
chamber. The laser beam is controlled and focused by computer to the powder bed. An argon
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atmosphere is maintained within the chamber to prevent oxidation of the part during

manufacturing.

The Triathlon Tritanium Tibial Baseplate is available in eight sizes and is coupled with the
Triathlon Tritanium Patella which is available in five asymmetric sizes and four symmetric sizes.
These components are coupled with the existing Triathlon CR or PS beaded femoral
components and the N2VAC or X3 Triathlon Tibial Inserts. The combination of the Tritanium
biologic fixation technology and the Triathlon Knee System design creates a two-tier high
performance total knee system to provide surgeons with options for enhanced cementless knee
fixation and joint stability which may meet the needs of today’s younger and more active TKA
patients. A description of the study device (Triathlon Tritanium Tibial Baseplate and Triathlon
Tritanium Patella) follow. Appendix | provides a listing of all protocol-specified components.

The catalog numbers for the study device are listed in Table 1 and Table 2.

Triathlon Tritanium Tibial Baseplate:

The catalog numbers for the Triathlon Tritanium Tibial Baseplate permissible according to this
study protocol will be in the following format, where ‘XXX’ varies by size:

5536-B-XXX

Triathlon Tritanium Patella:

The catalog numbers for the Triathlon Tritanium Patella permissible according to this study

protocol will be in the following format, where ‘XXX’ varies by size:
5552-L-XXX (asymmetric)
5556-L-XXX (symmetric)
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Figure 1: Triathlon Tritanium Tibial Baseplate and Patella

Additionally, only the following Stryker compatible ancillary devices are to be used for Cohort 1
(cementless), according to this study protocol:

o Triathlon CR Beaded Femur with PA
o Triathlon PS Beaded Femur with PA

o Triathlon Tibial Inserts

The compatible Stryker components are listed in the surgical protocol.

For reference, a description of the compatible femoral components and tibial inserts follow.

Appendix | provides a listing of all protocol-specified components. In the case of any uncertainty

regarding device compatibility, the current version of the Triathlon Tritanium Knee System surgical

protocol should be reviewed.

Triathlon CR and PS beaded Femur:

The catalog numbers for the Triathlon CR and PS beaded Femur permissible according to this
study protocol will be in the following format, where ‘XXX’ varies by size:

5516-F-XXX (PS femur)

5517-F-XXX (CR femur)
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Triathlon Tibial Inserts:

The catalog numbers for the Triathlon Tibial Inserts permissible according to this study protocol
will be in the following format, where XXX’ varies by size:

5530-P-XXX (CR insert, conventional polyethylene)

5530-G-XXX (CR insert, X3)

5531-P-XXX (CS insert, conventional polyethylene)

5531-G-XXX (CS insert, X3)

5532-P-XXX (PS insert, conventional polyethylene)

5532-G-XXX (PS insert, X3)

6.2 Control Device

All study subjects that are part of Cohort 2 (cemented) concurrent control group will receive the
Triathlon Cemented Tibial Baseplate, Triathlon Cemented Patella, Triathlon CR or PS
Cemented Femoral Component, and Triathlon Tibial Inserts. The Triathlon Total Knee System
components have been cleared in the United States under the following 510(k) numbers:
Triathlon Cemented Femur (K042993), Tibial Inserts (K0O51146 and K050539), Triathlon Tibial
Baseplate (K031729), Triathlon Patella (K040267). These components are intended for

cemented application. Appendix | provides a listing of all protocol-specified components.

The Triathlon Cemented Tibial Baseplate is fabricated from cast cobalt-chromium-molybdenum
alloy. The Triathlon Cemented Tibial Baseplate is neutral in configuration, and is available in
eight proportional sizes. The undersurface of the tibial tray and the keel is grit blasted for
interdigitation with polymethylacrylate (PMMA) bone cement. The keel of the tibial tray is
designed with normalizations for rotational stability and cement interdigitation. ~The superior
aspect of the tibial tray has a rim that contains tabs that mate with the outer periphery of the
tibial insert, along with the locking wire used on the tibial insert. This locking feature is designed
to provide secure attachment of the tibial insert to the tray, and is designed to reduce

micromotion of the tibial insert on the tray.

The Triathlon Cemented Patella components are available in two styles, symmetric and
asymmetric. Both are fabricated from either N2VAC UHMWPE or X3 UHMWPE. The

symmetric design is available in six diameters (27 mm, 29 mm, 31 mm, 33 mm, 36 mm, and 39

mm) and four thicknesses (8 mm, 9 mm, 10 mm, and 11 mm). The symmetric design features a
central cement recess, and three pegs on the bone interface surface. The Triathlon Symmetric
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Patellar component is intended to be implanted via a resurfacing or inset surgical technique.
The asymmetric design features a flare in the lateral aspect of the component. The asymmetric

patellar component also has a central recess with three pegs for cement fixation.

The Triathlon Cemented Femur is fabricated from cast cobalt-chromium-molybdenum alloy, and
is intended for cemented application to replace the articulating surface of the distal femur. Itis
available in right and left configurations, and eight proportional sizes (sizes 1 to 8) to
accommodate differences in patient anatomy. The interior surface of the component is grit-
blasted to increase the surface roughness — this is intended to promote interdigitation of the

PMMA bone cement with the surface texture and the apposing bone.

6.3 Device Retrieval Process

Stryker Orthopaedics will retrieve the Triathlon Tritanium Tibial Baseplate and/or Patella and/or
adjacent tissues for analysis to help characterize potential device-related complications. In the
event that the Triathlon Tritanium Tibial Baseplate and/or Patella are removed from a study
subject, the procedure outlined in the Retrieved Implant Analysis Protocol (Appendix C) should

be followed. In addition:

1. When revision of a study subject is scheduled, the study coordinator (SC) should contact
the Clinical Study Manager (CSM) or other Stryker Clinical Research personnel
assigned to the project, as soon as possible.

Stryker Clinical Research will send a retrieval container to the SC.

3. After the device is explanted, the SC or an identified Stryker field representative will

retrieve the device and place it in the retrieval container, following the instructions in
Appendix C.

The SC, an identified field representative or Stryker Clinical Research will complete a
Product Experience Report (PER).

If not completed by Stryker Clinical Research, the PER should be faxed or emailed to
Stryker Product Surveillance at 201-831-6775 or soprodexreports@stryker.com, as well
as to Stryker Clinical Research at 201-831-6454 or to the Clinical Research email
addresses listed on the Sponsor Contact Sheet.

The PER should be attached to the retrieval container and sent to Product Surveillance.

A de-identified operative report should be included, when available.
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7. Stryker Clinical Research will follow up with Product Surveillance to obtain a PER

number.

8. A summary of results will be provided to the investigator upon his/her request.

7.1 Preoperative Visit

During the preoperative visit, patients that are possible candidates for this study are screened to
determine if they meet the inclusion/exclusion criteria. If the patient is a candidate, the
investigator proposes participation in the study to the patient, according to GCP guidelines.
Patients must sign an IRB/EC approved Informed Patient Consent Form prior to participating in
any study related activities. Consent must be obtained within 4 months prior to surgery. In the
event a subject does not have surgery, Stryker should be contacted to discuss if/when the
surgery will be rescheduled. If the surgery is rescheduled more than 4 months from the date of
preoperative data collection, the subject will need to be re-consented, all preoperative data will
need to be re-collected and all original preoperative data will need to be removed from the

database.

Once the patient has been consented, preoperative data will be collected including:
demographics and medical history, 2011 KSS, OKS, SF-12, AP, ML and Merchant radiographs
for both Cohort 1 (cementless) and Cohort 2 (cemented).

All preoperative data must be collected within 4 months prior to the scheduled date of surgery,
with the exception of radiographs, acceptable within 1-year prior to the scheduled date of
surgery. All information collected preoperatively will be used to quantify the sample population
and compare postoperative progress. In the event a subject does not have surgery, Stryker
should be contacted to discuss if/when the surgery will be rescheduled. If the surgery is
rescheduled more than 4 months from the date of preoperative data collection, the subject will

need to be re-consented, as noted above.
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7.2 Surgery

Surgical details will be collected from the operative notes and at the time of surgery for both

Cohort 1 (cementless) and Cohort 2 (cemented).

7.3 6-week Visit

During the 6-week visit (£ 3 weeks), the following evaluations will be collected: 2011 KSS,
OKS, SF-12, AP, ML and Merchant radiographs for both Cohort 1 (cementless) and Cohort 2

(cemented).

7.4 6-month Visit

During the 6-month visit (- 14 - + 4 weeks), the following data will be collected: 2011 KSS, AP,
ML and Merchant radiographs for both Cohort 1 (cementless) and Cohort 2 (cemented).

7.5 Annual Follow-up Visits

7.5.1 Cohort 1 (cementless) Annual Follow-up Visits

Cohort 1 (cementless) will be followed to 10 years postoperatively according to the following
schedule. Clinical data will be collected via office visit by the investigator at the following annual
postoperative intervals: 1-year, 2-year 5-year and 10-year. Tools for postoperative evaluation at
each of these intervals will be the 2011 KSS, OKS, SF-12, AP, ML and Merchant radiographs.
In the event that an in-person visit cannot be conducted and radiographs cannot be obtained, a
Follow-up Questionnaire will be completed via mail, online completion (if available), or subject

telephone interview with the subject by investigative site personnel.

The Follow-up Questionnaire, OKS and SF-12 will also be collected at the 3-year, 4-year, 6-
year, 7-year, 8-year and 9-year intervals via mail, online completion (if available), or subject
telephone interview with the subject by investigative site personnel. The questionnaire is used
to obtain information on satisfaction, pain, complications and any study device revisions to

enable calculation of the Kaplan-Meier Survival Curves.

All clinical data, radiographs, and patient outcomes data must be collected within = 2 months of
the 1-year and 2-year anniversary dates. For remaining annual time points, the window

expands to + 3 months of the 3-year anniversary date and + 4 months of the 4-year through
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10-year anniversary dates.

7.5.2 Cohort 2 (cemented) Annual Follow-up Visits

Cohort 2 (cemented) will be followed to 5 years postoperatively according to the following
schedule. Clinical data will be collected via office visit by the investigator at the following annual
postoperative intervals: 1-year, 2-year and 5-year. Tools for postoperative evaluation at each
of these intervals will be the 2011 KSS, OKS, SF-12, AP, ML and Merchant radiographs. In the
event that an in-person visit cannot be conducted and radiographs cannot be obtained, a
Follow-up Questionnaire will be completed via mail, online completion (if available), or subject

telephone interview with the subject by investigative site personnel.

The Follow-up Questionnaire, OKS and SF-12 will also be collected at the 3-year and 4-year
intervals via mail, online completion (if available), or subject telephone interview with the subject
by investigative site personnel. The questionnaire is used to obtain information on satisfaction,
pain, complications and any study device revisions to enable calculation of the Kaplan-Meier

Survival Curves.

All clinical data, radiographs, and patient outcomes data must be collected within + 2 months of
the 1-year and 2-year anniversary dates. For remaining annual time points, the window
expands to £ 3 months of the 3-year anniversary date and + 4 months of the 4-year and

5-year anniversary dates.

8.1 Reporting of Adverse Events

The AE reporting requirements for this study are as follows:

o All AEs that are operative site related, regardless of seriousness or time of occurrence.

¢ All AEs that meet the definition of serious and occur within the perioperative period
(intraoperative to hospital discharge)
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On postoperative functional evaluations, investigators and SCs are prompted to question
subjects as to whether they have seen a doctor for any reason, been hospitalized for any

reason or have a current impediment to their function.

Additionally, SCs are responsible for following up with the subjects regarding any questionable
responses received on the Follow-up Questionnaire. If it is determined upon this further
investigation that a protocol-defined AE has occurred, the SC will be responsible for completing
an AE eCRF, submitting the event to Stryker and reporting to the IRB/EC, as required.

The following decision tree facilitates identification of AEs for which reporting is required under

this study protocol:

Figure 2: Adverse Event Decision Tree
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General Physical Examination Findings

At screening for inclusion into the study, any clinically significant abnormality should be
recorded as a preexisting condition and reported on the Demographics eCRF. From the time of
consent forward, any new clinically significant findings or abnormalities that meet the definition

of a protocol defined AE must also be recorded and documented as an AE.

Adverse Event Reporting Period

The study period during which AEs must be reported is normally defined as the period from the
initiation of any study procedures to the end of the study treatment follow-up. The start of study
procedures is considered to be the point of consent. Any AEs which fit the protocol defined

reportable events must be reported from the time of consent until study completion.

At each contact with the subject the investigator must seek information on AEs by specific
questioning and, as appropriate, by examination. Information on protocol defined AEs should
be recorded immediately in the source document and also in the appropriate AE module of the
eCRF. All clearly related signs, symptoms and abnormal diagnostic procedure results should
be recorded in the source document and grouped under one diagnosis, as appropriate. The
clinical course of each event should be followed until resolution or until it is determined at the

end of the study that the AE will not resolve.

8.2 General Adverse Event Definitions
Following is a list of general AE definitions. For the purposes of this study, only SAEs occurring
in the perioperative period, excluding elective procedures at any time, as well as all AEs related

to the operative site should be reported.

Adverse Event

An AE is any untoward medical occurrence in a clinical investigation subject, which changes the
medical baseline of the subject. An AE can be an unfavorable and unintended sign, symptom
or disease, whether or not related to the study device (AEs may also be referred to as
complications). See Section 8.1, Reporting of Adverse Events, for the AE reporting

requirements for this study.

CONFIDENTIAL
This material is the property of Stryker Orthopaedics. Do not disclose or use except as authorized in writing by Stryker.




Triathlon Tritanium Knee Outcomes Study
Stryker Orthopaedics Clinical Study Protocol
Version 2

Anticipated Adverse Event
An anticipated AE is an AE, of which the nature, severity or degree of incidence is known and
identified in applicable product labeling, published literature or the study protocol. The list of

anticipated events is provided in Section 12, Risk/Benefit Assessment.

Serious Adverse Event
A SAE meets one or more of the following definitions:
¢ Resulted in in-patient hospitalization
¢ Resulted in prolonged existing hospitalization
¢ Resulted in persistent or significant disability/incapacity
Resulted in permanent impairment of a body function or permanent damage to a body
structure
Necessitated medical or surgical intervention to preclude permanent impairment of a
body function or permanent damage to a body structure
Was a life-threatening situation

Resulted in patient death

Adverse Device Effect

An adverse device effect (ADE) is a negative change in the subject’'s health that may have

been caused by, or associated with, the use of the device.

Unanticipated Adverse Device Effect

An unanticipated adverse device effect (UADE) is any serious adverse effect on health,
safety or any life-threatening problem or death caused by, or associated with, a device if that
effect is a problem or death not previously identified in nature, severity or degree of incidence,
or any other unanticipated serious problem associated with a device and related to the rights,

safety or welfare of subjects.

8.3 Study Sponsor Notification by Investigator

Of reportable AEs, certain events must be submitted to Stryker within 24 hours for timely

notification:
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Adverse events that require time sensitive reporting:
An AE should be reported to Stryker Clinical Research either by telephone/fax/email within 24

hours of the site becoming aware of the event if any of the following apply:

e The AE is considered by the investigator to be device related or if the investigator
is uncertain regarding the device related assessment;
The AE required a reoperation of the study knee or a revision of any study knee

components.

An AE eCRF must be completed within 24 hours. If a SAE occurs during the perioperative
period, the de-identified source documentation must be uploaded to the appropriate location
within Stryker’s Electronic Data Capture (EDC) system within 24 hours of the investigative
center's SAE awareness. See Section 11, Data Management, for additional details of Stryker’s

EDC system. These reports will be evaluated by Stryker to determine if a PER is required.

It is recommended that all other reportable AEs are submitted through eCRF entry within 2

weeks of becoming aware of the event.

At the time of the initial report, the following information should be provided:

Subject number o Whether study treatment was

A description of the event discontinued

Date of onset Investigator assessment of the
Current status association between the event and

the study treatment

8.3.1 Ethics Committee/Institutional Review Board Notification by
Investigator
Reports of AEs (including follow-up information) must be submitted to the EC or IRB

according to their specific reporting requirements. Copies of each report and
documentation of EC/IRB notification and receipt must be kept with the investigator’s

study files.
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8.4 Recording of Adverse Events
All protocol defined AEs occurring during the study period must be recorded; this includes

events that occur between visit intervals. The clinical course of each event should be followed
until resolution or stabilization or until it is determined at the end of the study that the AE will not

resolve.

8.5 Medical Monitoring

It is the responsibility of the investigator to oversee the safety of the study at his/her center.
This safety monitoring will include careful assessment and appropriate reporting of AEs, as

previously noted. Stryker will conduct formal investigations via the Product Surveillance

Department of those AEs which are submitted through our PER System.

9.1 Efficacy

9.1.1 Primary Efficacy Parameters

The primary efficacy parameter is the success rate at 2 years postoperative with the
Triathlon Tritanium Tibial Baseplate for Cohort 1 (cementless), where success is defined
as absence of tibial baseplate revision and/or removal for aseptic loosening at 2 years

postoperative.

9.1.2 Secondary Efficacy Parameters

The secondary efficacy parameters include:

e The all-cause survivor function of the Triathlon Tritanium Tibial Baseplate by
Kaplan-Meier method for Cohort 1 (cementless).
The all-cause survivor function of the Triathlon Tritanium Patella by Kaplan-

Meier method for Cohort 1 (cementless).

The all-cause revision and/or removal rate of the Triathlon Tritanium Tibial

Baseplate for Cohort 1 (cementless).
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e The all-cause revision and/or removal rate of the Triathlon Tritanium Patella
for Cohort 1 (cementless).
e 2011 KSS, SF-12 and OKS scores at 2 year for both cohorts.

9.1.3 Primary Efficacy Analysis

The primary hypothesis to be tested will be that the success rate at 2 years
postoperative with the Triathlon Tritanium Tibial Baseplate for Cohort 1 (cementless) is

not worse than 99% with a non-inferiority margin of 2%.

That is, the following hypothesis will be tested:
Ho: Pt<=99% - 2% Ha: Pt>99%- 2%

Here, Pt is the success rate at 2 years postoperative with the Triathlon Tritanium Tibial

Baseplate for Cohort 1 (cementless).

A 90% two-sided confidence interval will be computed for the success rate at 2 years. If
the lower bound of the confidence interval is greater than 97%, then the non-inferiority

hypothesis will be supported.

9.1.4 Secondary Efficacy Analysis

For Cohort 1 (cementless), the all-cause survivor function of the Triathlon Tritanium
Tibial Baseplate will be produced by Kaplan-Meier method; The all-cause survivor
function of the Triathlon Tritanium Patella will be produced by Kaplan-Meier method;
The all-cause revision and/or removal rate of the Triathlon Tritanium Tibial Baseplate will
be calculated; The all-cause revision and/or removal rate of the Triathlon Tritanium
Patella will be calculated. The 2011 KSS, SF-12 and OKS scores will be compared
between Cohort 1 (cementless) and Cohort 2 (cemented) at 2 years postoperative using

applicable statistical methods.
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9.2 Safety

9.2.1 Safety Parameters

Safety parameters include all protocol-defined AEs as well as revision and/or removal

rates. For details regarding protocol-defined AEs, see Section 8.1.

9.2.2 Safety Analyses
The frequency and percentage of all protocol-defined AEs will be tabulated. For details

regarding protocol-defined AEs, see Section 8.1.
9.3 Missing Data

Missing data in OKS will be imputed when calculating the OKS score using the method
recommended by the new OKS scoring system.'® Missing data in 2011 KSS will be imputed
when calculating KSS scores with the method recommended in the user manual of the 2011

Knee Society knee scoring system.'® No other missing data will be imputed.

9.4 Statistical Methodology

9.4.1 Data Summary

Descriptive statistics will be computed for all baseline conditions and demographic
parameters. That is, for continuous data, the N, mean, median, standard deviation,
minimum and maximum will be computed. For categorical data, the frequency will be

computed. The data will be presented by appropriate subgroups (e.g., center).

A Kaplan-Meier survivorship curve will be displayed for revision and/or removal of the

Triathlon Tritanium Tibial Baseplate for aseptic loosening for cementless cohort.

For the additional data collected according to Section 2.1.3, data will be summarized
according to visits and cohorts. For parameters represented by continuous variables
(e.g., ROM), the summaries will consist of the N, mean, median, standard deviation,

minimum, and maximum values. For categorical variables (e.g., Gender from
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Demographics), the frequency and percentage in each category will be presented. A
paired t-test will be performed to evaluate the change in clinical and patient outcomes,
preoperative to 10 years for cases with the Triathlon Tritanium Tibial Baseplate in
cementless cohort. The 2011 KSS, OKS, and SF-12 will be compared and be presented
with respect to improvement from preoperative to postoperative scores for both cohorts

when applicable.

For the Follow-up Questionnaire, frequency and percentage will be computed for each
category according to visits and cohorts. Applicable lists based on the Follow-up

Questionnaire will be generated to capture AEs.

For radiographic data, data will be presented according to visits and cohorts for available
parameters. Frequency and percentage will be computed for radiolucency according to

visits. Radiographs will be evaluated according to the guidelines of The Knee Society

total knee arthroplasty roentgenigraphic evaluation and scoring system."™

Documentation of statistical analyses will utilize SAS software version 9.1.3 or higher.

9.4.2 Sample Size Justification

With a reference value of 99% for the success rate at 2 years, under the assumptions of
5% significance level (or 95% one-sided confidence interval), 95% power, 2% non-
inferiority margin, the sample size is 267. After factoring a 15% lost to follow-up rate, the
final sample size is 315 for the primary endpoint. An enrollment objective of 356 cases
in Cohort 1 (cementless) was selected to power the primary objective of this study. In
addition, 144 cases will be enrolled in Cohort 2 (cemented) to serve as a concurrent

control for one of the secondary objectives.

9.4.3 Interim Analyses

No interim analysis is planned.
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9.4.4 Analysis Population

Per Protocol Population: The study population for analysis will include all non-
censored subjects who receive the study devices and are available for efficacy

evaluation. For details regarding study devices, see Section 6.1 and 6.2.

The primary and secondary efficacy analyses will be based on the per protocol

population.

Safety Population: The safety population will include all non-censored subjects who
received the study devices. For details regarding study devices, see section 6.1 and

6.2. For details regarding protocol-defined AEs, see Section 8.1.

The safety analysis will be based on the safety population.

10.1 Subject Recruitment and Screening
Patients are recruited at the study centers during preoperative visits through normal referral

patterns. All patients recruited for this study must have the capacity to give informed consent.
Advertising for the study at each center will be at the discretion of the investigator. All handouts,
brochures, advertisements, etc. must be approved by the IRB/EC prior to the dissemination of
any recruitment materials to potential subjects. Study advertisement content may be found in

Appendix D

10.2 Patient Informed Consent and Guidelines

All patients for this study are provided an Informed Patient Consent Form describing this study
and providing sufficient information for them to make an informed decision about their
participation. The Informed Patient Consent Form must contain all elements required by the
FDA under 21 CFR Part 50, in addition to any other elements required by state, local and
institutional policies. For international sites, the applicable country regulations are required.
See Appendix E for a copy of the Model Informed Patient Consent. This is submitted with the
protocol for review and approval by the IRB/EC for the study. All patients must provide written

consent after having had adequate time to consider their participation in the study. The formal
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consent of a patient, using the IRB/EC approved Informed Patient Consent Form, must be
obtained before that patient is submitted to any protocol related procedures that are not part of
normal care. Written documentation of consent must be provided on the Informed Patient
Consent Form’s signature page in addition to a note in the patient medical records indicating the
date that consent was obtained. The investigator-designated research professional obtaining
the consent must also sign this Informed Patient Consent Form. The patient or his/her legal
representative should receive a signed copy of the Informed Patient Consent Form, according to
GCP guidelines.

The procedure for obtaining informed consent is outlined below:

o Use a current IRB/EC approved copy of the Informed Patient Consent Form.

e Review thoroughly with the patient before having them sign.

o After the patient has consented to the procedures, ensure he/she signs and dates the
Informed Patient Consent Form.
The person obtaining consent also signs and dates the signature page.
Provide a copy of the Informed Patient Consent Form to the patient.
If required, provide the hospital with a copy of the signed Informed Patient Consent
Form.

Maintain the signed original in the patient’s study chart.

10.3 Early Withdrawal of Subjects

When and How to Withdraw Subjects
In the event that the subject is discontinued by the investigative center prior to the final study
evaluation, the subject is notified by the center that he/she is no longer in the study and a Study

Termination eCRF will be completed.

The following is a list of reasons for which subjects may be withdrawn and the date of
termination that should be used on the Study Termination eCRF in each situation. This list is

not all inclusive:
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Termination Reason Date of Termination
Death Date of death

Investigative center termination Date of study close-out visit

Lost to follow-up Date Stryker termination approval given
Voluntary withdrawal Date subject notified center of withdrawal
Revision/removal of study device Date of revision/removal procedure
Study device not implanted Date of surgery

Surgery not performed Date Stryker termination approval given

At the time of study surgery it is required that the following components are implanted for each

treatment group:

o Cohort 1 (cementless)

o Triathlon Tritanium Tibial Baseplate
o Triathlon Tritanium Patella
o Triathlon CR or PS Beaded Femur with PA

o Triathlon Tibial Insert

o Cohort 2 (cemented)
o Triathlon Cemented Tibial Baseplate
o Triathlon Cemented Patella
o Triathlon CR or PS Cemented Femur

o Triathlon Tibial Insert

Revision or removal of the Triathlon Tritanium Tibial Baseplate for aseptic loosening constitutes

a failure for purposes of the primary endpoint. Revision or removal of the Triathlon Tritanium

Tibial Baseplate for any reason requires study termination for the subject.

If revision of the Triathlon Tritanium Patella, Triathlon Beaded Femur or Triathlon Tibial Insert
component is required during the study, the event does not constitute a failure or study

termination for Cohort 1 (cementless). If revision of the Triathlon Cemented Patella, Triathlon
Cemented Femur or Triathlon Tibial Insert component is required during the study, the event

does not constitute a failure or study termination for Cohort 2 (cemented).
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If the subject fails to return for his/her follow-up appointments, every effort should be made to
contact the subject to assess his/her health status. If, after attempting to contact the subject
through three documented phone calls and a certified letter, and the subject still does not
respond, he/she will be considered lost to follow-up. A Study Termination eCRF will be

completed only after notifying Stryker of the subject’s status and being given approval to

terminate.

In the event a subject does not have surgery, Stryker should be contacted to discuss if/when the
surgery will be rescheduled. If the surgery is rescheduled more than 4 months from the date of
preoperative data collection, the subject will need to be re-consented, all preoperative data will
need to be re-collected and all original preoperative data will need to be removed from the
database. If the surgery is not to be rescheduled or if the subject is no longer considered an

appropriate study candidate, a Study Termination eCRF may be completed only after notifying

Stryker of the subject’s status and being given approval to terminate.

When a subject completes the study according to protocol, including the final study evaluation, a

Study Termination eCRF will be completed.

11.1 Database

Data will be collected at each center and entered into Stryker's EDC system. The system can
be accessed remotely by each investigative center and the data entered will be managed by
Stryker. Subject data will be processed and monitored according to the protocol schedule by
Stryker or Stryker representatives. Draft specifications to support eCRFs are provided in

Appendix F

11.2 Confidentiality

This study complies with the 2002 HIPAA privacy rule. As such, Stryker only collects that
information which is necessary to support the objectives of the clinical study. Stryker takes
precautions to ensure that data received is as de-identified as possible. In the case that some
identified information is received, Stryker ensures that any identifying information is not

reported. Study subjects will authorize Stryker to use their health information in support of the
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clinical study during the informed consent process. Should a subject choose to withdraw
authorization, Stryker may use data collected prior to the withdrawal of authorization in order to

maintain data integrity.

11.3 Source Documents

Source data include all information, original records of clinical findings, observations or other
activities in a clinical study necessary for the reconstruction and evaluation of the study. Source
data are contained in source documents. Examples of these original documents and data
records include: hospital records, clinical and office charts, study worksheets, laboratory notes,
memoranda, subject questionnaires, pharmacy dispensing records, recorded data from
automated instruments, radiographs, subject files, and records kept at the pharmacy, at the

laboratories and at medico-technical departments involved in the clinical study.

All data points collected during preoperative and follow-up visits must be documented in the
subject’s chart. This includes range of motion values, pain and function as well as AEs and
additional comments. The informed consent process should also be documented in the patient
chart. Monitors, defined further in Section 13, compare the eCRFs against source documents
for accuracy. The monitors seek to draw a reference between each data point on the eCRF and
the subject’s chart. Thus, one cannot derive pain, ROM or function based on a chart note that
reads “Patient doing well.” Every effort should be made to ensure complete source

documentation.

Centers are required to create a source documentation plan including any applicable source

documentation worksheets prior to enroliment.

11.4 Electronic Case Report Forms

The study eCRFs are the primary data collection instrument for the study. All data requested on
the eCRF must be documented. All missing data must be explained. It is recommended that
eCRFs be completed and electronically signed by the investigator within 2 weeks of the

evaluation date.
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11.5 Data Clarification Requests

If errors or omissions are noted by Stryker upon review of the data entered into the eCRFS, a
data clarification request (DCR) is sent to the center within the EDC system. Queries should be
answered in a clear and comprehensible manner. If the clarification requires a change to study
data, the EDC system updates the eCRF automatically with the data captured in the DCR
response. Conversely, a change to the data that brings it within the expected range of values
will automatically close the DCR. The investigative center is required to reapply their electronic
signature to the modified eCRF. Modified eCRFs need not be printed and included in

conjunction to answered DCRs.

11.6 Protocol Deviations

Any deviation from this protocol is recorded in Stryker’s Clinical Trial Management System and
must be reported to the EC/IRB by the investigational site according to their reporting
procedures. Protocol Deviations for this study may include the following; this list may not be all-

inclusive:

Informed consent deviations, including but not limited to:
o Study procedures performed prior to informed consent
o Incorrect informed consent version used
Patient enrolled does not meet the inclusion/exclusion criteria
Protocol specified study component(s) not implanted
Visit deviations, including:

o Unavailable primary endpoint

If the center anticipates a possible protocol deviation, the investigator or SC should contact

Stryker for guidance.

11.7 Records Retention

It is the investigator’s responsibility to retain study essential documents for 2 years after the date
of the final report, or in the case of non-compliance, 2 years after the date of investigative center
termination. These documents should be retained for a longer period if required by an

agreement with Stryker.
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12.1 Risk Category

There are no additional risks associated with participating in this study over and above that of

the primary TKA procedure.

12.2 Potential Risk

The study involves the routine assessment of a primary TKA procedure. The study device has
been cleared for use by the FDA and will be used according to its labeling, included in Appendix
G. Assessment involves questionnaires, patient and physician assessments as well as routine
radiographs. The information collected will be kept confidential and will comply with the HIPAA

privacy rule.

While the expected life of TKA components is difficult to estimate, it is finite. These components
are made of foreign materials, which are placed within the body for the potential restoration of
mobility or reduction of pain. However, due to the many biological, mechanical and
physiochemical factors which affect these devices but cannot be evaluated in vivo, the
components cannot be expected to indefinitely withstand the activity level and loads of normal

healthy bone.

Adverse effects associated with primary TKA include the following:

Serious complications may be associated with any total joint replacement surgery. These
complications include, but are not limited to: infection; genitourinary disorders; gastrointestinal
disorders; vascular disorders, including thrombus; bronchopulmonary disorders, including
emboli; myocardial infarction or death.

With all implanted devices, asymptomatic, localized progressive bone resorption (osteolysis)
may occur around the prosthetic components as a consequence of foreign-body reaction to the
particulate matter of metal, and/or UHMWPE. Particulate is generated by interaction between
components as well as adhesion, abrasion and fatigue. Secondarily, particulates can be
generated by third body wear. Osteolysis can lead to future complications, including loosening,
necessitating the removal and replacement of prosthetic components.
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Early and late loosening of total knee components can occur. Early biomechanical loosening
may result from inadequate initial fixation, latent infection, premature loading of the prosthesis or
trauma. Late loosening may result from trauma, infection, biological complications including

osteolysis or mechanical problems, with the subsequent possibility of bone erosion and/or pain.
Peripheral neuropathies, circulatory compromise and heterotopic bone formation may occur.

Intraoperative fissure, fracture, or perforation of the femur, patella or tibia can occur due to
impaction of the component into the prepared femur, patella or tibia. Postoperative femoral,

patellar or tibial fracture can occur due to trauma, the presence of defects or poor bone stock.
Metal sensitivity reactions have been reported following joint replacement.

AEs may necessitate reoperation, revision, arthrodesis of the involved joint or amputation of the

limb.

12.3 Expected Complications

Complications associated with TKA procedures, such as those performed with the study device,
have been reported. These complications include but are not limited to: infection,
genitourinary, gastrointestinal disorders, vascular disorders, bronchopulmonary disorder,
myocardial infarction, injury to the knee’s neurovascular structures, loosening of the
components, osteolysis, heterotopic bone formation, deep vein thrombosis, pulmonary
embolism, metal sensitivity reactions, intraoperative or postoperative fracture of the femur,
patella or tibia, and the need for re-operation, revision, arthrodesis of the involved joint,
amputation of the limb and death. The safety analysis will include tabulation of AE rates as well

as revision/removal rates.

12.4 Protection Against Risks

Subjects are treated in the best medical judgment of the investigator, regardless of the study
protocol. If an investigator must deviate from the written protocol to protect the health or well

being of the subject, this deviation is promptly reported to both the EC/IRB and Stryker.
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12.5 Potential Benefits to the Subject

There is no guarantee that subjects personally benefit from inclusion in this study. Subjects
may undergo more thorough screening and follow-up than non-study patients and may benefit
from this increased surveillance. This study seeks to provide clinicians information about this

device by comparing it to published results for other similar devices. Information gathered in

this study may benefit others undergoing this procedure in the future.

13.1 Study Monitoring Plan

Monitors are persons employed by sponsors to review the conduct of clinical studies to assure
that the clinical investigators abide by their obligations to conduct clinical studies properly.
Proper monitoring ensures adequate protection of the rights of human subjects, the safety of
subjects involved in a clinical investigation and the quality and integrity of data submitted as a

result of the investigation.

This study is monitored at least once per year, with additional monitoring as necessary. The
investigator allocates adequate time for such monitoring activities. The investigator also
ensures that the monitor or other compliance or quality assurance reviewer is given access to
all study-related documents and study-related facilities, as applicable, and has adequate space
to conduct the monitoring visit, when applicable. The monitor reviews all source documents and
compares them to the data contained in the eCRFs, in addition to performing a periodic review
of regulatory documents such as EC/IRB approvals. The monitors need the following:

o An area where they can review study data, when monitoring is conducted on site

e Access to eCRF data for all cases

e Access to source documentation

Regulatory documents

Time to discuss findings with the SC and the investigator
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13.2 Auditing and Inspecting

A quality assurance audit is a form of review that provides additional confidence to the sponsor
concerning the validity and accuracy of clinical study data that must be submitted to the FDA or
for publication. The purpose of investigator audits is to ensure that the investigator has
maintained all study information according to the sponsor’s protocol and standard operating

procedures and in compliance with FDA regulations.

The investigator permits study-related monitoring, audits, and inspections by the EC/IRB,
Stryker and/or government regulatory bodies of all study related documents (e.g. source
documents, regulatory documents, data collection instruments, study data). The investigator

ensures the capability for inspections of applicable study-related facilities.

This study is to be conducted according to United States standards of GCPs and applicable
government regulations including 21 CFR Parts 50 and 56 as well as 45 CFR Parts 160 and
164.

This protocol and any amendments are to be submitted to a properly constituted independent
EC/IRB for formal approval of the study conduct. The decision of the EC/IRB concerning the
conduct of the study is made in writing to the investigator and a copy of this decision is provided
to Stryker before commencement of this study. The investigator may be asked to provide a list

of EC/IRB members and their affiliates to Stryker, if available.

All patients considered for this study are provided an Informed Patient Consent Form describing
this study and providing sufficient information for patients to make an informed decision about
their participation. This Informed Patient Consent Form must be modified to contain center
specific information and submitted with the protocol for review and approval by the EC/IRB for
the study. The formal consent of a patient, using the EC/IRB approved Informed Patient
Consent Form, must be obtained before that patient is submitted to any study procedure. This
Informed Patient Consent Form must be signed by the patient or legally acceptable surrogate

and the investigator-designated research professional obtaining the consent.
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15.1 Funding Source

This study is financed by Stryker Orthopaedics.

15.2 Conflict of Interest

Any investigator who has a conflict of interest with this study (e.g. patent ownership, royalties or
financial gain greater than the maximum allowable by their institution) must have the conflict
reviewed by their EC/IRB or a properly constituted Conflict of Interest Committee with a
Committee-sanctioned conflict management plan that has been reviewed and approved by

Stryker prior to participation in this study.
15.3 Subject Stipends or Payments

Subiject attrition can occur for a variety of reasons, including a subject’s loss of health insurance
coverage. In a case where a patient has lost health insurance coverage and no other coverage
is available, Stryker may, on a case-by-case basis, reimburse investigators for office visits and
radiographic charges for subjects involved in this study in order to facilitate data retrieval. The
physician or the office staff should contact the CSM prior to scheduling the subject to discuss
this possibility and receive pre-approval from Stryker. After receipt of the completed data forms,
the physician must submit either evidence of coverage denial (e.g. explanation of benefits) or a
letter explaining that the subject does not have insurance. Other visits, procedures and
assessments done other than those specified in the protocol are not reimbursed.
Reimbursement may be provided under the following conditions:

e Study subjects lose insurance coverage after enroliment into the study

¢ Aninsurance carrier refuses to pay for a follow-up visit and/or radiographs

e An insurance carrier refuses to provide a subject referral to see the investigator for

follow-up
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Under extreme circumstances, and with prior approval, Stryker may reimburse a subject for the

cost of transportation to and from the investigator’s office for a protocol-required office visit.

This policy is the same for all participating study subjects and does not bias against any

particular subject or study cohort.

It is anticipated that publication of the multi-center study results will be compiled and submitted
to a peer-reviewed journal at the time the study cohort reaches 2, 5 and 10 years of follow-up.
Early results with regard to surgical information, postoperative biomechanics and early
radiographic assessments may be published prior to the 2-year time point. Additional

publication proposals may also be made by investigators at any time and will be considered.

This study will utilize the guidelines for authorship published by the International Committee of

Medical Journal Editors (ICMJE). This guidance can be referenced at www.icmje.org.

Publications will be facilitated by the Chair and the primary investigator (PI) of the study. Both

individuals will be chosen by Stryker.

The Pl is solely focused on the multi-center publications and progress towards those

publications, including recurring updates to centers, center motivation as well as authorship. If

the Pl does not produce a draft of a publication within 90 days of receiving the results data,

Stryker will delegate the responsibility to other investigators in the study at its discretion.

The Chair reviews all additional publications proposed by participating investigators based upon
the study results prior to study completion, on an ongoing basis. This review includes whether
or not a proposal will be pursued, as well as imposition of guidelines as to publication

completion and criteria.
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The following summarizes the possible roles of these parallel positions:
Chair Pl

Contributes to study design Contributes to study design

Assists with study questions requiring expert Assists with study questions requiring expert

clinical opinion clinical opinion

Assists with identification of investigators Assists with identification of investigators and

maintains performance

Reviews additional publication proposals Updates investigators on progress towards

submitted by investigators multi-center results

Contributing author, if ICMJE guidelines met Primary author, multi-center publication of

primary endpoint data

At the completion of the study, each participating study investigator shall have independent
publication privileges for his/her own center’s results. These manuscripts and abstracts will be
delayed until after the 2, 5 and 10-year multi-center publications are submitted. Although
Stryker will not be involved in coordinating these independent manuscripts, all publications of
the data shall be submitted to Stryker for review prior to submission for publication. Stryker
shall not edit or otherwise influence the publications other than to ensure that confidential

information is not disclosed, that no off-label use of Stryker devices is promoted and that the

data is accurately represented. Any publications resulting from this study must be submitted to

Stryker for review at least 60 days prior to submission of publication.
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Food and Drup Adminisiration
[0803 New Hampshire Avenue

Docurnent Control Center — WO66-GE0Y

Silver Spring, MD 20953-0002

May 3, 2013

Homedica Osteonics Corporation
% Ms. Audrey Witko

325 Corporate Drive

Mahwah, New Jersey 07430

Re: K123486
Trade/Device Name: Triathlon® Tritanium® Tibial Baseplates
Regulation Number: 21 CFR 888.3565
Regulation Name: Kneg joint patellofemorotibial metal/polymer porous-coated uncemented
prosthesis '
Regulatory Class: Class Il
Product Code: MBH, JWH
Dated: April 26,2013
Received: April 29, 2013

Dear Ms, Witko:

We have reviewed your Section 510(k) premarket notification of lntent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified m accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Pleage note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class I (Special Controls) or class Il (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Repister.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comiply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Smai! Manufacturers, International and Consumer Assistance at 1ts toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address

htip://www.fda gov/MedicalDgvices/ResourcesforY ow/Industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regatding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htip://www.fda.gov/MedicalDevices/Safety/ReporlaProblem/default. htm for the CDRII’S Dffice
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor Y ouw/Industry/default. htm.

Sincerely yours,

Mark N. Melkerson
Direcior
Division of Qrthopedic Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
Enclosure :
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Indications for Use

510(k) Number (if known): _K123486
Device Name: Triathlon® Tritanium® Tibial Baseplates

Indications for Use:
General Total Knee Arthroplasty (TKR) Indications:

- Painful, disabling joint disease of the knee resulting from: non-inflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis), theumatoid
arthritis or post-traumatic arthritis

- Post-traumatic loss of knee joint configuration and function

- Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be
returned to adequate function and stability

- Revision of previous unsuccessful knee replacement or other procedure

- Fracture of the distal fmur and/or proximal tibia that cannot be stabilized by standard fracture
management techniques

Additional Indications for Posterior Stabilizing (PS} Componenis:

- Ligamentous instability requiring implant bearing surface geometries with increased
constraint

- Absent or non-functioning posterior cruciate ligament
- Severe anteroposterior instability of the knee joint

The Triathlon® Tritanium® Tibial Baseplates are indicated for both cemented and uncemented
nse.

. Over-The-Counter Use
Prescription Use __ X AND/OR
(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart ()
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRFL, Office of Device Evaluation (ODE)

Page 1 of 1 Elizabeth L. Frank -5
Division of Orthopedic Devices
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‘.»dhh‘w Food and Drug Administration

“ivaa 10903 New Hampshire Avenue
Document Control Center — WO66-G609
Silver Spring, MD 20993-0002

November 26, 2013

Stryker Orthopaedics

Ms. Shikha Khandelwal
Regulatory Affairs Specialist
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K132624 _ _
Trade/Device Name: Triathlon® Tritanium® Metal-Backed Patella

Regulation Number: 21 CFR 888.3565

Regulation Name: Knee joint patellofemorotibial metal/polymer porous-coated uncemented
prosthesis

Regulatory Class: Class II

Product Code: MBH, JWH

Dated: August 29, 2013

Received: August 30, 2013

Dear Ms. Khandelwal:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class I11 (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Lori A. Wiggins

for

Mark Melkerson

Director

Division of Orthopedic Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K132624
Device Name: Triathlon® Tritanium® Metal-Backed Patella
Indications for Use:

General Total Knee Arthroplasty (TKR) Indications:

e Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis, or avascular necrosis), rheumatoid
arthritis or post-traumatic arthritis.

e Post-traumatic loss of knee joint configuration and function.

o Moderate varus, valgus, or flexion deformity in which the Ilgamentous structures can be
returned to adequate function and stability.

e Revision of previous unsuccessful knee replacement or other procedure.

e Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard
fracture -management techniques.

The Triathlon® Tritanium® Tibial Baseplate and Tritaium® Metal-Backed Patella components are
indicated for both uncemented and cemented use.

The Triathlon® Total Knee System beaded and beaded with Peri-Apatite components are
intended for uncemented use only.

The Triathlon® All Polyethylene tibial components are indicated for cemented use only.

Additional Indications for Posterior Stabilized (PS) and Total Stabilizer (TS) Components:

e Ligamentous instability requiring implant bearing surface geometries with increased
constraint.

e Absent or non-functioning posterior cruciate ligament.
e Severe anteroposterior instability of the knee joint.

Additional Indications for Total Stabilizer (TS) Components:
e Severe instability of the knee secondary to compromised collateral ligament integrity or

function.

(Page 1/2)



Kl132624

Indications for Bone Augments:
e Painful, disabling joint disease of the knee secondary to: degenerative arthritis, rheumatoid
arthritis, or post-traumatic arthritis, complicated by the presence of bone loss.

e Salvage of previous unsuccessful total knee replacement or other surgical procedure,
accompanied by bone loss.

Over-The-Counter Use

Prescription Use ___ X AND/OR (21 CFR 807 Subpart O)

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(page 2/2)
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Triathlon  Cruciate Retaining (CR) Total Knee System

510(k) Premarket Notification

Confidential

MAY - 5 2004

Submission [nformation

Name and Address of Sponsor:

For Information contact:

Device Identification

Proprietary Name:

Common Name:

Classification Name and Reference:

Proposed Regulatory Class:

Device Product Code:

510(k) Summary

Howmedica Osteonics Corp.

DBA (doing business as) Stryker Orthopaedics
325 Corporate Drive

Mahwah, New Jersey 07430

Margaret F. Crowe
Regulatory Affairs Consultant
Howmedica Osteonics Corp.
(DBA Stryker Orthopaedics)
325 Corporate Drive
Mahwah, New Jerscy 07430

Triathlon" Cruciate Retaining (CR) Total Knee
System

Cruciate Retaining Total Knee Replacement

Knee Joint Patellofemorotibial
Polymer/Metal/Polymer Semi-Constrained
Cemented Prosthesis

21 CFR §888.3560

Class 11
OR (87) JWH

Prosthesis, Knee Patellofemorotibial, Senn-
Constrained, Cemented, Polymer/Metal/ Polymer

The Triathlon  CR Total Knee System consists of a femoral component, tibial insert, and

all-polyethylene patellar components that are intended to be used with the previously

cleared Triathion™ Primary Cemented Tibial Tray in primary or revision total knee

arthroplasty. The Triathlon™ All Polyethylenc Patcllar components are intended to be

used with the femoral components of the previously released Duracon® Total Knee

System, as well as the previously released Triathlon™ PS Femoral component in

I~
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Triathlon  Cruciate Retaining {CR) Total Knee System

510(k) Premarket Notification Confidential

situations where replacement of the articular surface of the patella is required. The

Triathlon™ CR Total Knee System is intended to accommeodate the posterior cruciate

ligament (PCL) if it is present. Specific indications and contraindications are listed

below:

Indications:

Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis) o,

rheumatoid arthritis
Post-traumatic loss of knee joint configuration and function.

Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be

returned to adequate function and stability.
Revision of previous unsuccessful knee replacement or other procedure.

Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard

fracture management techniques.

Contraindications

Any active or suspected latent infection in or about the knee joint.
Distant foci of infection which may cause hematogenous spread to the implant site

Any mental or ncuromuscular disorder which would create an unacceptable risk of

prosthesis instability, prosthesis fixation failure, or complications in postopcrative care.

Bone stock compromised by disease, infection or prior implantation that cannot provide

adequate support and/or fixation to the prosthesis.
Skeletal immaturity.

Severe instability of the knee joint secondary to the absence of collateral ligament integnty

and function.

Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to

failure of the fixation of the device or to fallure of the device itself.

Device Description
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Triathlon  Cruciate Retaining (CR) Total Knee System
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The Triathlon" Cruciate Retaining (CR) Total Knee System consists of threc primary
components: Triathlon' Cruciate Retaining (CR) Femoral Component, Triathlon
Cruciate Retaining (CR) Tibial Insert, and Triathlon™ Patellar components (availabtc in
two styles — symmetric and asymmetric). These conmponcents are intended to be used
with the previously cleared Triathlon™ Primary Cemented Tibial Tray in primary or
revision total knee arthroplasty. The Triathlon™ Patellar components are intended to be
used with both the Triathlon™ CR Femoral component, the previously cleared
Triathlon™ PS Femoral component, or the femoral components of the Duracon® Total
Knee System. Duracon® patellar components may be used with both the Triathlon™ PS
and Triathlon™ CR femoral components. The use of a patellar component is optional.

The Triathlon™ CR components are described below:

The Triathlon . Total Knee Cruciate Retaining (CR) Femoral Component is fabrnicated
from cast cobalt-chromium-molybdenum alloy, and is intended for cemented application
to replace the articulating surface of the distal femur. This cruciate retaining femoral
component is utilized when total knee replacement is indicated, and accommodates the

posterior cruciate ligament if if is present.

The Triathlon  Total Knee Cruciate Retaining (CR) Femoral Component is available in
right and left configurations, and eight proportional sizes (sizes | to 8) to accommodate
differences in patient anatomy. The interior surface of the component is grit-blasted to
increase surface roughness - this is intended to promote interdigitation of the
polymethylmethacrylate (PMMA) bone cement with the surface texture and the apposing
bone. This femoral component features cast-in pegs to help in femoral component

placement, and to provide rotational stability.

The Triathlon’ " Cruciate Retaining (CR) Tibial Insert is neutral in configuration, and is
available in seven proportional sizes (sizes 2 to 8) and varying thicknesses (9mm, 11mm,
13mm, 16mm, and 19mm). The insert is fqbricatcd from ultra high molecular weight
polyethylene and cobalt-chromium alloy. The minimum thickness of the tibial insert on

the bearing surface is 6mm. The tibial insert is designed to accommodatc the posterior
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cruciate ligament if it is present. There is arelief on the anterior aspect of the tibial

insert to accommaodate the patellar tendon and patellar fat pad.

The Triathlon " CR Tibial Inscrt incorporates a locking wire feature on the anterior aspeet
of the insert. This locking wire is fabricated from cobalt-chromium alloy, and engages
under tabs on the anterior rim of the Triathlon  Primary Tibial Baseplate. This wire-tab
locking mechanism secures the insert into the baseplate. This insert-baseplate locking
mechanism is identical to the locking mechanism utilized on the Triathlon™ PS Total

Knce System.

Triathlon™ Patellar components are available in two styles: symmetric and asymmetric.
Both are fabricated from ultra high molecular weight polyethylene. The symmetric
design is available in six diameters (27mm, 29mm, 31mm, 33mm, 36mm, and 3%mm)
and four thicknesses (8mm, 9mm, 10mm, and 1 imm). The symmetric design features a
central cement recess, and three pegs on the bone interface surface. The Triathlon™
Symumetric patellar component is intended to be implanted via a resurfacing or inset
surgical technique. The asymmetric design is available in five superior/inferior
dimensions (29mm, 32mm, 35mm, 38mm, and 40mm) and three thicknesses {9mm,
10mm, and 11mm). The asymmetric design features a flare on the lateral aspect of the
component. The asymmetric patcllar component also has a central reccss with three pegs
for cement fixation. The Triathlon™ Asymmetric patellar component is intended to be

implanted using a resurfacing surgical technique.

Equivalent products include:

1. Triathlon™ PS Total Knee System

2. Duracon® CR Femoral Component

3. Scorpio® CR Femoral Component

4. Duracon™ A/P Lipped Tibial Insert

5. Duracon® Symmetric Patellar Component
6. Duracon® Asymmetnic Patellar Component
7. Kinemax® All Polyethylene Patella
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Testing was presented to support a claim of substantial equivalence to the predicate

devices.




Py’
5 C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
%

Mo

Food and Drug Administration
9200 Corporate Boulevard

MAY - 5 2004 Rockville MD 20850

Ms. Margaret F. Crowe
Regulatory Affairs Consultant
Howmedica Osteonics Corp.
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K040267 N
Trade/Device Name: Triathlon  Cruciate Retaining (CR) Total Knee System

Regulation Number: 21 CI'R 888.3560 -

Regulation Name: Knee joint, patellofemorotibial, polymer/metal/polymer semi-constraincd
cemented prosthesis

Regulatory Class: I

Product Code: JWH

Dated: February 4, 2004

Received: February 5, 2004

Dear Ms. Crowce:

We have reviewed your Section 510(k) premarket notification of intent to market the device
reforenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in intcrstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or 1o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (sce above) into either class II (Special Controls) or class IIl (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Yederal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market. )

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address hitp://www fda. gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Al A

Celia M. Witten, Ph.D., M.D.

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for USW% %

(Division Sign-Off)
Division of General, Restorative,
Device Name:_ Triathlon™ CR, Total Knee System and Neur()i(]gica[ Devices

Indications For Use: o
' $10() Number_K 070267

The Triathlon ™ CR Tota! Knec System consists of a fermoral componct, tibial insert, and all-

polyethylene patellar components that are intended to be used with the previously cleared

Triathlon™ Primary Cemented Tibial Tray in primary or revision total knee arthroplasty, The

Triathlon™ All Polyethylene Patellar components are intended to be used with the femoral

components of the previously released Duracon® Total Knee System, as well as the previously

released Triathlon™ PS Femoral component in situations where replacement of the articular

surface of the patella is required. The Triathlon™ CR Total Knee System is intended to

accommodate the posterior cruciate ligament (PCL) if it is present. Specific indications and

contraindications are listed below:

Indications:

« Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative joint discasc
{mcluding osteoarthritis, trawmatic arthritis or avascular necrosis) or, thetrnatoid. arthritis

» Post-traumatic loss of knee joint configuration and function,

+ Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be returmnexd o
adequate function and stability.
* Revision of previous unsuccessful knee replacement or other procedure.

510(k) Number (if known): K040267

= Fracture of the distal femur and/or proximal tibia that canmot be stabilized by standard fracture
management techniques.

Contraindications

* Any active or suspected latent infection in or about the knee joint.

» Distant foci of infection which may causc hematogenous spread to the implant site

¢ Auny mental or neuromuscular disorder which would create an unacceptable risk of prostliesis
instability, prosthesis fixation failure, or complications in postoperative care.

* Bone stock compromised by disease, infection or prior implautation that cannot provide adequate
support and/or fixation to the prosthesis.

» Skeletal immaturity.

* Severe instability of the kncc joint secondary to the absence of collateral ligament intcerity and
function.

+ Obesity. An overwejght or obese patient can produce loads on the prosthesis that can lead to failure of
the fixation of the device or to failure of the device itself.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart G}

{)@ﬁe 132‘ o
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(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Al A M fr o d

"~ (Division Sign-Off) |
Division of General, Restorative,
and Neurological Devices

k@%@@é?

51¢(k) Number
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Triathlon  Posteriorly Stabilized (PS Femoral Component (5515)

510(k) Premarket Notification

Confidential

JAN 1 2 2005

Submission Information

Name and Address of Sponsor:

For Information contact:

Device Identification

Proprietary Name:

Common Name:

Classification Name and Reference:

Proposed Regulatory Class:

Device Product Code:

510(k) Summary

Howmedica Osteonics Corp.
325 Commerce Court
Mahwah, NJ 07430

Denise Duchene

Sr. Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Commerce Court

Mahwah, NJ 07430

Triathlon " Posteriorly Stabilized (PS) Femoral
Component (5515)

Posteriorly Stabilized Knee Femoral Component

Knee Joint Patellofemorotibial
Polymer/Metal/Polymer Semi-Constrained
Cemented Prosthesis
21 CFR §888.3560

Class II
OR(87) JIWH

Prosthesis, Knee Patellofemorotibial, Semi-
Constrained, Cemented, Polymer/Metal/ Polymer

It is the intention of Howmedica Osteonics Corp. to modify the design of the Triathlon™

Posteriorly Stabilized (PS) Femoral Component (previously released under K031729) to

improve component manufacturability.

The design change for the Triathlon™ PS Femoral Component involves a removal of

material from the superior, posterior region of the cam (or box) section of the femoral
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Triathlon™ Posteriorly Stabilized (PS Femoral Component (5515)
510(k) Premarket Notification Confidential

component adjacent to the posterior femoral condyles. This material 1s being removed to
improve manufacturability of the component. The articular surface designs of the

component (both patello-femora! and tibio-femoral) are unchanged by this modification.

The intended use of the Triathlon™ PS Femoral Component is identical to that of the
predicate: it is intended to be used with Triathlon™ PS tibial inserts, Triathlon™
Primary Cemented Tibial Tray, and Triathlon™ and/or Duracon® patellar components in
primary or revision cemented total knee arthroplasty. Specific indications and

contraindications are listed below:

Indications:

e Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis or avascular necrosts) or,
rheumatoid arthntis

e Post-traumatic loss of knee joint configuration and function.

¢ Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be

returned to adequate function and stabihty.
o Revision of previous unsuccessful knee replacement or other procedure.

e Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard

fracture management techniques.

Additional Indications for Posterior Stabilized Components:
e Ligamentous instability requiring implant bearing surface geometries with increased

constraint.
s Absent or non-functioning posterior cruciate Jigament.

Contraindications

e Any active or suspected latent infection in or about the knee joint.
o Distant foci of infection which may cause hematogenous spread to the implant site

o Any mental or neuromuscular disorder which would create an unacceptable risk of

prosthesis instability, prosthesis fixation failure, or complications in postoperative care.
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 Bone stock compromised by disease, infection or prior implantation that cannot provide

adequate support and/or fixation to the prosthesis.

¢ Skeletal immaturity.

e Severe instability of the knee joint secondary to the absence of collateral ligament integrity
and function.

e Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to

faiture of the fixation of the device or to failure of the device itself.

Device Description

The modified Triathlon™ PS Femoral Component {catalog number 5515) is identical to
the previously released Triathlon™ PS Femoral Component in terms of intended use,
material, and general design features. The only difference is the removal of matenal
from the superior, posterior portion of the cam. Physical testing was performed to show

that the component could withstand load over ten million cycles.
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Food and Drug Administration
JAN 1 2 2005 9200 Corporate Boulevard
Rockville MD 20850

Ms. Denise Duchene

Senior Regulatory Affairs Specialist
Howmedica Osteonics Corp

325 Commerce Court

Mahwah, New Jersey 07430

Re: K042993
Trade/Device Name: Triathlon™ Posteriorly Stabilized PS Femoral Component (5515)
Regulation Name: 21 CFR 888.3560
Regulation Name: Knee joint patellofemorotibial polymer/ metal/ polymer semi-constrained
cemented prosthesis
Regulatory Class: II
Product Code: JWH
Dated: October 29, 2004
Received: November 1, 2004

Deai Ms. Duchene:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class I (Special Controls) or class 111 (PMA), 1t
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240} 276-0210. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

P —

™ Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) Premarket Notification— Triathlon™ P8 Femoral Component (5515)
510(k) Number (if known): K
Device: Triathlon™ Posteriorly Stabilized (PS) Femoral Component (5515)

The Triathlon™ PS Femoral Component has undergonc a design modification - material
has been removed from the superior, posterior aspect of the cam. This design change has
been made to improve the manufacturability of the component. The intended use of the
Triathlon™ PS Femoral Component is: it is intended to be used with Triathlon™ P3
tibial inserts, Triathlon™ Primary Cemented Tibial Tray, and Triathlon™ and/or
Duracon® patellar components in primary or revision cemented total knee arthroplasty.
Spcei‘ﬁc indications:

Indications:

o Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis) or,
theumnatoid arthritis

« Post-traumatic loss of knee joint configuration and function.

e Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be

returned to adequate function and stability.
¢ Revision of previous unsuccessful knee replacement or other procedure.

= Fracture of the distal fernur and/or proximal tibia that cannot be stabilized by standard
fracturc management techniques.

Additional Indications for Posterior Stabilized Components:
« Ligamentous instability requiring implant bearing surface geometries with increased

constraint.

= Absent or non-functioning poW cgiciatc ligament
L e
™ (Divisien Sign-Off)
Divisian of General, Restorative,
and Neurologica! Uevices

}(O %35]?3 Page 1 of 2

510(k) Number.
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Prescription Use X AND/OR Over-The-Counter Use
" (Part 21 CFR 801 Subpart D) (2! CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED) |

Concurrence of CDRH, Office of Device Bvaluation (ODE)

A A A

(Division Sign-Off)
Division of Geners!, Restorative,
and Neurologica! Devices

Ko >993

510(k) Number.

Page 2 of 2
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Special 510(k) Summary ?.,T lof 2
Proprietary Name: Size 1 Triathlon” Posterior Stabilized (PS)
Tibial Insert
Common Name: Modular Tibial Insert
Classification Name and Reference: Knee Joint Patellofemorotibial

Polymer/Metal/Polymer Semi-Constrained
Cemented Prosthesis
21 CFR §888.3560

Proposed Regulatory Class: Class II

Device Product Code: 87 JWH

Predicate Proprietary Name: Triathlon” PS Tibial Insert — Sizes 1
Predicate Regulatory Class: Class Il

Predicate Product Code: 87 IWH

For Information contact: Karen Ariemma

Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Drive
Mahwah, New Jersey 07430
Phone: (201) 831-5718

Fax: (201) 831-6038

Date Prepared: March 21, 2005
Description/Technological Comparison

This premarket notification describes a modification to the articulating surface of the size
1 Triathlon” Posterior Stabilized Tibial Insert. This insert is intended to be used with the
size 1 Triathlon" Primary Cemented Tibial Tray and the Triathlon” PS Femoral
component in primary ot revision total knee arthroplasty. This size 1 tibial insert has
been modified for improved rotational constraint with the size 1 insert.

Intended Use

The intended use of the size one Triathlon  Posterior Stabilized Tibial Insert is the same
as that of the predicate device descnbed in premarket notification K031729 - it is
intended for use with Triathlon’ Posterior Stabilized femoral components, Triathlon™
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Primary Cemented Tibial Tray, and Triathlon™ and/or Duracon® patellar components in
primary or revision cemented total knee arthroplasty. The Posterior stabilized design is
intended to substitute for the posterior cruciate ligament if it is absent or non-functioning.

Indications:

Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis) or,
rtheumatoid arthritis

Post-traumatic loss of knee joint configuration and function.

Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be
returned to adequate function and stability.

Revision of previous unsuccessful knee replacement or other procedure.

Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard
fracture management techniques

Additional Indications for Posterior Stabilized Components:

Ligamentous instability requiring implant bearing surface geometries with increased
constraint.
Absent or non-functioning posterior cruciate ligament.

Contraindications

Any active or suspected latent infection in or about the knee joint.
Distant foci of infection which may cause hematogenous spread to the implant site

Any mental or neuromuscular disorder which would create an unacceptable risk of
prosthesis instability, prosthesis fixation failure, or complications in postoperative care.

Bone stock compromised by disease, infection or prior implantation that cannot provide
adequate support and/or fixation to the prosthesis.

Skeletal immaturity.

Severe instability of the knee joint secondary to the absence of collateral ligament integrity
and function.

Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to
failure of the fixation of the device or to failure of the device itself.
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Food and Drug Administration
a2 8 2U0% 9200 Corporate Boulevard
Rockvilie MD 20850

Dr. Susan Krasny, Ph.D., RAC
Director, Regulatory Affairs and Clinical Research
Stryker Howmedica Osteonics

325 Corporate Drive
Mahwah, New Jersey 07430

Re: K050539
Device Name: Triathlon™ Knee System Posterior Stabilized (PS) Tibial Insert
Regulation Number: 21 CFR 888.3560
Regulation Name: Knee joint patellofemorotibial polymer/metal/polymer semi-
constrained cemented prosthesis
Regulatory Class: 1l
Product Code: JTWH
Dated: February 28, 2005
Received: March 2, 2005

Dear Dr. Krasny:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, or to devices that have been reclassified in
accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require
approval of a premarket approval application (PMA). You may, therefore, market the device, subject 1o
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class 1l (Special Controls) or class 11T (PMA), it may be
subject to such additional controls. Existing major regulations affecting your device can be found in the
Code of Federal Regulations, Title 21, Parts 800 to 898. In addition. FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Iederal
statutes and regulations administered by other Federal agencies.

You must comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic product radiation
control provisions (Sections 531-542 of the Act). 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed predicate
device results in a classification for your device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact
the Office of Compliance at (240} 276-__. Also, please note the regulation entitled, "Misbranding by
reference to premarket notification” (21CFR Part 807.97). You may obtain other general information on
your responsibilities under the Act from the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Miriam C. Provost, Ph.D.

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known): K 0509 %9

Device Name: Triathlon  Knee System — Posterior Stabilized (PS) Tibial Inserts

Intended Use:

The intended use of the size one Triathlon  Posterior Stabilized Tibial Insert is the same
as that of the predicate device described in premarket notification K031729 —it is
intended for use with Triathlon” PS femoral components, Triathlon™ Primary Cemented
Tibial Tray, and Triathlon  and/or Duracon® patellar components in primary or revision
cemented total knee arthroplasty. Specific indications/contraindications are listed below

(these are identical to the predicate):

Indications:
o Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative

joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis) or,

rheumatoid arthritis
¢ Post-traumatic loss of knee joint configuration and function.

+ Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be

returned to adequate function and stability.
 Revision of previous unsuccessful knee replacement or other procedure.

e Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard

fracture management techniques

Additional Indications for Posterior Stabilized Components:

e Ligamentous instability requiring imptant bearing surface geometries with increased

constraint.

e Absent or non-functioning posterior cruciate ligament.
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Contraindications

Prescriptiou Use ,,,_.X OR QOver-the-Counter US@____ﬂii

Any active or suspected latent infection in or about the knee joint.

Distant foci of infection which may cause hematogenous spread to the implant site
Any mental or neuromuscular disorder which would create an unacceptable risk of
prosthesis instability, prosthesis fixation failure, or complications in postoperative care.

Bone stock compromised by disease, infection or prior implantation that cannot provide

adequate support and/or fixation to the prosthesis.

Skeletal immaturity.

Severe instability of the knee joint secondary to the absence of collateral ligament integrity

and function.

Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to

failure of the fixation of the device or to failure of the device itself.

(Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE

IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Thowam) C W
(Division Sign-Off)
Division of General, Restorative
and Neurological Devices

$10(k) Number < C5053 7
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Triathlon  Posteriorly Stabilized (PS) Total Knee System
510(k) Premarket Notification Confidential

SEP - 2 2003

510(k) Summary

Submission Information

Name and Address of Sponsor: Howmedica Osteonics Corp.
59 Route 17
Allendale, NJ 07401

For Information contact: Margaret F. Crowe
Regulatory Affairs Consultant
Howmedica Osteonics Corp.
59 Route 17
Allendale, NJ 07401

Device [dentification

Proprietary Name: Triathlon™ Posteriorly Stabilized (PS) Total Knee
System
Common Name: Posteriorly Stabilized Total Knee Replacement

Classification Name and Reference: Knee Joint Patellofemorotibial
Polymer/Metal/Polymer Semi-Constrained

Cemented Prosthesis
21 CFR §888.3560

Proposed Regulatory Class: Class II

Device Product Code: OR(87) JWH
Prosthesis, Knee Patellofemorotibial, Semi-
Constrained, Cemented, Polymer/Metal/ Polymer

The Triathlon™ PS Total Knee system is comprised of a femoral component, tibial tray,
and tibial insert that are intended to be used in total knee arthroplasty (if replacement of
the articular surface of the patella is required, the Duracon® patellar components are
compatible with the Triathlon  components). The Triathlon" PS Total Knee System is
intended to be used in situations where the posterior cruciate ligament is absent, or cannot
be preserved. Specific indications and contraindications for the Triathlon" PS Total

Knee System are listed below:
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Triathlon" Posteriorly Stabilized (PS) Total Knee System

510(k) Premarket Notification Confidential

Indications:

Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative
joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis) or,

rheumatoid arthritis
Post-traumatic loss of knee joint configuration and function.

Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be

returned to adequate function and stability.
Revision of previous unsuccessful knee replacement or other procedure.

Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard

fracture management techniques.

Additional Indications for Posterior Stabilized Components:

Ligamentous instability requiring implant bearing surface geometries with increased

constraint.

Absent or non-functioning posterior cruciate ligament.

Contraindications

Any active or suspected latent infection in or about the knee joint.

Distant foci of infection which may cause hematogenous spread to the implant site

Any mental or neuromuscular disorder which would create an unacceptable risk of
prosthesis instability, prosthesis fixation failure, or complications in postoperative care.
Bone stock compromised by disease, infection or prior implantation that cannot provide
adequate support and/or fixation to the prosthesis.

Skeletal immaturity.

Severe instability of the knee joint secondary to the absence of collateral ligament integrity
and function.

Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to

failure of the fixation of the device or to failure of the device 1tself.

L2
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Triathlon' Posteriorly Stabilized (PS) Total Knee System
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Device Description

The Triathlon” Posteriorly Stabilized Total Knee System consists of three primary
components: Triathlon " Posteriorly Stabilized (PS) Femoral Component, Triathlon'
Primary Cemented Tibial Baseplate, and Triathlon™ Posteriorly Stabilized (PS) Tibial
Insert. Optional Triathlon™ Femoral Distal Fixation Pegs are also available. If
replacement of the articular surface of the patella is required, the Duracon® patellar
components are intended for use with the Triathlon' Posteriorly Stabilized Femoral

Components.

The Triathlon " Total Knee Posteriorly Stabilized Femoral Component is fabricated from
cast cobalt-chromium-molybdenum alloy, and is intended for cemented application to
replace the articulating surface of the distal femur. This posteriorly stabilized femoral
component is utilized when total knee replacement is indicated, and the posterior cruciate

ligament is non-functioning or absent, resulting in joint instability.

The Triathlon " Total Knee Posteriorly Stabilized Femoral Component is available in
right and left configurations, and eight proportional sizes to accommodate differences in
patient anatomy. The interior surface of the component (except the interior surface of the
PS box) is grit-blasted to increase surface roughness - this is intended to promote
interdigitation of the polymethylmethacrylate (PMMA) bone cement with the surface
texture and the apposing bone. This femoral component features an intercondylar box
that engages the mating tibial insert eminence at 45° to 60° (depending upon size of
implant). The superior portion of the box is open. This open box design is intended to
reduce contact on the tibial insert eminence, and in the case of intra-operative or post-
operative femoral fracture, allow the surgeon to use a retrograde femoral nail to treat the
fracture. There are threaded attachment features on the distal and posterior aspects of the
femoral component. The threaded attachment feature on the distal aspect of the

component is to allow the use of modular pegs.
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510(k) Premarket Notification Confidential

The Triathlon™ Primary Cemented Tibial Tray is fabricated from cast cobalt chromium
molybdenum alloy. The Triathlon™ Primary Cemented Tibial Tray is neutral in
configuration, and is available in eight proportional sizes. The undersurface of the tibial
tray and the keel is grit blasted for interdigitation with PMMA bone cement. The keel of
the tibial tray is designed with normalizations for rotational stability and cement
interdigitation. The superior aspect of the tibial tray has a rim that contains tabs that
mate with the outer periphery of the tibial insert, along with the locking wire used on the
tibial insert. This locking feature is designed to provide secure attachment of the tibial

insert to the tray, and is designed to reduce micromotion of the tibial insert on the tray.

The Triathlon™ Posteriorly Stabilized (PS) Tibial Insert is neutral in configuration, and is
available in eight proportional sizes and varying thicknesses (9mm, 11mm, 13mm,
16mm, 19mm, 22mm, and 25mm). The insert is fabricated from ultra high molecular
weight polyethylene and cobalt-chromium alloy. The minimum thickness of the tibial
insert on the bearing surface is 6mm. The tibial insert features a tibial eminence (or post)
that provides anterior/posterior constraint in clinical situations where the posterior
cruciate ligament is absent or non-functional. As previously noted, the tibial eminence
contacts the cam of the femoral component at 45-60 degrees of flexion. There is a relief
on the anterior aspect of the tibial insert to accommodate the patellar tendon and patellar

fat pad.

The Triathlon' " PS Tibial Insert incorporates a locking wire feature on the anterior aspect
of the insert. This locking wire is fabricated from cobalt-chromium alloy, and engages
under tabs on the anterior rim of the Triathlon' Primary Tibial Baseplate. This wire-tab

locking mechanism secures the insert into the baseplate.

Triathlon  Distal Femoral Fixation Pegs are made available separate from the Triathlon
Posteriorly Stabilized Femoral Component. These distal femoral fixation pegs are an
accessory to the Triathlon PS Femoral Component, and are optional for use. These

pegs are designed to provide rotational stability, and to aid the surgeon in the placement

LG
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of the femoral component on the prepared distal femur. The Triathlon™ Distal Femoral
Fixation Pegs are fabricated from wrought cobalt chromium alloy. The distal portion of
the fixation peg is threaded to allow the peg to be assembled to the distal threaded hole in
the Triathlon = PS Femoral component. The proximal portion of the peg is recessed to

allow the use of a wrench to assemble the peg into the femoral component.
Equivalent products include:
1. Duracon® Monolithic Stabilizer Femoral Component

Duracon® Cruciform Tibial Baseplate

2

3. Duracon® PS Lipped Tibial Insert

4 Scorpio® Posteriorly Stabilized (PS) Total Knee System
5

Series 7000 Standard Tibial Tray

Testing was presented to support a claim of substantial equivalence to the predicate

devices.
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Food and Drug Administration
9200 Corporate Boulevard

SEP ~ 2 2003 Rockville MD 20850

Mr. William J. Cymbaluk

Vice President

Quality Assurance/Regulatory Affairs/Clinical Research
Howmedica Osteonics Corp.

59 Route 17

Allendale, New Jersey 07401-1677

Re: KO031729
Trade/Device Name: Triathlon" Posteriorly Stabilized (PS) Total Knee System
Regulation Numbers: 21 CFR 888.3560
Regulation Names: Knee joint patellofemorotibial polymer/metal/polymer semi-
constrained cemented prosthesis
Regulatory Class: II
Product Codes: JWH
Dated: June 3, 2003
Received: June 4, 2003

Dear Mr. Cymbaluk:

We have reviewed your Section S10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part §07.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

AMSA A~

Celia M. Witten, Ph.D., M.D.

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Triathlon™ Posteriorly Stabilized (PS) Total Knee System 510(k) Premarket Notification

510(k) Number (if known): K 0% 1729

Device: Triathlon™ Posteriorly Stabilized (PS) Total Knee System

The Triathlon PS Total Knee system is comprised of femoral components, tibial trays,
and tibial inserts that are intended to be used with the patellar components of the
Duracon® system in primary and revision total knee arthroplasty. The Triathlon™ PS
Total Knee System is intended to be used in situations where the posterior cruciate

ligament is absent, or cannot be preserved. Specific indications and contraindications for

the Triathlon PS Total Knee System are listed below:

Indications:

¢ Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative

joint disease (including osteoarthritis, traumatic arthritis or avascular necrosis) or,
rheumatoid arthritis

e Post-traumatic loss of knee joint configuration and function.

e Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be
returned to adequate function and stability.

¢ Revision of previous unsuccessful knee replacement or other procedure.

o Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard

fracture management techniques.

Additional Indications for Posterior Stabilized Components: N\ ~
e Ligamentous instability requiring implant bearing surface geometries with increase o ,:'\-D \3
. >
constraint. = AN
. . L S s
e Absent or non-functioning posterior cruciate ligament. 29 Q
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e Any mental or neuromuscular disorder which would create an unacceptable risk of
prosthesis instability, prosthesis fixation failure, or complications in postoperative care.

 Bone stock compromised by disease, infection or prior implantation that cannot provide
adequate support and/or fixation to the prosthesis.

e Skeletal immaturity.

e Severe instability of the knee joint secondary to the absence of collateral ligament integrity
and function.

¢ Obesity. An overweight or obese patient can produce loads on the prosthesis that can

lead to failure of the fixation of the device or to failure of the device itself.

The Triathlon™ PS Femoral Component and the Triathlon™ Primary Cemented Tibial

Baseplate are intended to be implanted using bone cement.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
[F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-the Counter-Use (per 21 CFR
801.109)

A
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Triathlon® X3™ UHMWPE Tibial and Patellar Componcents 510¢k) Premarket Notification

JuL 13 2005

510(k) Summary of Safety and Effectiveness

Device: Triathlon®™ X3 UHMWPE Tibial Inserts and Patellar Components

Classification: 21 CFR 888.3560 — Knec joint, patellofemorotibial,
polymer/metal/polymer semi-constrained cemented prosthesis

Product Code 87 JWH,
Predicate Devices: Triathlon®™ Tibial Inserts and Patellar
Contact Person: Karen Ariemma

Senior Regulatory Affairs Specialist
Howmedica Osteonics Corp.

325 Corporate Drive

Mahwah, NJ 07430

(201) 831-5718

(201) 831-6038 (FAX)
karen.ariemma(@stryker.com

Date Summary Prepared: May 3, 2005

The Triathlon X3™ UHMWPE Posterior Stabilized and Cruciate Retaining tibial inserts and
the Tnathlon X3™ UHMWPE Patellar components are intended to be used with the cemented
Triathlon® PS and CR femoral components and cemented Triathlon® Primary Cemented Tibial
Tray in primary or revision total knee arthroplasty. The Triathlon® X3™ UHMWPE Patellar
components arc intended to be used with the femoral components of the previously released
Duracon® Total Knee System The Triathlon® PS Total Knee System is intended to be used in
situations where the posterior cruciate ligament is absent, or cannot be preserved. The Triathlon®
CR Total Knee System is intended to accommodate the posterior cruciate ligament (PCL) if it is
present. The all polyethylene Triathlon® X3™ UHMWPE Pateliar components are intended for
implantation with bone cement only.

Indications:

e Painful, disabling joint discase of the knee resulting from: noninflammatory degenerative joint disease
(including osteoarthritis, traumatic arthritis or avascular necrosis) or, rheumatoid arthritis.

* Post-traumatic loss of knee joint configuration and function.

* Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be returned to
adequate function and stability.

* Revision of previous unsuccessful knee replacement or other procedure.

* Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard fracture
management techniques.
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Triathlon® X3™ UHMWPE Tibial and Patellar Components 510¢k) Premarket Notification

Additional Indications for Posterior Stabilized Components:

Ligamentous instability requiring implant bearing surface geometries with increased constraint.
Absent or non-functioning posterior cruciate ligament.

Contraindications

Any active or suspected latent infection in or about the knee joint.
Distant foci of infection which may cause hematogenous spread to the implant site.

Any mental or neuromuscular disorder which would create an unacceptable risk of prosthesis
instability, prosthesis fixation failure, or complications in postoperative care.

Bone stock compromised by disease, infection or prior implantation that cannot provide adequate
support and/or fixation to the prosthesis.

Skeletal immaturity.

Severe instability of the knee joint secondary to the absence of collateral Ii gament integrity and
function.

Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to failure of
the fixation of the device or to failure of the device itself.

Device Description

The device includes tibial and patellar components of a total knee system. These components are
used for the replacement of the bearing and/or articulating surfaces of the proximal tibia and
patelia. Tibial inserts will be made in Cruciate Retaining and Posterior Stabilized designs.
Patellar components will be made in both Asymmetric and Symmetric designs.

Summary of Data

A risk analysis and research and development testing have been performed to demonstrate
equivalence of the subject products to the predicate devices. Testing and analysis includes
material properties testing, wear testing, disassembly force evaluation, multi-axis fatigue testing,
patella shear testing and finite element modeling of contact stresses.
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Food and Drug Administration
9200 Corporate Boutevard

JuL 13 2005 Rockville MD 20850

Ms. Karen Ariemma

Senior Regulatory Affairs Specialist

Howmedica Osteonics Cotp.

325 Corporate Drive o . e
Mahwah, New Jersey 07430

Re: K0O51146
Trade/Device Name: Triathlon® X3™ UHMWPE Tibial Inserts and Patellar Components
Regulation Number: 21 CFR 888.3560
Regulation Name: Knee joint patellofemorotibial, polymer/metal/polymer semi-constrained
cemented prosthesis
Regulatory Class: II
Product Code: JTWH
Dated: May 3, 2005
Received: May 4, 2005

Dear Ms. Ariemma:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
north in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.



Page 2 — Ms. Karen Ariemma

This letter will allow you to begin marketing your device as described in your Section 510¢k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market. e
If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0210. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

J%Miria C. Provost, Ph.DD.
/" Acting Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known):

Device Name: Triathlon® Knee Svstem

Indications for Use:

The Triathlon® X3™ UHMWPE Posterior Stabilized and Cruciate Retaining tibial inserts and
the Triathlon® X3™ UHMWPE Patellar components are intended to be used with the cemented
Triathlon® PS and CR femoral components and cemented Triathlon® anary Cemented Tibial
Tray in primary or revision total knee arthroplasty. The Triathlon® X3™ UHMWPE Patellar
components are intended to be used with the femoral components of the previously released
Duracon® Total Knee System The Triathlon® PS Total Knee System is intended to be used in
situations where the posterior cruciate ligament is absent, or cannot be preserved. The Triathlon®
CR Total Knee System is intended to accommodate the posterior cruciate ligament (PCL) if it is
present. The all polyethylene Triathlon® X3™ UHMWPE Patellar components are intended for
implantation with bone cement only.

Indications:

= Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative joint disease
(including osteoarthritis, traumatic arthritis or avascular necrosis) or, theumnatoid arthritis.

¢ Post-traumnatic loss of knee joint configuration and function.

* Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be returned to
adequate function and stability.

* Revision of previous unsuccessful knee replacement or other procedure.

» Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard fracture
management techniques.

Additional Indications for Posterior Stabilized Components:
* Ligamentous instability requiring implant bearing surface geometries with increased constraint.
» Absent or non-functioning posterior cruciate ligament.

Contraindications

¢ Any active or suspected latent infection in or about the knee joint.
e Distant foci of infection which may cause hematogenous spread to the implant site.

* Any mental or neuromuscular disorder which would create an unacceptable risk of prosthesis
instability, prosthesis fixation failure, or complications in postoperative care.

» Bone stock compromised by disease, infection of prior |mplamal10n that cannot provide adequate
support and/or fixation to the prosthesis.

(DiViSiOIl Si ."0 Page _ 1 of 2
Division of General. Restorative
and Neurological Devices

510(k) Number KOS {1 &
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o Skeletal immaturity.

o Severe instability of the knee joint secondary to the absence of collateral ligament integrity and
function.

* Obesity. An overweight or obese patient can produce loads on the prosthesis that can lead to farlure of
the fixation of the device or to failure of the device itself.

Prescription Use ___ X OR Over-the-Counter Use
(Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 2 _of__ 2

WA Dl

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number__[COS MG
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Suggested Radiographic Technique'

The following views are required preoperatively and at each postoperative interval specified
according to the evaluation schedule to enable evaluation of the bone-prosthesis interfaces.
e AP
e ML
e Merchant (30° of flexion)

General Requirements

A. Appropriate corrections in radiological exposure setting are needed for obese subjects.
B. Atleasta 14"x17” sized film should be used.
C. If the subject is bilateral and a view showing both knees is submitted, two copies of that
view are required.
. Both digital and film radiographs are acceptable. Digital films must be in uncompressed
DICOM format.
. A view capturing the complete prosthesis must be submitted to Stryker. Radiographs
incompletely displaying components will be rejected.
Each image must have:
a. Subject’s identification number
Subject’s initials

Date of radiograph

Markers for right and left sides, as applicable

b
c
d. Indication of operative side in the study
e
f

Visit interval
AP

A. Standard technique
a. The subject should be supine with the knee in full extension and the leg positioned
neutrally.
The x-ray beam should be directed vertically to the study knee with 5° to 7°
angulation toward the subject’s head.
. The femoral component, the medial and lateral femoral epicondyles, tibial
component and an unobstructed view of the polyethylene tibial insert must be

visible on film as shown below.

Refer to Figure 1 for an acceptable AP radiograph.




Figure 1. AP View - Acceptable

ML

A. Standard technique
a. The subject should be lying flat on the same side as the study knee. The knee
should be flexed 25° to 30°.
. The x-ray beam should be directed vertically toward the medial aspect of the knee
joint perpendicular to the plane of the extremity.

. The patella, the patellar component, overlapping posterior condyles of the

femoral component and tibial component, all in profile, must be visible in this

radiograph.




Refer to Figure 2 for an acceptable ML radiograph.

2047 j4(0¢

Figure 2. ML View - Acceptable
Merchant (30° of flexion)

A. Standard technique
a. The subject should be supine with his/her knee flexed about 30° at the table’s edge.
b. A device should be use to maintain flexion at this angle, to which the film cassette
should be attached.
The x-ray beam should be directed through the patella at 60° from the vertical axis.

. The articular surface of the patella and femur must be visible.

Refer to Figure 3 for an acceptable Merchant (30° of flexion) radiograph.

Figure 3. Merchant (30° of Flexion) View — Acceptable

" Greenspan, A. (1992). Orthopedic radiology: A practical approach (2™ ed.). New York: Gower Medical
Publishing.
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RETRIEVED IMPLANT ANALYSIS PROTOCOL

Triathlon Tritanium Knee Outcomes Study

PURPOSE:
To evaluate retrieved Stryker Orthopaedics Triathlon Tritanium Tibial Baseplates, Triathlon
Tritanium Patellae and other ancillary components and/or adjacent tissues in order to help

characterize patterns of wear and potential device-related complications.

METHODS:

A. Subject Selection:
Surgeons participating in the Stryker Orthopaedics Triathlon Tritanium Knee Outcomes
Study [510(k) clearance #K123486 — May 3, 2013 and 510(k) clearance #K132624 —
November 26, 2013 will be asked to comply with the Retrieved Implant Analysis
Protocol. Whenever possible, subjects who undergo revision/removal of the Stryker
Orthopaedics Triathlon Tritanium Tibial Baseplate, Triathlon Tritanium Patella and/or
other ancillary components will be included in this analysis. Subjects will be asked to
consent to having their implants analyzed. A sample Informed Patient Consent Form,

including a section for implant analysis, is attached to this protocol as Appendix E.

This study protocol will comply with the 2002 HIPAA privacy rule. As such, Stryker will
only collect that information which is necessary to support the objectives of the study
protocol. Stryker will take precautions to ensure that data received is as de-identified as

possible. In the case that some identified information is received, Stryker will ensure

that any identifying information is not reported. Study subjects will authorize Stryker to

use their retrieved implant(s) and health information in support of the study protocol by

completing and signing the Informed Patient Consent Form. A subject also has the




Triathlon Tritanium Knee Outcomes Study
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option to sign the Informed Patient Consent Form for study participation but decline
participation in the Retrieved Implant Analysis Protocol by not signing that section of the
consent. Should a subject choose to withdraw authorization, Stryker may use data

collected prior to the withdrawal of authorization in order to maintain data integrity.

Specimen Handling:

The Stryker Orthopaedics Triathlon Tritanium Tibial Baseplate, Triathlon Tritanium
Patella and/or ancillary component(s) obtained at the time of revision/removal should be
placed in neutral buffered formalin. Any tissue samples submitted along with the implant
must have been fixed in 10% formalin. Each specimen container should be carefully
labeled with subject initials, operative side, surgeon name and the component(s)
included for analysis. Whenever possible, relevant radiographic studies and a clinical

summary should be submitted along with the specimen.

Specimens should be carefully sealed and mailed by express mail to:

Stryker Orthopaedics

Attn: Loaner Dept, Dock K

325 Corporate Drive

Mahwah, NJ 07430
Recommendations for packing and shipping explants are attached to this protocol.
Ensure a copy of the relevant PER is included with the specimen for appropriate

identification of the component(s).
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Recommendations for Packing and Shipping Explants
To Stryker Orthopaedics

Please contact the Triathlon Tritanium Knee Outcomes Study CSM, identified on the Stryker
Orthopaedics Contact Sheet, via phone to obtain an Exakt Pack Retrieval Shipping Container at
least 1 week prior to scheduled revision/removal surgery.

All specimens should be placed into a sufficient quantity of 10% formalin for a minimum of
24 hours prior to shipping.

After the specimens have been immersed in 10% formalin for a minimum of 24 hours, they
should be transferred to a leak proof container with a quantity of 10% formalin sufficient to keep
the specimens moist.

Using the Exakt Pack container as directed in the detailed Instructions For Use also acts to
insulate any leakage from the shipping handlers.

Seal the shipping container securely. Send via express mail to:
Stryker Orthopaedics
Attn: Loaner Dept, Dock K

325 Corporate Drive
Mahwah, NJ 07430

RESULTS

A report suitable for routine patient care will be provided to each surgeon by request.
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Clinical Trial with the Triathlon Tritanium Tibial Baseplate and Patella

Dr. (name) of (practice) is participating in a clinical study evaluating a new
primary knee replacement for cementless use in patients who are eligible for a
primary total knee replacement.

The Triathlon Tritanium Tibial Baseplate and Patella are intended for
cementless, press-fit use. They are compatible with other Stryker components
as well. This baseplate and patella are currently being sold in the United States
and are implanted in patients who need primary knee surgery.

Dr. (name) is one of 5 to 10 surgeons nationwide selected to enroll qualifying
patients into this clinical study. The data collected will be used to evaluate both
short and long-term (10-year) performance of the components following surgery.

The study includes males and non-pregnant females between 18 and 75 years of
age. These patients must be candidates for a primary knee replacement. These
patients must also be able to comply with requirements following surgery
including weight bearing restrictions and self-evaluation questionnaires. Enrolled
patients will be required to come in for an evaluation and x-rays before surgery
and follow-up evaluations and x-rays at 6 weeks, 6 months, 1 year, 2 years, 5
years and 10 years, and will be sent 3 questionnaires for completion at 3 years,
4 years, 6 years, 7 years, 8 years and 9 years after surgery.

Meeting all of the above criteria does not guarantee participation in the study.
Further consultation and a screening evaluation with the physician are necessary
to ensure this is the right study for you. Study personnel at the site will explain
all the details of the study to you so you can make an informed decision as to
whether or not you would like to participate.

If you are interested in participating in this study, please contact Dr. (name) or
(study coordinator name) at the numbers listed below for further details.

Your request for information about this study in no way commits you to
participate. In order to participate, you will have to meet specific criteria and
sign a consent form that details all aspects of the study, the device and the risks
associated with primary knee surgery.

Dr. (name) Study Coordinator Name
Practice Name Title
Telephone Number Telephone Number
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Model Informed Patient Consent
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Informed Patient Consent

Study Title: A prospective, post-market, multi-center evaluation of the clinical outcomes
of the Triathlon Tritanium Knee System.

Description of the Study

You have been asked be in this research study because your doctor thinks you need
surgery to replace your knee joint. About 500 people from up to 10 different hospitals
will be in this study.

The reason this study is being done is to see how successful a knee replacement using
parts called the Triathlon Tritanium Tibial Baseplate and Triathlon Tritanium Patella will
be. These parts will be put in using no bone cement. The study will be able to tell how
well the knee replacement parts work by looking at whether there is a need to remove or
replace the baseplate because of the baseplate getting loose near the bone, and not
because of an infection. This will be compared with how much this happens to patients
who have a knee replacement that was put in using bone cement.

This study is being done by Stryker Orthopaedics (the maker of the knee replacement,
also called the Sponsor) and your doctor. We are doing this study to find out if the
Stryker Orthopaedics Triathlon Tritanium cementless knee replacement works as well as
a cemented knee replacement.

Your doctor and his staff will ask you some questions during this visit. Based on the
requirements of the study, you may or may not be chosen to be in the study.

Fitting all of these requirements does not mean you will be in the study. The doctor also
has to examine you to make sure the study is right for you. The staff at the doctor’s
office will tell you everything about the study. Then you can decide if you want to be in
the study or not.

This study has two sections that you can be in. These are called Cohort (Group) 1 and
Cohort (Group) 2. Group 1 is made up of patients who get the Triathlon Tritanium
cementless knee replacement. Group 2 is made up of patients who get a Triathlon CR or
PS cemented knee replacement. Group 2 is called the control group. Your doctor will tell
you if you will be in Group 1 or Group 2.

Group 1- Cementless Knee Replacement

If you are in Cohort 1 of the study, you will be in the study for the next 10 years. Your
doctor will examine you before surgery and during surgery. Then he will examine for the
study you again after your surgery. These exams will be 6 weeks, 3 months 1 year, 2
years, 5 years, and 10 years after your surgery.

During the visit before surgery you will need to fill out four forms about your health. Your
doctor will also collect other information and x-rays that would be collected at a normal
visit.

You will have surgery and your doctor will tell us the details of your surgery.

Patient’s Initials Page 1 of 6
Version: 1
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During your visits to the doctor 6 weeks, 3 months, 1 year, 2 years, 5 years, and 10
years after surgery, your doctor will figure out how well your knee is working. He will also
take three x-rays. These x-rays are the same kind you would have if you were not in the
study.

At your visits to the doctor 6 weeks, 1 year, 2 years, 5 years, and 10 years after surgery,
your doctor will ask you to fill out three forms. At 3 months you will fill out one form.
These forms will be about your health. You will also need to fill out three forms over the
mail 3 years, 4 years, 6 years, 7 years, 8 years, and 9 years after your surgery.

Group 2- Cemented Knee Replacement

If you are in Group 2 of the study, you will be in the study for the next 5 years. Your
doctor will examine you before surgery and during surgery. Then he will examine for the
study you again after your surgery. These exams will be 6 weeks, 6 months 1 year, 2
years, and 5 years after your surgery.

During the visit before surgery you will need to fill out four forms about your health. Your
doctor will also collect other information and x-rays that would be collected at a normal
visit.

You will have surgery and your doctor will tell us the details of your surgery.

During your visits to the doctor 6 weeks, 3 months, 1 year, 2 years, and 5 years after
surgery, your doctor will figure out how well your knee is working. He will also take three
x-rays. These x-rays are the same kind you would have if you were not in the study.

At your visits to the doctor 6 weeks, 1 year, 2 years, and 5 years after surgery, your
doctor will ask you to fill out three forms. At 3 months you will fill out one form. These
forms will be about your health. You will also need to fill out three forms over the mail 3
years and 4 years after surgery.

Condition and Care after Surgery

Your doctor will tell you what to do to get better after your surgery. Like with any
surgery, your body takes time to heal. That amount of time will be related to the surgery
and your health. While you are healing, you may experience pain because of the
surgery. This pain might last a few months after the surgery.

Your doctor will tell you to use crutches, a walker, or a cane after your surgery. This will
take some weight off of your knee. This can help your knee replacement last longer. You
must follow your doctor’s orders on using a cane, crutches, or walker.

The goal of this surgery is to lessen pain and make your knee work better. You will need
to see your doctor at 6 weeks, 3 months, 1 year, 2 years, and 5 years after your surgery,
and if you are in Group 1 also at 10 years after surgery, so your doctor can see if your
knee replacement is doing well.

Possible Risks

This study looks at how well a knee replacement works. It is typical for this kind of study.
The Food and Drug Administration (FDA) already allows this knee replacement to be

Patient’s Initials Page 2 of 6
Version: 1
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sold in the United States. There are no extra risks for you because you are in this study,
just the normal risks of knee replacement surgery. You may need to spend a little more
time in the doctor’s office to fill out paperwork. If the doctors and scientists find out any
new information during this study that might make you change your mind about being in
the study, you will get that new information.

There are some risks in knee surgery. These might be: moderate to severe pain;
breaking the knee replacement parts or the surrounding bones; movement of parts of the
replacement inside your body; parts of the replacement sinking; parts of the replacement
moving out of their normal position; allergies to the metal parts of the replacement;
removal of one or more of the parts; loosening and infection; rubbing of parts of the
replacement which might lead to losing part of the bone; disorders of the nerves
involving your legs; damage to the nerves; abnormal building up of bone; changes in
movement of your blood related to your heart, blood and lymph vessels; problems with
urinating; problems with your stomach or intestines; problems with blood vessels like
blood clots; lung problems like pneumonia; a clogged blood vessel; or a heart attack.

Potential Benefits

You might not benefit personally from being in the study, but the results might help out
others that have knee replacement surgery in the future.

Other Types of Treatment

You have talked about other possible treatments with your doctor. These treatments
might be: conservative treatment that is not surgery or no treatment at all.

You can say no to being a part of this study. This will not change any part of your knee
surgery. Your doctor can tell you detailed facts about this treatment and the benefits of
other types of treatment you can have. You should feel free to talk with your doctor
about other options.

Making Financial Information Known

Your doctor and/or the hospital can be paid money from the company that made the
knee replacement. This money would be to pay for the cost of doing the study or for
other reasons. If you want to know more about this you can ask your doctor or his staff.

Privacy

If you say yes to being a part of this study, your medical records and identity will be kept
private. They will be kept private based on the law. The records will not be given to
anyone unless you give written permission.

If you sign this consent form you allow Stryker Orthopaedics employees to see your
medical records. You also allow people to see your records who look at how safe and
effective medical products are. These people also make sure that medical treatment and
research studies are safe. Your name and identity will not be in those records.

Cost to Be in the Study

Patient’s Initials Page 3 of 6
Version: 1
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Your knee surgery should be covered by your insurance carrier. You will not be paid to
be in the study.

Device Retrieval Analysis Study

| understand that [Investigators Names] may need to take knee replacement parts out of
my body during the study. If this happens, Stryker Orthopaedics has a procedure to test
the parts.

| understand that Stryker Orthopaedics Corporation makes the implant and runs the
study. | understand that Stryker Orthopaedics will ask my doctor to send any removed
knee replacement parts to them. My doctor will send them to the Product Surveillance
department at Stryker Orthopaedics. They will test these parts, and this can be a part
part of being in the study.

| allow my doctor and to give Stryker Orthopaedics (the Sponsor) any knee implant parts
that have been removed. | also allow my doctor to give Stryker Orthopaedics other
information. This other information is my name, birth date, and details about my knee
surgery. Then they can test the knee replacement parts that have been taken out. They
can give the company and the doctor the results of those tests.

My doctor will get the results of this testing. | understand that | will not get these parts
back. | also understand that | will not get the results of any tests that are done on those
parts.

| understand that nobody outside of the Sponsor will see my removed knee replacement
parts.

| understand that | will let my doctors and the Sponsor see information about my identity.
| also understand that nobody else will see that information. | understand that if | want to
see this information | can ask my doctor for it.

| understand that | can | decide | do not want to let these knee replacement parts to be
used anymore. | can also decide if | do not want my identity information to be used
anymore. | understand that | will need to say this in writing. | understand that any
information from before that is still allowed to be used.

Records about me will be kept private. | can choose whether | want to allow my knee
replacement parts to be studied if they are taken out. | understand | am allowed to say
no to having my knee replacement parts studied. | also understand that | can stop being
in the study whenever | want. If | choose to stop being in the study, my doctor will not
change my care or treatment.

| have signed below and have read and understood what is written above. | agree to
allow the Sponsor to study any knee replacement parts removed from me. | allow for
information about my identity to be released. My signature shows that | have had a
chance to ask questions about this removed knee replacement parts study. My doctor
has answered these questions. | have been given a copy of the consent form.

Patient’s Initials Page 4 of 6
Version: 1
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Signature of Subject/Legal Representative
Clinical Trial Website Posting

A description of this clinical trial will be on the website http://www.Clinical Trials.gov. The
U.S. law says it has to be posted on that website. This Web site will not have any
information that can tell other people who you are. The Web site will show some of the
results, or maybe even less than that. You can search this Web site whenever you want.

Payment and Medical Treatment Related to Injury

The Sponsor will not give you any money if you have a medical problem related to
surgery. Stryker Orthopaedics will not give you free medical treatment. If you have a
medical problem related to your surgery you should call [Investigators Names] as soon
as you can at [Phone Number].

[Institution Name] will not give any money back or free treatment to you either.
[Investigators Names] should tell you about what the hospital does if you have a
complication. By signing this consent form you are not getting rid of any of your rights.
Your doctor is still responsible if he does something wrong.

Access to Data and Privacy

By being part of this study, you are letting your doctor and his staff give the Sponsor
information about your health. You also allow people to see your records who look at
how safe and effective medical products are. These people also make sure that medical
treatment and research studies are safe. This is required by the law. This health
information includes all information from the study. It may also include other health
information in your medical records. Some of this health information might be from
before you joined the study.

The Sponsor will only collect information that they need for the study. They will make
sure that the information they get does not have your name or address on it. They will
make sure that no one else will see information about your identity.

The Sponsor will use information about your health to do the study. They will use the
results of the study to make sure the company’s knee replacement parts are working
well. They will also use the results to improve the parts that they make. They might also
use the information to design new parts.

This permission to use your information does not have an ending date. You can take
back this permission to release your health information at any time. You can do this by
telling your doctor in writing. If you say you do not want to be in the study anymore it will
not change the work that has already been done in the study. You have to sign this
consent form to be in the study. This form also lets your health information be seen by
those groups mentioned before. If you take back this consent you cannot be in the study

Patient’s Initials Page 5 of 6
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anymore. At the end of the study information about your identity cannot be used
anymore.

People to Contact

If you have any questions you can call [IRB Name] IRB at [IRB Phone Number]. You can
also ask them if you want to know your rights as part of the study. You should contact
Dr. [Investigators Names] as soon as you can at [Phone Number] if you have an injury
that is related to the study.

Being in the Study

Being part of this study is your choice. If you do not choose to be in the study you will
not lose any benefits that you are supposed to have. You can decide you do not want to
be in the study anymore and will not lose the benefits you are supposed to have.

By signing and dating this form below, you are saying you have read and looked over all
sections of this Informed Consent Form. You are also saying someone has answered all
of your questions. You are also saying voluntarily consent to be in this research study. If
you do not sign this form, you will not be allowed to be in the research study.

Printed name of Subject/Legal Representative

Signature of Subject/Legal Representative Date Signed

Signature of Person conducting the consent process Date Signed

Signature of Investigator Date Signed

A signed and dated copy of this consent form must be given to the patient.
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Stryker®
Patient ID: 74 - (11 - OO

Patient Initials (if there’s no middle initial please use a “-*) (][]

Termination Date: [ J-L - CIC] DD-MMM-YYYY
Operative Side [ ]Left [ ]Right

Triathlon Tritanium Knee Study

Study Termination

1. Did subject complete study according to protocol (Please choose one):
a. []Yes
b. [ No (if no, please select primary reason below)

2. Primary reason for termination (Please choose one):
a. [ Screen failure
b. [] Death
c. U Investigative site termination
d. [ Lost to follow-up
i. 1% phone call date: (] J-J]-CJCJC] DD-MMM-YYYY
ii. 2" phone call date: [JJ-CJJ-CJCJCIC] DD-MMM-YYYY
iii. 3™ phone call date: (1 J-CJCJ-C1CJC1C] DD-MMM-YYYY
iv. Certified letter date: [ ][_1]-_1_1[]- 111 ] DD-MMM-YYYY
v. Additional efforts:
[] Revision/Removal of the tibial baseplate

e.
f. ] Subject withdrawal
g. [ Surgery not performed
h. [] Other (specify):

3. Was study device in place at last contact (Please choose one):
a. []Yes
b. [ No

Comments:
Investigator signature: Date: [ I- 1 1J-C 111 DD-MMM-YYYY
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Stryker®
Patient ID: 74 - (11 - OO

Patient Initials (if there’s no middle initial please use a “-*) (][]

Event Onset Date: [ [ I-L -] CIC] DD-MMM-YYYY
Operative Side []Left [ ]Right

Triathlon Tritanium Knee Study

Adverse Event

1.  When did event occur (Please choose one):

a. []Pre-op
b. [ Peri-op
c. [ Post-op

2. Adverse event (Please choose one):

[] Arthrofibrosis

[] Deep joint infection

] Excessive knee pain

] Femoral fracture

[] Loosening femoral component
[ ] Loosening patella component
[] Loosening tibial component
1 Myositis ossificans

[] Patella component dislocation
[] Patella fracture

[] Patella subluxation

[] Patella tendon rupture

[] Peroneal nerve palsy

[ Prosthesis fracture / femoral component
[] Prosthesis fracture / patella component
[ Prosthesis fracture / tibial component
[] Prosthesis fracture / tibial insert

[] Reflex Sympathetic Dystrophy (RSD)
] Soft tissue trauma

] Superficial wound infection

] Supracondylar fracture

] Tibial component subsidence

] Tibial fracture

[ 1 Wound hematoma

] Wound related (specify):
] Operative site other (specify):
aa. [] Bronchopulmonary (event description):
bb. [ Carcinoma (event description):
cc. [] Cardiovascular (event description):
dd. [] Dermatological (event description):
ee. [] Gastrointestinal (event description):
ff. [] Genitourinary (event description):
gg. L] Neurosensory (event description):
hh. ] Pulmonary embolism

i. [ Thrombophlebitis

ji. [ Trauma (event description):
kk. [] Systemic other (event description):

NSXE<ECT@®r QD033 AT TITQ@N0A0TY

3. Describe the event circumstances:

4. Device related (for Yes & uncertain a PER must be filed and Stryker must be contacted within 24hrs)
a. []Yes
b. []No
c. [ Uncertain
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5. Seriousness

a. [ Resulted in inpatient hospitalization
b. [ Resulted in prolonged existing hospitalization
c. [ Resulted in persistent or significant disability/incapacity
d. [ Resulted in permanent impairment of a body function or permanent damage to a body structure
e. [ Necessitated medical or surgical intervention to preclude permanent impairment of a body function or permanent
damage to a body structure
f. [ Was a life threatening situation
g. [ Resulted in subject death
h. [ None
6. Date AE became serious. If serious date is same as the onset date, enter the onset date:
CIO-O00-OCCC] DD-MMM-YYYY
Treatments
1. [ None

2. Revisions/Removals:
a. [] Femoral component
b. [ Tibial baseplate (complete termination form)
c. [ Tibial insert
d. [] Patellar component

[ ] DD-MMM-YYYY
[ ] DD-MMM-YYYY
[ | DD-MMM-YYYY
[ ] DD-MMM-YYYY

I A | I |

3. Reoperations
a. Details/Description
b. Details/Description
c. Details/Description

[ | DD-MMM-YYYY
[ ] DD-MMM-YYYY
[ DD-MMM-YYYY

4. Other treatment:
a. Details/Description
b. Details/Description
c. Details/Description

[ ] DD-MMM-YYYY
[ ] DD-MMM-YYYY
[ ] DD-MMM-YYYY

I I I I | I |
I Iy I |
I I I I A I | |
(N Iy I |
1 O o O o o |
I I I I A I | I |
I A | I |

5. Resolution of event:
6. Reoperations

a. Unresolved as of OO0-00C-OCCc] ob-MMM-YYYY
b. Resolved as of CIC-C100C-C100C0C ] bD-MMM-YYYY
Comments:
Investigator signature: Date: [ J-C1CJ-CICJCIC] DD-MMM-YYYY
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Stryker®
Patient ID: 74 - (1] - OO

Patient Initials (if there’s no middle initial please use a “-) [][][]
Visit Date: [ J-J0J-CJCIC] DD-MMM-YYYY

Triathlon Tritanium Knee Study

Operative Side [_]Left [ ]Right
Demographics

Subject Completed Section:

1. Education Level (Please choose one):
a. [ Less than high school
b. [] High school diploma
c. [ Greater than high school
d. [] Decline to answer

2. Employment Status (Please choose one):
a. [] Working
b. [] Not working
c. [Decline to answer

3. Annual household income (Please choose one):
[]>$24,999

] $25,000-$49,999

] $50,000-$74,999

] $75,000-$99,999

] $100,000-$149,999

1> $150,000

[] Decline to answer

@roopoTp

4. Ethnicity (Please choose one):
a. [] Hispanic or Latino origin
b. [] Not Hispanic or Latino origin
c. [ ] Decline to answer

5. Race (Please select all that apply):

] American Indian or Alaskan Native

] Asian

] Black or African

] Native Hawaiian or other Pacific Islander
] White

[] Decline to answer

~oo0Tw®

6. Cigarette Use (Please choose one):
a. [_] Non-smoker
b. [] Current cigarette smoker
i. If current cigarette smoker specify number of packs/day and number of years.
c. [ Ex-cigarette smoker
i. If former cigarette smoker specify number of packs/day and number of years and date stopped.
d. [] Decline to answer

#Packs/day: [ ][] #Years: [ ][] Date stopped: [ ][ J-[ ] 1J-1CCIC] DD-MMM-YYYY

7. Alcohol Use:
a. [ ] Have never used alcohol
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[] Have not had alcohol in the last year
[] Less than 3 drinks a week

[] 3 — 7 drinks a week

[] 8 — 14 drinks a week

[ ] 15+ drinks a week

[] Decline to answer

@~oooyT

Demographics

Site Completed Section:

1. Date of birth: [_][_]-[ 11 ]-[ ][] ][] DD-MMM-YYYY

2. Gender (Please choose one):
a. []Male
b. []Female

3. Select unit of measure:

a. [] US/English
b. [ Metric

Height: (][] cm/in
Weight: [][][] Ibs/kg
a. BMI[JOIC]

6. Primary orthopedic diagnosis (Please choose one):
a. [_] Osteoarthritis
b. [] Traumatic arthritis
c. [] Avascular necrosis
d. [ Other (specify):

Comorbidity Component:

oA

Does the patient have any of the following conditions (Please check all that apply):

[ ] None

] Myocardial infarction

[] Congestive heart failure

[] Peripheral vascular disease

] Cerebrovascular disease

] Dementia

] Chronic pulmonary disease

[] Connective tissue disease

] Peptic ulcer disease

] Mild liver disease

[] Diabetes without organ damage
[] Diabetes with organ damage

[ ] Hemiplegia or paraplegia

[ ] Moderate or severe renal disease
] Malignant tumor (any)

] Leukemia

] Lymphoma

] Moderate or severe liver disease
[] Metastatic solid tumor

L1 HIV
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Concurrent Medical Conditions (Please check all that apply):s

[ INone [ ] Cancer

[] Dermatologic [ ] Cardiovascular

[ ] Musculoskeletal [] Digestive

[] Substance dependence [ ] Endocrine/Metabolic
[] Urogenital ] Immunologic/Lymphatic
[ ] Neurologic [] Psychologic

[ ] Respiratory
[] Other (specify)
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Stryker®
Patient ID: 74 - (1] - OO

Patient Initials (if there’s no middle initial please use a “-) [][][]
Visit Date: [ J-J0J-CJCIC] DD-MMM-YYYY

Triathlon Tritanium Knee Study

Operative Side [_]Left [ ]Right
Follow-up Questionnaire

1. Questionnaire completed by (please choose one)?:
a. [ Office/clinic visit
b. [ Mail
c. []Phone

2. Do you have any pain in your knee that has the study knee replacement(Please choose one)?:
a. []Yes
i. If yes please specify:
b. [INo
c. Subject comments:
d. Coordinator comments:

3. Are you satisfied with the results of your study knee replacement(Please choose one)?:
a. []Yes
i. If yes please specify:
b. [No
c. Subject comments:
d. Coordinator comments:

4. Have you had any surgery on your study knee since your last study required visit/contact(Please choose one)?:
a. []Yes
i. If yes please check all that answer the following
1. Is your tibial component of your study knee still implanted(Please choose one)?:

a. []Yes
b. [No
2. Is your patella component of your study knee still implanted (Please choose one)?:
a. []VYes
b. []No

b. Subject comments:
c. Coordinator comments:

5. Height: 111 em/in
a. [] Decline to answer

6. Weight: [ ][ ][] Ibs/kg
a. [ ] Decline to answer

7. BMIIOIC]

Comments:

Investigator signature: Date: [ ]-C 11O I-CICICIC] DD-MMM-YYYY
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Stryker®
Patient ID: 74 - (1] - OO

Patient Initials (if there’s no middle initial please use a “-) [][][]
Visit Date: [ J-J0J-CJCIC] DD-MMM-YYYY

Triathlon Tritanium Knee Study

Operative Side [_]Left [ ]Right

Inclusion/Exclusion Form

Inclusion Criteria

Yes/No
1. [ Patient has signed an IRB/EC approved; study specific Informed Patient Consent Form.

a. Informed Consent Date: [][_]-J]J-JJJ] DD-MMM-YYYY
2. [ Patient is a male or non-pregnant female age 18 — 75 years at time of study device implantation.
3. [ Patient has a diagnosis of Non-Inflammatory Degenerative Joint Disease (NIDJD).
4. [J[] Patient is a candidate for primary cementless total knee replacement, including a resurfaced patella.

5. [ Patient is willing and able to comply with postoperative scheduled clinical and radiographic evaluations and
rehabilitation.

*All of the above must be answered “Yes” for the patient to be enrolled in the study.
|
Exclusion Criteria

Yes/No
1. [J[] Patient has a Body Mass Index (BMI) > 40.

2. [[] Patient has a diagnosis of avascular necrosis or inflammatory arthritis.

3. [ Patient has an active or suspected latent infection in or about the affected knee joint at time of study device
implantation.

4. [J[] Patient has a neuromuscular or neurosensory deficiency, which limits the ability to evaluate the safety and
efficacy of the device.

5. [ Subject is diagnosed with a systemic disease (e.g. Lupus Erythematosus) or a metabolic disorder (e.g. Paget’s
Disease) leading to progressive bone deterioration.

6. [][] Patient is immunologically suppressed or receiving steroids in excess of normal physiological requirements (e.g.
> 30 days).

7. [ Patient is diagnosed with lumbar radicular pain.
8. [[] Patient has a known sensitivity to device materials.

9. [ Patient is a prisoner.

*All of the above must be answered “No” for the patient to be enrolled in the study.

Investigator signature: Date: [ ]-C IO I-CIC1CIC] DD-MMM-YYYY
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PROBLEMS WITH YOUR KNEE
Check (v') one box for every question.

1. During the past 4 weeks...
How would you describe the pain you usually have from your knee?
None Very mild Mild Moderate Severe

L] L] L] L[] L[]

2. During the past 4 weeks...

Have you had any trouble with washing and drying yourself
(all over) because of your knee?

No trouble Very little Moderate Extreme Impossible
at all trouble trouble difficulty to do

L] ] L] L] L]

3. During the past 4 weeks...

Have you had any trouble getting in and out of a car or using public
transportation because of your knee? (whichever you would tend to use)

No trouble Very little Moderate Extreme Impossible
at all trouble trouble difficulty to do

L] L] L] ] ]

4. During the past 4 weeks...

For how long have you been able to walk before pain from your knee
becomes severe? (with or without a cane)

Not at
No pain/more all/severe
than 30 16 to 30 5to 15 Around the pain when
minutes minutes minutes house only walking

L] L] L] ] ]

5. During the past 4 weeks...

After a meal (sitting at a table), how painful has it been for you to stand
up from a chair because of your knee?

Not at all Slightly Moderately Very
painful painful painful painful Unbearable

L] [] L] L] L]

6. During the past 4 weeks...
Have you been limping when walking because of your knee?

Often,
Rarely/ Sometimes, not just at Most All
never or just at first first of the time of the time

L[] L] L] L] L]

© Isis Innovation Limited, 1998. All rights reserved. Oxford Knee Score - English for the United States. 2/3



7. During the past 4 weeks...
Could you kneel down and get up again afterwards?
With
Yes, With little moderate  With extreme No,
easily difficulty difficulty difficulty impossible
[] [] [] [] []
8. During the past 4 weeks...
Have you been troubled by pain from your knee in bed at night?
No Only 1 or 2 Some Most Every
nights nights nights nights night
[] [] [] [] []
9. During the past 4 weeks...
How much has pain from your knee interfered with your usual work
(including housework)?
Not at all A little bit Moderately Greatly Totally
[] [] [] [] []
10. During the past 4 weeks...
Have you felt that your knee might suddenly “give out” or let you down?
Often,
Rarely/ Sometimes, not just at Most All
never or just at first first of the time of the time
[] L] L] [] []
11. During the past 4 weeks...
Could you do the grocery shopping on your own?
With
Yes, With little moderate  With extreme No,
easily difficulty difficulty difficulty impossible
[] L] L] [] []
12. During the past 4 weeks...

Could you walk down one flight of stairs?

With
Yes, With little moderate  With extreme No,
easily difficulty difficulty difficulty impossible

L[] L] L] L] L]

Finally, please check that you have answered each question.

Thank you very much.

© Isis Innovation Limited, 1998. All rights reserved. Oxford Knee Score - English for the United States. 3/3
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Appendix 2

| 5940547318 Page 1/7 |

KNEE SOCIETY SCORE: POST-OP

DEMOGRAPHIC INFORMATION (To be completed by patient)

1- Today's date 2- Date of birth
Enter dates as:
ERREEEEER dalyyyy ERREENEEER
3- Height (ft' in" 4- Weight (lbs.) 5- Sex
1] (1]
6- Side of this (surgically treated) knee If both knees have been operated on,
OlLeft O Right please use a different form for each knee
7- Ethnicity
O Native Hawaiian or other Pacific Islander O American Indian or Alaska Native O Hispanic or Latino
O Arab or Middle Eastern O African American or Black O Asian O White

8- Please indicate date and surgeon for your knee replacement operation

Date Name of Surgeon

(T T TTT] |

Enter dates as:
mm/dd/yyyy

9- Was this a primary or revision knee replacement?
O Primary O Revision

To be completed by surgeon

10- Charnley Functional Classification (Use Code Below)

A Unilateral Knee Arthritis C1 TKR, but remote arthritis affecting ambulation
B1 Unilateral TKA, opposite knee arthritic C2 TKR, but medical condition affecting ambulation

B2 Bilateral TKA C3 Unilateral or Bilateral TKA with Unilateral or Bilateral THR

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
| any means, electronic, mechanical, photocopying, recording, or otherwise, without prior written permission of The Knee Society. I
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| 4167547318

Page 2/7 |

OBJECTIVE KNEE INDICATORS (To be completed by surgeon)

ALIGNMENT

1- Alignment: measured on AP standing Xray (Anatomic Alignment) 25 point max

Neutral: 2-10 degrees valgus (25 pts)

Varus: < 2 degrees valgus (-10 pts)
Valgus: > 10 degrees valgus  (-10 pts)

INSTABILITY
2- Medial / Lateral Instability: measured in full extension 15 point max
None (15 pts)
Little or <5 mm (10 pts)
Moderate or 5 mm (5 pts)
Severe or > 5 mm (O pts)
3- Anterior / Posterior Instability: measured at 90 degrees 10 point max
None (10 pts)
Moderate <5 mm (5 pts)
Severe > 5 mm (0 pts)
JOINT MOTION

4- Range of motion (1 point for each 5 degrees)

Deductions

Flexion Contracture Minus Points
1-5 degrees (-2 pts)

6-10 degrees (-5 pts)

11-15 degrees (-10 pts)

> 15 degrees (-15 pts)

Extensor Lag Minus Points
<10 degrees (-5 pts)

10-20 degrees (-10 pts)

> 20 degrees (-15 pts)

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
| any means, electronic, mechanical, photocopying, recording, or otherwise, without prior written permission of The Knee Society.
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| 9572547313 Page 3/7 |

SYMPTOMS (To be completed by patient)
1- Pain with level walking (10 - Score)
0 1 2 3 4 5 6 7 8 9 10
none severe
2- Pain with stairs or inclines (10 - Score)
0 1 2 3 4 5 6 7 8 9 10
none severe
3- Does this knee feel "normal” to you? (5 points)
O Always (5 pts) O Sometimes (3 pts) O Never (0 pts)

Maximum total points (25 points)

PATIENT SATISFACTION
1- Currently, how satisfied are you with the pain level of your knee while sitting? (8 points)
O Very Satisfied O Satisfied O Neutral O Dissatisfied O Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)
2- Currently, how satisfied are you with the pain level of your knee while lying in bed? (8 points)
O Very Satisfied O Satisfied O Neutral O Dissatisfied O Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (O pts)
3- Currently, how satisfied are you with your knee function while getting out of bed? (8 points)
O Very Satisfied QO Satisfied O Neutral O Dissatisfied QO Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)
4- Currently, how satisfied are you with your knee function while performing (8 points)
light household duties?
O Very Satisfied O Satisfied O Neutral O Dissatisfied QO Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (O pts)
5- Currently, how satisfied are you with your knee function while performing leisure (8 points)
recreational activities?
O Very Satisfied O Satisfied O Neutral O Dissatisfied QO Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)
Maximum total points (40 points)
© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
| any means, electronic, mechanical, photocopying, recording, or otherwise, without prior written permission of The Knee Society. I
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PATIENT EXPECTATION (To be completed by patient)

Compared to what you expected before your knee replacement:

1- My expectations for pain relief were... (5 points)
O Too High- "I'm a lot worse than | thought" (1 pt)

O Too High- "I'm somewhat worse than | thought" (2 pts)

O Just Right- "My expectations were met" (3 pts)

O Too Low- "I'm somewhat better than | thought" (4 pts)

O Too Low- "I'm a lot better than | thought" (5 pts)

2- My expectations for being able to do my normal activities of daily living were... (5 points)

O Too High- "I'm a lot worse than | thought" (1 pt)

O Too High- "I'm somewhat worse than | thought" (2 pts)
O Just Right- "My expectations were met" (3 pts)

O Too Low- "I'm somewhat better than | thought" (4 pts)
O Too Low- "I'm a lot better than | thought" (5 pts)

3- My expectations for being able to do my leisure, recreational or sports activities were... (5 points)
O Too High- "I'm a lot worse than | thought" (1 pt)

O Too High- "I'm somewhat worse than | thought" (2 pts)

O Just Right- "My expectations were met" (3 pts)

O Too Low- "I'm somewhat better than | thought" (4 pts)

O Too Low- "I'm a lot better than | thought" (5 pts)

Maximum total points (15 points)

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
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| 0511547317

Page 5/7 |

FUNCTIONAL ACTIVITIES  (To be completed by patient)

WALKING AND STANDING (30 points)

1 - Can you walk without any aids (such as a cane, crutches or wheelchair)? (0 points)
OYes ONo

2 - If no, which of the following aid(s) do you use? (-10 points)
O wheelchair (-10 pts) O walker (-8 pts) O crutches (-8 pts) O two canes (-6 pts)

O one crutch (-4 pts) Oonecane (-4 pts) O knee sleeve / brace (-2 pts)

O other

3 - Do you use these aid(s) because of your knees? (0 points)
OYes O No

4 - For how long can you stand (with or without aid) before sitting due to knee discomfort? (15 points)
O cannot stand (0 pts) O 0-5 minutes (3 pts) O 6-15 minutes (6 pts)

O 16-30 minutes (9 pts) O 31-60 minutes (12 pts) O more than an hour (15 pts)

5 - For how long can you walk (with or without aid) before stopping due to knee discomfort? (15 points)

O cannot walk (0 pts) O 0-5 minutes (3 pts) O 6-15 minutes (6 pts)

O 16-30 minutes (9 pts) O 31-60 minutes (12 pts) O more than an hour (15 pts)

Maximum points (30 points)

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
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STANDARD ACTIVITIES (30 points)
td
How much does your knee I::ther moderate very Fl:::::;seo | never
bother you during each of the i severe :
y 9 slight severe of knee) | do this

following activities? 5 4 3 ° 1 0

1 - Walking on an uneven o 0 o) o o) 0 o
surface

2 - Turning or pivoting on your o 0 0 o 0 0 o
leg

3 - Climbing up or down a flight

of stairs O o o O o o o
4 - Getting up from a low couch 0O 0 0 o 0 0 0O
or a chair without arms

5 - Getting into or out of a car O @) @) O @) O O

6 - Moving laterally (stepping e} 0 0 o 0 0 e}
to the side)

Maximum points (30 points)
ADVANCED ACTIVITIES (25 points)

1 - Climbing a ladder or step o) 0) e} 'e) 'e) e} o)
stool

2 - Carrying a shopping bag for 0 0 e} 0 0 o 0

a block

3 - Squatting (@) O O (©) (@) O (@)
4 - Kneeling @) O @) ©) (©) ©) (@)
5 - Running O O O O O O O

Maximum points (25 points)

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by any
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DISCRETIONARY KNEE ACTIVITIES (15 points)

Please check 3 of the activities below that you consider most
important to you.

(Please do not write in additional activities)

Recreational Activities Workout and Gym Activities
O Swimming [0 Weight-lifting

[0 Golfing (18 holes) [ Leg Extensions

[J Road Cycling (>30mins) [ Stair-Climber

[0 Gardening [ Stationary Biking / Spinning
[0 Bowling [ Leg Press

[0 Racquet Sports (Tennis, Racquetball, etc.) [0 Jogging

[ Distance Walking [ Elliptical Trainer

[0 Dancing / Ballet [ Aerobic Exercises

[ Stretching Exercises (stretching out your muscles)

Please copy all 3 checked activities into the empty boxes below.

How much does your knee bother you during each of these activities?
Activity slight severe cannot do
(Please write the 3 activites noe very  (because
from list above) bother moderate severe  of knee)
5 4 3 2 1 0
1 o o o o o o
2.
O O O O O O
3 o) O o) O o) O
Maximum points (15 points)

Maximum total points (100 points)
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Stryker®
Patient ID: 74 - [ ][] - (1]

Patient Initials (if there’s no middle initial please use a “-) [][][]
Visit Date: [ J-J0J-CJCIC] DD-MMM-YYYY

Triathlon Tritanium Knee Study

Operative Side [_]Left [ ]Right
Post-op Functional Evaluation

1. Have there been any protocol defined Adverse Events since the last visit? Used (Please choose one):
a. []Yes
i. If yes complete AE form for each event.
b. [No

Use this section to report medical events other than protocol defined adverse events.

2. Has the subject seen a doctor for any medical event since the last visit?:

a. []Yes
i. If yes please specify
b. []No
3. Has the subject been hospitalized for any elective surgery since the last visit?:
a. []Yes

i. If yes please check all that apply
ii. [] Contralateral knee
ii. [] Contralateral hip
iv. [ Ipsilateral hip
v. [] Contralateral shoulder
vi. [] Ipsilateral shoulder
vii. [] Cataract
viii. [] Other (specify):
b. []No
c. Elective hospitalization details:

4. Is anything currently affecting the subject’s function?:
a. []Yes
i. If yes please specify
b. [INo

Comments:

Investigator signature: Date: L] ]-C1CIC-CICICIC] DD-MMM-YYYY
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| 3563569401 Page 1/7 |

KNEE SOCIETY SCORE: PRE-OP

DEMOGRAPHIC INFORMATION (To be completed by patient)

1- Today's date 2- Date of birth
[LI/CL/LITT] Energeeses LT
3- Height (ft' in" 4- Weight (Ibs.) 5- Sex

|:| |:|:| |:|:|:| OMale O Female

6- Side of this (symptomatic) knee If both knees will be operated on, please

use a different form for each knee

O Left O Right

7- Ethnicity
O Native Hawaiian or other Pacific Islander O American Indian or Alaska Native O Hispanic or Latino
O Arab or Middle Eastern O African American or Black O Asian O White

8- Please indicate the expected date and surgeon for your knee replacement operation

Date Name of Surgeon

LWL |

Enter dates as:
mm/dd/yyyy

9- Will this be a primary or revision knee replacement?

O Primary O Revision

To be completed by surgeon

10- Charnley Functional Classification = (Use Code Below)

A Unilateral Knee Arthritis C1 TKR, but remote arthritis affecting ambulation
B1 Unilateral TKA, opposite knee arthritic  C2 TKR, but medical condition affecting ambulation

B2 Bilateral TKA C3 Unilateral or Bilateral TKA with Unilateral or Bilateral THR

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
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| 4973569407 Page 2/7 |

OBJECTIVE KNEE INDICATORS  (To be completed by surgeon)

ALIGNMENT

1- Alignment: measured on AP standing Xray (Anatomic Alignment) 25 point max

Neutral: 2-10 degrees valgus (25 pts)
Varus: < 2 degrees valgus (-10 pts)
Valgus: > 10 degrees valgus  (-10 pts)

INSTABILITY
2- Medial / Lateral Instability: measured in full extension 15 point max
None (15 pts)
Little or <5 mm (10 pts)
Moderate or 5 mm (5 pts)
Severe or > 5 mm (O pts)
3- Anterior / Posterior Instability: measured at 90 degrees 10 point max
None (10 pts)
Moderate <5 mm (5 pts)
Severe > 5 mm (0 pts)
JOINT MOTION

4- Range of motion (1 point for each 5 degrees)

Deductions

Flexion Contracture Minus Points
1-5 degrees (-2 pts)

6-10 degrees (-5 pts)

11-15 degrees (-10 pts)

> 15 degrees (-15 pts)

Extensor Lag Minus Points
<10 degrees (-5 pts)

10-20 degrees (-10 pts)

> 20 degrees (-15 pts)

© 2011 by The Knee Society. All rights reserved. No part of this document may be reproduced or transmitted in any form or by
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| 8099569400 Page 3/7 |

SYMPTOMS (To be completed by patient)
1- Pain with level walking (10 - Score)
0 1 2 3 4 5 6 7 8 9 10
none severe
2- Pain with stairs or inclines (10 - Score)
0 1 2 3 4 5 6 7 8 9 10
none severe
3- Does this knee feel "normal” to you? (5 points)
O Always (5 pts) O Sometimes (3 pts) O Never (0 pts)

Maximum total points (25 points)

PATIENT SATISFACTION

1- Currently, how satisfied are you with the pain level of your knee while sitting? (8 points)
O Very Satisfied O Satisfied O Neutral O Dissatisfied O Very Dissatisfied

(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)
2- Currently, how satisfied are you with the pain level of your knee while lying in bed? (8 points)
O Very Satisfied O Satisfied O Neutral O Dissatisfied O Very Dissatisfied

(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)
3- Currently, how satisfied are you with your knee function while getting out of bed? (8 points)
O Very Satisfied O Satisfied O Neutral O Dissatisfied O Very Dissatisfied

(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)
4- Currently, how satisfied are you with your knee function while performing (8 points)

light household duties?

O Very Satisfied O Satisfied O Neutral O Dissatisfied O Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)

5- Currently, how satisfied are you with your knee function while performing leisure (8 points)
recreational activities?

O Very Satisfied O Satisfied O Neutral QO Dissatisfied O Very Dissatisfied
(8 pts) (6 pts) (4 pts) (2 pts) (0 pts)

Maximum total points (40 points)
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PATIENT EXPECTATIONS (To be completed by patient)

What do you expect to accomplish with your knee replacement:

1- Do you expect your knee joint replacement surgery will relieve your knee pain? (5 points)
O no, not at all (1 pt)

O yes, a little bit (2 pts)

O yes, somewhat (3 pts)

O yes, a moderate amount (4 pts)

O yes, a lot (5 pts)

2- Do you expect your surgery will help you carry out your normal activities of daily living? (5 points)
O no, not at all (1 pt)

O yes, a little bit (2 pts)

O yes, somewhat (3 pts)

O yes, a moderate amount (4 pts)

O yes, a lot (5 pts)

3- Do you expect you surgery will help you perform leisure, recreational or sports activities? (5 points)
O no, not at all (1 pt)

O yes, a little bit (2 pts)

O yes, somewhat (3 pts)

O yes, a moderate amount (4 pts)

O yes, a lot (5 pts)

Maximum total points (15 points)
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FUNCTIONAL ACTIVITIES  (To be completed by patient)

WALKING AND STANDING (30 points)

1 - Can you walk without any aids (such as a cane, crutches or wheelchair)? (0 points)
OYes ONo

2 - If no, which of the following aid(s) do you use? (-10 points)
O wheelchair (-10 pts) O walker (-8 pts) O crutches (-8 pts) O two canes (-6 pts)

O one crutch (-4 pts) Oonecane (-4 pts) O knee sleeve / brace (-2 pts)

O other

3 - Do you use these aid(s) because of your knees? (0 points)
OYes ONo

4 - For how long can you stand (with or without aid) before sitting due to knee discomfort? (15 points)
O cannot stand (0 pts) O 0-5 minutes (3 pts) O 6-15 minutes (6 pts)

O 16-30 minutes (9 pts) O 31-60 minutes (12 pts) O more than an hour (15 pts)

5 - For how long can you walk (with or without aid) before stopping due to knee discomfort? (15 points)
O cannot walk (0 pts) O 0-5 minutes (3 pts) O 6-15 minutes (6 pts)

O 16-30 minutes (9 pts) O 31-60 minutes (12 pts) O more than an hour (15 pts)

Maximum points (30 points)
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STANDARD ACTIVITIES (30 points)
td

How much does your knee I: oth moderate very Fl:::::;seo | never
bother you during each of the other slight severe S°Ve® ¢ knee) | do this
following activities? 5 4 3 ° 1 0

1 - Walking on an uneven o 0 0 o 0 0 o
surface

2 - Turning or pivoting on your

leg O O O O @) O O
3 - Climbing up or down a flight

of stairs o O O o O O o
4 - Getting up from a low couch

or a chair without arms o o o o o o o
5 - Getting into or out of a car 'e) e) e) 'e) 0) 0) 'e)
6 - Movjng laterally (stepping o) 0 0o o o 0 o)
to the side)

Maximum points (30 points)
ADVANCED ACTIVITIES (25 points)

1 - Climbing a ladder or step 0 0 o 0 0 o 0
stool

2 - Carrying a shopping bag for

a block O (@] O O O O O
3 - Squatting e) e} 'e) 0) 0) 'e) e)
4 - Kneeling @) o O ©) O O O
5- Running @) e} @) e) e) @) @)

Maximum points (25 points)
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DISCRETIONARY KNEE ACTIVITIES (15 points)

Please check 3 of the activities below that you consider most
important to you.

(Please do not write in additional activities)

Recreational Activities Workout and Gym Activities
0 Swimming [0 Weight-lifting

[0 Golfing (18 holes) [ Leg Extensions

[0 Road Cycling (>30mins) [ Stair-Climber

[0 Gardening [ Stationary Biking / Spinning
[0 Bowling [ Leg Press

[0 Racquet Sports (Tennis, Racquetball, etc.) [ Jogging

[ Distance Walking [ Elliptical Trainer

[0 Dancing / Ballet [ Aerobic Exercises

[ Stretching Exercises (stretching out your muscles)

Please copy all 3 checked activities into the empty boxes below.

How much does your knee bother you during each of these activities?
Activity slight severe cannot do
(Please write the 3 activites ne very  (because
from list above) bother moderate severe  of knee)
5 4 3 2 1 0
1 o o o o o o
2
O O O O O O
3 O O O O O O
Maximum points (15 points)

Maximum total points (100 points)
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Your Health and Well-Being

This survey asks for your views about your health. This information will help
keep track of how you feel and how well you are able to do your usual activities.
Thank you for completing this survey!

For each of the following questions, please mark an X in the one box that best
describes your answer.

1. In general, would you say your health is:

‘ Excellent Very good Good Fair Poor ‘
v v v v v
[ E HE L] E

2. The following questions are about activities you might do during a typical
day. Does your health now limit you in these activities? If so, how much?

Yes, Yes, No, not
limited limited limited
a lot a little at all

» Moderate activities, such as moving a table, pushing
a vacuum cleaner, bowling, or playing golf...............ccccceeee. R [ o [1s

»  Climbing several flights of stairs..........ccccevieeniiiiiinniiiee. [ ] e, I P []s

SF-12Y2® Health Survey © 1994, 2002 Medical Outcomes Trust and QualityMetric Incorporated. All rights reserved.
SF-12"% is a registered trademark of Medical Outcomes Trust.
(SF-12v2" Health Survey Standard, United States (English))



3. During the past 4 weeks, how much of the time have you had any of the
following problems with your work or other regular daily activities as a
result of your physical health?

All of Most of Some of A little of  None of

the time the time the time the time the time
»  Accomplished less than you
would lIKE .....ovvvveiiiiiiiiiiiiieeiee, I:I Leverrnneennns I:I 2iieeeennnneens I:I kN I:I 4evineninnnns I:I 5
»  Were limited in the kind of
work or other activities.................. T T [ s, P HE

4. During the past 4 weeks, how much of the time have you had any of the
following problems with your work or other regular daily activities as a
result of any emotional problems (such as feeling depressed or anxious)?

All of Most of Some of A little of  None of

the time the time the time the time the time
»  Accomplished less than you
would HKe ..oooeeeeeeeeieeeeeeeeeeeeeee I:' | I:' 2eiiinneienas I:' kN I:' . I:' 5
»  Did work or other activities
less carefully than usual ................ (], [ ]oe, [ s, [, []s

5. During the past 4 weeks, how much did pain interfere with your normal
work (including both work outside the home and housework)?

| Not at all A little bit Moderately Quite a bit Extremely ‘
[ [1- HE [ 1. HE

SF-12Y2® Health Survey © 1994, 2002 Medical Outcomes Trust and QualityMetric Incorporated. All rights reserved.
SF-12"% is a registered trademark of Medical Outcomes Trust.
(SF-12v2" Health Survey Standard, United States (English))



6. These questions are about how you feel and how things have been with you
during the past 4 weeks. For each question, please give the one answer that
comes closest to the way you have been feeling. How much of the time
during the past 4 weeks...

All of Most of Some of A little of  None of

the time the time the time the time the time
» Have you felt calm and
peaceful? ........................................ I:‘ Levevrnneeennns I:‘ Ziveeeeennneees I:‘ kTN I:‘ devereiiinnnens I:‘ 5
» Did you have a lot of energy? ....... (], I - [ ] s, - []s
c Have you felt downhearted
and depressed?.........cceeveeiieneennn. [, I - I [ ], []s

7. During the past 4 weeks, how much of the time has your physical health or
emotional problems interfered with your social activities (like visiting with
friends, relatives, etc.)?

All of Most of Some of A little of None of
the time the time the time the time the time
[ [1- HE []. [1s

Thank you for completing these questions!

SF-12Y2® Health Survey © 1994, 2002 Medical Outcomes Trust and QualityMetric Incorporated. All rights reserved.
SF-12"% is a registered trademark of Medical Outcomes Trust.
(SF-12v2" Health Survey Standard, United States (English))



Stryker®
Patient ID: 74 - (11 - OO

Patient Initials (if there’s no middle initial please use a “-*) (][]

Visit Date: [ 1-CIC1CI-C1C0C1C] DD-MMM-YYYY
Operative Side []Left [ ]Right

Triathlon Tritanium Knee Study

Surgical Details

1. Type of Anesthesia Used (Please check all that apply):
[] General

] Spinal

] Epidural

[ ] Femoral Block

] Not recorded

©o0TQ

2. ASA Score (Please choose one):
[1ASA1

[]ASA2

[]ASA3

[]ASA4

[1ASAS5

] Not recorded

=0 00T

3. Surgical Approach (Please choose one):
a. [] Medial Parapatellar
b. [ Lateral Parapatellar
c. []Sub Vastus
d. [ Mid Vastus

4. Navigation Used (Please choose one):
a. []Yes
b. [1No

5. Femoral Instrumentation Referencing (Please choose one):
a. [ Anterior Referencing
b. [] Posterior Referencing

6. Femoral Instrumentation Alignment (Please choose one):
a. [ Internal Alignment
b. [ External Alignment
c. [ Not recorded

7. Tibial Instrumentation Referencing (Please choose one):
a. [ Internal Alignment
b. [ External Alignment
c. [ Not recorded

8. Bone removed (Please complete for each):
a. Distal Femur: QO ]mm
i. [] Not recorded
b. Proximal Femur: (] Jmm
i. [] Not recorded

9. Estimated blood loss

a. M O0O0cees
i. [] Not recorded

10. Units of blood transfused

a. M OO0cees
i. [] Not recorded
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11. Skin to skin time

a. [ QOCminutes
i. [] Not recorded

12. Tourniquet time

a. [ QOCminutes
i. [] Not recorded

13. Soft tissue released (Please check all that apply):

[INone

[ Niotibial tract

[] Parapatellar

[] Popliteus tendon

[] Poster-lateral capsule

[ Lateral collateral ligament
] Bicep femoris tendon

[] Lateral head of gastrocnemius
] Medial collateral ligament

[] Lateral retinacular

[] Posterior cruciate ligament

[] Posterior medial capsule

[] Other (specify)

] Not recorded

] Peptic ulcer disease

14. Intraoperative complication (Please choose one):

a. []Yes
b. [1No
15. Antibiotic prophylaxis used (Please choose one):
a. []Yes
i. If yes please specify type
b. [1No
16. Blood loss prophylaxis used (Please choose one):
a. []Yes
i. If yes please specify type
b. [ No

17. How satisfied are you with the initial fixation? (Please choose one):

a. [ Extremely
b. [ Quite a bit
c. [ Moderately
d. [ A little bit
e. []Notatall

18. Discharge Date: [ ][ ]-[ 11 1-1CICIC] DD-MMM-YYYY

19. Discharged to (Please choose one):
a. [ Skilled nursing facility
b. [] Chronic care center
c. [ Rehabilitation unit
d. []Home

e. [ Other (specify)

f. [ Not recorded

20. Post-op plan (Please choose one):
a. [ Full weight bearing
b. [] Partial weight bearing
c. [1 Not recorded

Component Listing:

Femoral Component: Reference# and Lot#, Tibial Component/ Metal Tray: Reference# and Lot#, Tibial Insert/ UHMWPE
Bearing: Reference# and Lot# and Patellar Component: Reference# and Lot#
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Comments:
Investigator signature: Date: [ [ - 11 J-1CJC1[] DD-MMM-YYYY
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Howmedica Osteonics TRIATHLON TRITANIUM
TOTAL KNEE IFU

il

Howmedica Osteonics Corp.
325 Corporate Drive
@ Mahwah, NJ 07430, USA

A subsidiary of Stryker Corporation

Telephone #: +1 201-831-5000

C€0086

©2013 Howmedica Osteonics Corp.

QIN 4419 Rev. A

stryker )
Howmedica
OSTEONICS

Stryker France

ZAC Satolas Green Pusignan
Av de Satolas Green

69881 MEYZIEU Cedex
FRANCE

Refer to product label for CE mark status and Legal Manufacturer.
The CE mark is only valid if also found on the product label.
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Labeling Symbols

Attention, See Instructions for Use

Do Not Reuse

STERILE E Sterilized using Irradiation
STERILE Sterilized using Hydrogen Peroxide

Sterilized using Ethylene Oxide
STERILE

Use by Date

18"

Date of Manufacture

Legal Manufacturer

}L&“

Authorized Representative in the European Communit
EC | REP i’ ' /
Catalog Number
REF o
Batch Code
LOT

Serial Number
S

E
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HOWMEDICA OSTEONICS MODE D'EMPLOI POUR PROTHESE TOTALE DE GENOU
TRIATHLON TRITANIUM 6

GEBRAUCHSINFORMATION TRIATHLON TRITANIUM TOTALKNIE VON HOWMEDICA OSTEONICS ....... 12
ARTROPLASTICA TOTALE DEL GINOCCHIO TRIATHLON TRITANIUM DI HOWMEDICA OSTEONICS -

ISTRUZIONI PER L'USO 18
INFORMACION PARA EL USO DE LA ROTULA TOTAL TRIATHLON TRITANIUM DE

HOWMEDICA OSTEONICS 24
FOLHETO INFORMATIVO DO JOELHO TOTAL TRITANIUM TRIATHLON DA

HOWMEDICA OSTEONICS 30
HOWMEDICA OSTEONICS TRIATHLON TRITANIUM TOTAL KNEE TOTALKNALEDSPLASTIK —
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HOWMEDICA OSTEONICSIN TRIATHLON TRITANIUM -POLVEN KOKOTEKONIVELEN
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TRIATHLON TRITANIUM THE HOWMEDICA OSTEONICS 72
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English
HOWMEDICA OSTEONICS TRIATHLON TRITANIUM TOTAL KNEE IFU

Description

Howmedica Osteonics Corp.s total knee systems include the Triathlon Tritanium Baseplate which is designed to
be used with the Triathlon Primary Knee system femoral components, tibial inserts, and patellar components for
total reconstructive replacement of the knee joint. The characteristics specific to each device are detailed on the
product label. The Triathlon Tritanium Baseplate is indicated for both cementless and cemented applications.

Femoral Components: The Triathlon Tritanium Baseplate is compatible with the Triathlon cruciate retaining
(CR), and cruciate sacrificing (posteriorly stabilized — PS) designs.

Tibial Components: The Triathlon Tritanium Baseplate is compatible with Triathlon tibial inserts in a cruciate
retaining (CR), posterior stabilized (PS), and condylar stabilizing (CS) designs. Tibial inserts are available in a
range of thicknesses and in various degrees of constraint.

Note: The Triathlon Tritanium Baseplate is packaged together with an Impactor Pad. The Impactor Pad is to be
used during the tibial baseplate impaction step only and is to be discarded once impaction has completed. The
Impactor Pad is not for implantation.

Patellar Components: Patellar resurfacing components are available in all-plastic symmetric and -asymmetric
and metal-backed designs. Use of a patellar component is optional. The Triathlon Tritanium Baseplate is
compatible with all Triathlon patellar components.

Materials
+  ASTM F-75 cobalt chromium alloy Femoral components
+  ASTM F-90 cobalt chromium alloy Locking wire for tibial inserts
@ +  ASTM F-1537 cobalt chromium alloy Femoral pegs @
+ ASTM F-136 titanium alloy Tibial components
+  ASTM F-67 CP Titanium Tibial components
*  ASTM F-1185 calcium phosphate Femoral components, patellar components
+  ASTM F-648 Ultra high molecular weight ~ Tibial bearing inserts, patellar components
polyethylene
Indications

General Total Knee Arthroplasty (TKR) Indications:

+  Painful, disabling joint disease of the knee resulting from: noninflammatory degenerative joint disease
(including osteoarthritis, traumatic arthritis, or avascular necrosis), rheumatoid arthritis or post-traumatic
arthritis.

+  Post-traumatic loss of knee joint configuration and function.

+  Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be returned to
adequate function and stability.

*  Revision of previous unsuccessful knee replacement or other procedure.

+  Fracture of the distal femur and/or proximal tibia that cannot be stabilized by standard fracture-
management techniques.

The Triathlon Tritanium B is indicated for both less and d use.
Additional Indications for Posterior Stabilized (PS) Components:
+  Ligamentous instability requiring implant bearing surface geometries with increased constraint.
+ Absent or non-functioning posterior cruciate ligament.
+  Severe anteroposterior instability of the knee joint.

1
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Contraindications

+  Any active or suspected latent infection in or about the knee joint.

+  Distant foci of infection which may cause hematogenous spread to the implant site.

+  Any mental or neuromuscular disorder which would create an unacceptable risk of prosthesis instability,
prosthesis fixation failure, or complications in postoperative care.

+  Bone stock compromised by disease, infection or prior implantation which cannot provide adequate
support and/or fixation to the prosthesis.

+  Skeletal immaturity.

+  Severe instability of the knee joint secondary to the absence of collateral ligament integrity and function.

+  Obesity. An overweight or obese patient can produce loads on the prosthesis which can lead to failure of
the fixation of the device or to failure of the device itself.

Precautions

. Surgeons must advise patients of both the limitations of the reconstruction and the need for protection
of the implant from full weight bearing until adequate fixation and healing have occurred. Excessive
activity and trauma affecting the joint replacement have been implicated in failure of the reconstruction
by loosening, fracture and/or wear of the prosthetic implants. Loosening of the components can result
in increased production of wear particles, as well as damage to the bone, making successful revision
surgery more difficult.

+  Surgeons should caution patients to limit activities and protect the replaced joint from unreasonable
stresses and to follow the instructions of the physician with respect to follow-up care and treatment.

+  Surgeons should warn patients of potential adverse effects, including the finite service life of the device
and the need for post operative protection of the implant. The surgeon should warn patients that the
device does not replicate the flexibility, strength, reliability, or durability of a normal healthy joint and that

@ the implant can break or become damaged as a result of strenuous activity or trauma. @

+  Appropriate selection, placement and fixation of the total knee components are critical factors which
affect implant service life. As in the case of all prosthetic implants, the durability of these components
is affected by numerous biologic, biomechanic and other extrinsic factors, which limit their service life.
Accordingly, strict adherence to the indications, contraindications, precautions and warnings for this
product is essential to potentially maximize service life.

Utilization and Implantation

+  Use the recommended trial components for size determination, trial reduction and range of motion
evaluation, thus preserving the integrity of the actual implants and their sterile packaging.

+  Radiographic templates are available to assist in the preoperative prediction of component size and style.

+  Care should be taken to remove bone chips, bone cement fragments and metallic debris from the implant
site to reduce the risk of debris induced accelerated wear of the articular surfaces of the implant.

+ Howmedica Osteonics Corp. s Surgical Protocols provide additional procedural information.
+  Consult the product label for specific product compatibility. Generally, the following applies:
- Use PS femorals only with PS Tibial Bearings
- Use CR femorals only with CR Tibial Bearings
- Use either PS or CR femorals with CS Tibial Bearings
Information for patients

+  The surgeon must advise the patient of both the limitations of the reconstruction and the need for
protection of the implant from full weight bearing until adequate fixation and healing have occurred.
Excessive activity and trauma affecting the joint replacement have been implicated in failure of
the reconstruction by loosening, fracture and/or wear of the prosthetic implants. Loosening of the
components can result in increased production of wear particles, as well as damage to the bone, making
successful revision surgery more difficult.
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The surgeon should caution the patient to limit activities and protect the replaced joint from unreasonable
stresses and to follow the instructions of the physician with respect to follow-up care and treatment.

The surgeon should warn the patient of surgical risks and possible adverse effects. The surgeon should
warn the patient that the device does not replicate a normal healthy joint, that the implant can break or
become damaged as a result of strenuous activity or trauma and that the device has a finite service life
and may need to be replaced in the future.

Transient bacteremia can occur in daily life. Dental manipulation, endoscopic examination and other
minor surgical procedures have also been associated with transient bacteremia. To prevent infection at
the implant site, it may be advisable to use antibiotic prophylaxis before and after such procedures.

Warnings

Discard all damaged or mishandled implants.
Never reuse an implant, even though it may appear undamaged.

Do not implant the Impactor Pad. The Impactor Pad is to be used only during the tibial impaction step.
Remove and discard immediately following the impaction process.

Polished bearing areas must not come in contact with hard or abrasive surfaces.

Bearing areas must always be clean and free of debris prior to assembly.

Contouring or bending of an implant may reduce its fatigue strength and cause failure under load.
The metal retaining wire on the insert should not be handled or removed, as it is critical to the security
of the assembly. Discard any tibial bearing insert if the metal retaining wire appears damaged or
mishandled. Tampering with this assembly can result in improper function of the retaining mechanism.
Care should be taken not to cut through surgical gloves when handling any sharp-edged orthopaedic
device.

Except where noted, Howmedica Osteonics Corp. strongly advises against the use of another
manufacturer’s total knee component with any of Howmedica Osteonics’ total knee components. Any
such use will negate the responsibility of Howmedica Osteonics Corp. for the performance of the
resulting mixed component implant.

Howmedica Osteonics Corp. strongly advises against the use of another manufacturer's bone screws
with any of Howmedica Osteonics’ total knee components, due to variations which exist between screw
head and screw seat configurations.

Intentional removal of a total knee component can be accomplished by careful use of cutting burs, thin
and narrow osteotomes and cautious extraction forces.

Intentional removal of the plastic tibial insert after its assembly into the metal baseplate results in the
destruction of the plastic insert. Care should be taken not to nick or notch the surface of the tibial
baseplate during insert removal.

Return all packages with flaws in the sterile barrier to the supplier. Do not resterilize.

Adverse Effects

While the expected life of total knee replacement components is difficult to estimate, it is finite. These
components are made of foreign materials which are placed within the body for the potential restoration
of mobility or reduction of pain. However, due to the many biological, mechanical and physicochemical
factors which affect these devices but cannot be evaluated in vivo, the components cannot be expected
to indefinitely withstand the activity level and loads of normal healthy bone. Surgeons should counsel
patients against having unrealistic expectations about the lifetime of the device.

Dislocation of the femoral, tibial, or patellar prosthesis can occur due to inappropriate patient activity,
trauma or other biomechanical considerations.

Loosening of total knee components can occur. Early mechanical loosening may result from inadequate
initial fixation, latent infection, premature loading of the prosthesis, component malalignment or trauma.
Late loosening may result from trauma, infection, biological complications including osteolysis, or
mechanical problems, with the subsequent possibility of bone erosion and/or pain.
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+  Fatigue fracture of total knee components, including tibial, femoral and patellar components, has
occurred in a small percentage of cases. Knee component fracture may result due to inadequate support
of the component by the underlying bone or poor component fixation.

+  Peripheral neuropathies, nerve damage, circulatory compromise and heterotopic bone formation may
oceur.

+  Serious complications may be associated with any total joint replacement surgery. These complications
include, but are not limited to: genitourinary disorders; gastrointestinal disorders; vascular disorders,
including thrombus; bronchopulmonary disorders, including emboli; myocardial infarction or death.

+  Wear of polyethylene components has occurred and literature reports have associated its occurrence
with bone resorption, loosening and infection.

+  Metal sensitivity reactions have been reported following joint replacement.

+  Adverse effects may necessitate reoperation, revision, arthrodesis of the involved joint and/or amputation
of the limb.

+  Soft tissue imbalance and/or laxity has been related to component malalignment, which may result in
early wear and/or failure of the implant.

+  With all implant devices, asymptomatic, localized progressive bone resorption (osteolysis) may occur
around the prosthetic components as a consequence of foreign-body reaction to the particulate matter
of cement, metal, ultra-high molecular weight polyethylene (UHMWPE) and/or ceramic. Particulate is
generated by interaction between components, as well as between components and bone, primarily
through wear mechanisms of adhesion, abrasion and fatigue. Secondarily, particulate can also be
generated by third-body wear. Osteolysis can lead to future complications, including loosening,
necessitating the removal and replacement of prosthetic components.

+  Itis known that very small particles from metal and polyethylene components can be shed from the
component during normal use and over time. Although most of this debris stays in the relevant joint (e. g.
contained in the synovium) or is trapped by surrounding scar tissue, microscopic particles can possibly

@ travel or migrate outside of the joint to different parts of the body. Currently, there are unanswered @
questions about debris and microscopic particles that can be generated from these components. It has
been shown that microscopic debris particles can be disseminated (migrate) throughout the body and
on occasion have been described as accumulating in lymph nodes and other parts of the body. Although
to date no significant medical complications have been reported as a result of these particles, their
migration and/or accumulation in the body have been described in the literature. Given the insufficient
time period during which patients with these devices have been followed and the fact that these devices
are currently being used in younger patients and remain in the body for increasingly longer periods of
time, it should be said that the long-term effects, if any, from these particles, is unknown. The long-term
effects that have been theorized include:

- Cancer: There is presently no scientific evidence that links metallic or polyethylene debris with
cancer. However, the possibility cannot be ruled out.

- Lymphad y and A ion in Other Tissues/Organs: There have been a few
repons of the accumulation of wear debris in lymph nodes (proximate and distal). Although
no medical complications or disease processes have been reported as stemming from these
accumulations, their existence should be recognized to facilitate diagnosis and avoid confusion
with suspicious lesions, cancerous or otherwise.

- Systemic Disease: There has been some speculation that there could be an association between
migration of debris and as yet unspecified systemic effects. It is possible that some long-term
effects maybe demonstrated at some point in the future, but because there is very little scientific
data suggesting association between migration of debris and systemic disease, it is believed that
the be%efits of these devices clearly outweigh the potential risks for any such theoretical long
term effect.

| on with Magnetic R |
The Triathlon Knee System has not been evaluated for safety and compatibility in the MR environment. The
Triathlon Knee System has not been tested for heating or migration in the MR environment.
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Sterilization

+  This total knee component has been sterilized by gamma radiation or hydrogen peroxide gas plasma.
Refer to the package label for the sterilization method.

+  The packaging of all sterile products should be inspected for flaws in the sterile barrier before opening.
In the presence of such a flaw, the product must be assumed nonsterile. Special trial prostheses are
available to avoid having to open any aspect of the sterile package prior to component use.

+  Care should be taken to prevent contamination of the component. In the event of contamination, this
product must be discarded.

+  Ifthe package is opened, but the product is not used, the component must not be resterilized and must
be discarded or returned to the supplier.

+  Device should not be used after the expiry date displayed on the label as packaging has not been
validated beyond this date.

+  Single use devices cannot be explanted and subsequently reimplanted as the physical forces exerted by
these actions may compromise the physical integrity, dimensions and/or surface finishes of the devices.
Also, sterility cannot be assured for reused devices as cleaning and re-sterilization procedures have not
been verified.

CAUTION: FEDERAL LAW (U. S. A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER
OF A PHYSICIAN.
WARNING: Components labeled for “Cemented Use Only” are to be implanted only with bone cement.

Stryker Corporation or its divisions or other corporate affiliated entities own, use or have applied for the
following trademarks: Howmedica, Osteonics, Stryker, Triathlon. All other trademarks or service marks are
trademarks and service marks of their respective owners or holders.

Refer to product label for CE Mark Status and Legal Manufacturer. The CE mark is only valid if also found on

‘Print Date: Dec 12, 2013 21:25:41 GMT@

@ the product label.

The following table contains a list of abbreviations that are used on Howmedica Osteonics Corp. product labeling:
Term Abbreviation Term Abbreviation
Alpha Code ALPH CDE Neck NK
Angle ANG Offset OFFST
Degree DEG or ° Outer Diameter 0D
Diameter DIA Right RT >
Extra Deep XDP Screw Holes SCRHLS
Extra Large XLGE Side SDE
Extra Small XSM Size SZE
Head HD Small SM
Height HT Standard STD
Inner Diameter ID Taper TPR
Insert INSR Thickness THKNS
Large LGE Type TYP
Left <« LFT With Wi/

Length LNTH Without W/O
Medium MED
5
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Frangais

HOWMEDICA OSTEONICS MODE D'EMPLOI POUR PROTHESE TOTALE
DE GENOU TRIATHLON TRITANIUM

Description

Les protheses totales de genou de Howmedica Osteonics Corp. comprennent le plateau Triathlon Tritanium
congu pour étre utilisé avec les composants fémoraux du systeme primaire du genou Triathlon, les inserts
tibiaux et les composants rotuliens pour une arthroplastie totale du genou. Les caractéristiques spécifiques a
chaque dispositif sont détaillées sur I'étiquette du produit. Le plateau Triathlon Tritanium est indiqué pour les
applications cimentées et non cimentées.

Composants fémoraux : Le plateau Triathlon Tritanium est compatible avec les conceptions Triathlon avec
préservation des ligaments croisés (CR) et la non conservation des ligaments croisés (postéro-stabilisés - PS).

Composants tibiaux : Le plateau Triathlon Tritanium est compatible avec les conceptions d'inserts tibiaux
Triathlon avec préservation des ligaments croisés (CR), postéro-stabilisés (PS) et stabilisation condylienne
(CS). Les inserts tibiaux sont disponibles dans une gamme d'épaisseurs et des degrés variés de contraintes.

Remarque : Le conditionnement du plateau Triathlon Tritanium est accompagné d'un coussin pour impacteur.
Le coussin pour impacteur doit étre utilisé pendant la phase d'impaction du plateau tibial uniquement et doit
étre éliminé une fois l'impaction terminée. Le coussin pour impacteur n'est pas destiné a limplantation.

Composants rotuliens : Les composants de resurfagage rotuliens sont disponibles dans des conceptions
symétriques et asymétriques tout en plastique et avec support en métal. L'utilisation d'un composant rotulien
est optionnelle. Le plateau Triathlon Tritanium est compatible avec tous les composants rotuliens Triathlon.

Matériaux
@ +  Alliage cobalt chrome ASTM F-75 Composants fémoraux @
+  Alliage cobalt chrome ASTM F-90 Fil de retenue pour inserts tibiaux
+  Alliage cobalt chrome ASTM F-1537 Chevilles fémorales
+  Alliage de titane ASTM F-136 Composants tibiaux
+  Titane CP ASTM F-67 Composants tibiaux
+  Phosphate de calcium ASTM F-1185 Composants fémoraux, composants rotuliens

+  Polyéthyléne de masse moléculaire trés Inserts d'appui tibiaux, composants rotuliens
élevée ASTM F-648

Indications

Indications pour arthroplastie générale totale du genou :

+  Maladies articulaires douloureuses du genou entrainant l'invalidité suite a : une maladie articulaire
dégénérative non inflammatoire (y compris I'arthrose, |'arthrite traumatique ou la nécrose avasculaire), la
polyarthrite rhumatoide ou l'arthrite post-traumatique.

+  Perte post-traumatique de la configuration et de la fonction de I'articulation du genou.

+  Déformation modérée en varus, valgus ou de flexion permettant aux structures ligamenteuses de
récupérer une fonction et stabilité adéquates.

+  Révision d'un échec de prothese de genou ou autre intervention antérieure.

+  Fracture du fémur distal et/ou du tibia proximal ne pouvant pas étre stabilisée par des techniques de
gestion des fractures standards.

Le plateau Triathlon Tritanium est indiqué pour des et non ci
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Indications supplémentaires pour les composants postéro-stabilisés:

Instabilité ligamentaire exigeant des géométries de surface d'appui d'implant a contrainte accrue.
Ligament croisé postérieur absent ou déficient.
Instabilité antéro-postérieure sévere de l'articulation du genou.

Contre-indications

Toute infection active ou latente dans ou autour de I'articulation du genou.
Foyer distant d'infection pouvant entrainer une propagation hématogene au site de I'implant.

Tout trouble mental ou neuromusculaire constituant un risque inacceptable d'instabilité de la prothese,
échec de fixation de la prothése ou complications du traitement postopératoire.

Masse osseuse compromise par la maladie, une infection ou une implantation précédente qui ne peut
pas fournir un support adéquat et/ou une fixation a la prothese.

Immaturité du squelette.

Grave instabilité de ['articulation du genou suite a I'absence d'intégrité ou de fonction des ligaments
collatéraux.

Obésité. Un patient en surpoids ou obése peut soumettre la prothése a des sollicitations susceptibles de
compromettre la fixation du dispositif ou le dispositif méme.

Précautions

Le chirurgien doit informer le patient des limitations de la reconstruction et de la nécessité de protéger
l'implant de I'appui du poids total jusqu'a ce que la fixation appropriée et la consolidation se soient
produites. Une activité excessive et un traumatisme de l'articulation prothétique peuvent entrainer I'échec
de la reconstruction par descellement, fracture ou/et usure des implants prothétiques. Le descellement
de composants peut entrainer une augmentation de la production de particules d'usure et endommager
l'os, ce qui rend une éventuelle reprise plus difficile.

Le chirurgien doit conseiller au patient de limiter ses activités, de ne pas soumettre la prothése a des
sollicitations excessives, et de respecter les instructions du médecin relatives aux soins et traitements
postopératoires.

Le chirurgien doit aviser le patient d'effets indésirables potentiels, y compris de la durée de vie utile
limité du dispositif et le besoin d'une protection post-opératoire de limplant. Le chirurgien doit aviser le
patient qu'une prothese ne jouit pas de la souplesse, de la solidité, de la fiabilité et de la durabilité d'une
articulation saine et normale, qu'un implant peut se rompre ou étre endommagé par des activités trop
exigeantes ou par un traumatisme.

Le choix, le placement et la fixation appropriés des composants de prothése totale du genou sont

des facteurs essentiels affectant la durée de vie utile de l'implant. Comme dans le cas de toutes

les prothéses, la durabilité de ces composants est affectée par de nombreux facteurs biologiques,
biomécaniques et autres facteurs extrinséques qui limitent leur durée de vie utile. Ainsi, une adhérence
stricte aux indications, contre-indications, précautions et mises en garde de ce produit est essentielle
pour maximiser la durée de vie utile.

Utilisation et implantation

Utiliser les composants d'essai recommandés pour déterminer la taille, pour les essais de réduction

et pour I'évaluation de 'amplitude des mouvements préservant ainsi l'intégrité des implants et leur
conditionnement stérile.

Des modéles radiographiques sont disponibles pour aider a la prédiction peropératoire de la taille et du
style de composant.

Prendre soin de retirer les éclats d'os, fragments de ciment osseux et débris métalliques du site de
l'implant pour réduire le risque d'une usure accélérée des surfaces d'articulation de I'implant engendrée
par les débris.

‘Print Date: Dec 12, 2013 21:25:41 GMT@

®

iGN Release Date: Apr 30, 2013 1:15:565 BMew



- ® o

+  Les protocoles chirurgicaux de Howmedica Osteonics Corp. donnent des informations procédurales
supplémentaires.
+  Consulter I'¢tiquette du produit pour des informations spécifiques concernant la compatibilité du produit.
En général, les régles suivantes s'appliquent :
- Utiliser les composants fémoraux PS uniquement avec des appuis tibiaux PS.
- Utiliser les composants fémoraux CR uniquement avec des appuis tibiaux CR.
- Utiliser les composants fémoraux PS ou CR uniquement avec des appuis tibiaux CS.

Informations destinées au patient

+  Le chirurgien doit informer le patient des limitations de la reconstruction et de la nécessité de protéger
l'implant de I'appui du poids total jusqu'a ce que la fixation appropriée et la consolidation se soient
produites. Une activité excessive et un traumatisme de l'articulation prothétique peuvent entrainer I'échec
de la reconstruction par descellement, fracture ou/et usure des implants prothétiques. Le descellement
de composants peut entrainer une augmentation de la production de particules d'usure et endommager
l'os, ce qui rend une éventuelle reprise plus difficile.

+  Le chirurgien doit conseiller au patient de limiter ses activités, de ne pas soumettre la prothése a des
sollicitations excessives, et de respecter les instructions du médecin relatives aux soins et traitements
postopératoires.

+  Le chirurgien doit avertir le patient des risques chirurgicaux et des effets indésirables possibles. Le
chirurgien doit expliquer au patient qu'une prothése ne jouit pas de la souplesse, de la solidité, de la
fiabilité et de la durabilité d'une articulation saine et normale, qu'un implant peut se rompre ou étre
endommagé par des activités trop exigeantes ou par un traumatisme, et qu'une prothése a une durée de
vie utile limitée et qu'il peut s'avérer nécessaire de la remplacer dans I'avenir.

+  Une bactériémie passagere peut survenir dans la vie quotidienne normale. Des soins dentaires, des
examens endoscopiques et d'autres interventions chirurgicales mineures peuvent également étre
associés a une bactériémie passagere. En prévention d'une infection au niveau du site d'implantation il

@ peut étre conseillé d'administrer une prophylaxie antibiotique avant et aprés de telles interventions. @

Mises en garde
+ Eliminer tous les implants endommagés ou défectueux.
+  Ne jamais réutiliser un implant, méme s'il semble en bon état.

+  Ne pas implanter le coussin pour impacteur. Le coussin pour impacteur ne doit servir que pendant la
phase d'impaction de I'implant. Retirer et éliminer immédiatement suite au processus d'impaction.

+ Eviter tout contact entre les surfaces d'appui polies et les surfaces dures ou abrasives.

. Les surfaces d'appui doivent toujours étre propres et libres de débris avant I'assemblage.

+  Larésistance a la fatigue d'un implant qui a été cintré ou courbé peut étre réduite, avec risque de
défaillance sous contrainte.

+  Lefil de retenue métallique dont est muni linsert ne doit jamais étre manipulé ou retiré, car il joue un rle
critique pour la sécurité de I'assemblage. Eliminer tout insert d'appui tibial si le fil de retenue métallique
semble étre endommageé ou défectueux. Toute altération de cet assemblage peut se traduire par un
mauvais fonctionnement du mécanisme de fixation.

+  Veiller & ne pas couper les gants chirurgicaux lors de la manipulation d'un dispositif orthopédique
tranchant.

+  Sauf spécification contraire, Howmedica Osteonics Corp. déconseille vivement I'utilisation d'un
composant de prothése totale du genou d'un autre fabricant avec un composant de prothese totale du
genou de Howmedica Osteonics. Une telle utilisation dégage Howmedica Osteonics Corp. de toute
responsabilité relative aux performances de I'implant mixte qui en résulte.

+  Howmedica Osteonics Corp. déconseille vivement 'utilisation de vis osseuses d'un autre fabricant
avec un composant de prothese totale du genou Howmedica Osteonics & cause de différences de
configuration des tétes de vis et des surfaces d'appui des vis.
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La résection d'un composant de prothése totale du genou peut étre réalisée par ['utilisation délicate de
fraises coupantes, d'ostéotomes fins et étroits et de la force lors de I'extraction.

La résection de linsert tibial en plastique aprés son assemblage dans le plateau métallique entraine
la destruction de cet insert. Veiller a ne pas entailler ni abimer la surface du plateau tibial lors de la
résection de l'insert.

Tout produit présentant une bréche dans le conditionnement stérile doit étre renvoyé au fournisseur.
Ne pas restériliser.

Effets indésirables

Bien que la durée prévue des composants de remplacement de prothése totale du genou soit difficile

a estimer, elle est limitée. Ces composants sont constitués de matieres étrangéres implantées dans
l'organisme dans le but de restaurer une mobilité ou de réduire la douleur. Cependant, compte tenu des
nombreux facteurs biologiques, mécaniques et physicochimiques qui peuvent affecter ces dispositifs
mais qui ne peuvent étre évalués in vivo, on ne peut pas s'attendre & ce que les composants résistent
indéfiniment au niveau d'activité et aux sollicitations d'os sains normaux. Le chirurgien doit aviser le
patient de ne pas avoir des attentes non réalistes concernant la durée de vie utile du dispositif.

Une luxation de prothése fémorale, tibiale ou rotulienne peut se produire suite & des activités
inappropriées du patient, un traumatisme ou autres considérations biomécaniques.

Il'y a un risque de descellement des composants de la prothése totale du genou. Le descellement
mécanique précoce peut résulter d'une fixation initiale inadéquate, une infection latente, un chargement
prématuré de la prothése, un mauvais alignement des composants ou un traumatisme. Le descellement
tardif peut résulter d'un traumatisme, d'une infection, de complications biologiques y compris l'ostéolyse,
ou de problémes mécaniques, avec comme conséquence la possibilité d'érosion de l'os et/ou la douleur.

Une fracture de fatigue de composants de prothése totale du genou, notamment de composants tibiaux,
fémoraux et rotuliens, s'est produite dans un pourcentage minime de cas. Une fracture de composant
du genou peut étre provoquée par un soutien insuffisant par l'os sous-jacent ou une mauvaise fixation
du composant.

Il existe également des risques de neuropathies périphériques, Iésions nerveuses, problemes du
systeme circulatoire et la formation d'os hétérotopiques.

Toute implantation de prothése articulaire totale peut étre associée & des complications graves. Ces
complications comprennent notamment : des troubles urogénitaux, troubles gastro-intestinaux, troubles
vasculaires y compris les thromboses, troubles bronchopulmonaires y compris les embolies, les infarctus
du myocarde ou le décés.

L'usure de composants en polyéthylene est possible et des publications l'ont attribuée a une résorption
osseuse, a un descellement ou a une infection.

Des réactions d'intolérance au métal ont été signalées aprés une implantation de prothése articulaire.
Certains effets indésirables peuvent nécessiter la ré-opération, la reprise, 'arthrodése de I'articulation
concernée et/ou I'amputation du membre.

Le déséquilibre des tissus mous et/ou la laxité ont été liés au mauvais alignement des composants et
peuvent avoir comme résultat I'usure précoce et/ou la défaillance de I'implant.

Aprés toute arthroplastie, il peut se produire une résorption osseuse progressive localisée (ostéolyse)
asymptomatique autour des composants de I'implant, suite a une réaction de type corps étranger

aux matiéres particulaires du ciment, du métal, du polyéthyléne de masse moléculaire trés élevée
(UHMWPE) et/ou de la céramique. Ces matiéres particulaires sont produite par des interactions

entre composants, ainsi qu'entre composants et I'os, principalement par des mécanismes d'usure par
adhésion, abrasion et fatigue. Les matiéres particulaires peuvent étre générés secondairement par usure
d'un troisieme corps. L'ostéolyse peut entrainer des complications ultérieures y compris le descellement,
nécessitant une explantation et le remplacement de composants prothétiques.

De trés petites particules provenant de composants métalliques et en polyéthyléne peuvent se détacher
des composants pendant une utilisation normale au cours du temps. Bien que la plupart de ces débris
particulaires restent dans I'articulation concernée (c.-a-d contenus dans le liquide synovial) ou sont
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piégés dans le tissu cicatriciel environnant, certaines particules microscopiques peuvent migrer dans
d'autres parties du corps. Des questions restent actuellement sans réponse en ce qui concerne les
débris et particules microscopiques pouvant étre produites par ces composants. Il a été démontré que
des particules microscopiques peuvent migrer dans le corps et & l'occasion peuvent s'accumuler dans les
ganglions lymphatiques et dans d'autres parties du corps. Bien qu'aucune complication médicale notable
n'ait été signalée suite a la présence de ces particules, leur migration et/ou leur accumulation dans le
corps ont été décrits dans la littérature. Etant donné que les patients munis de ces dispositifs ont été
suivis pendant une période de temps insuffisante et étant donné que ces dispositifs sont actuellement
utilisés chez des jeunes patients et qu'ils restent dans le corps pendant des périodes de temps de plus
en plus longues, les effets de ces particules a long terme, s'il y en a, ne sont pas connus. Les effets a
long terme font I'objet de théories dont :

- Cancer : Il n'existe actuellement aucune preuve scientifique liant les débris particulaires
métalliques ou en polyéthyléne an cancer. Toutefois, cette possibilité ne peut pas étre écartée.

- Lymphadénopathie et ions dans d'autres tissus ou organes du corps :
L'accumulation de débris particulaires dans les ganglions lymphatiques (proximaux et distaux)
a été rapportée a plusieurs reprises. Bien qu'aucune complication médicale ou processus
pathogénique n'ait été signalé comme faisant suite & ces accumulations, leur existence doit
étre reconnue pour faciliter le diagnostic et éviter la confusion avec des Iésions douteuses,
cancéreuses ou autres.

- Maladie systémique : Des hypothéses ont été émises concernant le rapport entre la migration
des débris et des effets systémiques non précisés a ce jour. Il est possible que certains effets
a long terme soient démontrés dans I'avenir, mais étant donné que les données scientifiques
indiquant une association entre la migration des débris particulaires et les maladies systémiques
sont rares, les avantages de ces dispositifs sont considérés comme I'emportant largement sur les
risques potentiels de tels effets théoriques & long terme.

Interaction avec I'imagerie de résonance magnétique

@ Les protheses du genou Triathlon n'ont pas été évaluées en termes de sécurité et compatibilité dans un
environnement de résonance magnétique. Les prothéses du genou Triathlon n'ont pas été évaluées en termes
de réchauffement ou migration dans un environnement de résonance magnétique.

Stérilisation

Ce composant de prothese totale du genou a été stérilisé par rayonnement gamma ou par plasma de
peroxyde d'hydrogene. Se référer a I'étiquette du produit pour la méthode de stérilisation.

Avant ouverture, vérifier I'intégrité du conditionnement de la barriére stérile de chaque produit. En cas de
dommage quelconque, le produit doit &tre considéré comme non stérile. Des protheses d'essai spéciales
sont disponibles afin d'éviter I'ouverture du conditionnement stérile avant I'tilisation de son contenu.

Prendre les mesures nécessaires pour éviter toute contamination du composant. En cas de
contamination, le produit doit étre éliminé.

Sile conditionnement a été ouvert et le produit non utilisé, ne pas restériliser le composant qui doit étre
éliminé ou renvoyé au fournisseur.

Le dispositif ne doit pas étre utilisé aprés la date d'expiration figurant sur I'étiquette, car le
conditionnement ne peut pas étre validé au-dela de cette date.

Les dispositifs a utilisation uniques ne peuvent pas étre explantés et ensuite réimplantés car les forces
physiques exercées par ces actions peuvent compromettre lintégrité physique, les dimensions et/ ou la
finition de la surface des dispositifs. De méme, la stérilité ne peut pas étre assurée pour les dispositifs

réutilisés car les procédures de nettoyage et de re-stérilisation n'ont pas été vérifiées.

ATTENTION : EN VERTU DE LA LOI FEDERALE (USA) LA VENTE DE CE DISPOSITIF EST

STRICTEMENT RESERVEE A UN MEDECIN OU SUR SON ORDRE.

AVERTISSEMENT : Les composants dont ['étiquette indique « Pour utilisation cimentée uniquement »

doivent étre implantés uniquement a l'aide de ciment osseux.
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Stryker Corporation, ses services ou autres filiales détiennent, utilisent ou ont déposé la ou les marques
commerciales suivantes : Howmedica, Osteonics, Stryker, Triathlon. Toutes les autres marques commerciales
ou de service appartiennent a leurs propriétaires ou détenteurs respectifs.

Se référer & I'étiquette du produit concernant I'état de marquage CE et le fabricant Iégal. Le marquage CE
n'est valide que s'il se trouve aussi sur I'étiquette du produit.

Le tableau suivant donne une liste d'abréviations utilisées pour I'étiquetage des produits Howmedica

Osteonics Corp. :

Terme Abréviation Terme Abréviation
Code Alpha ALPH CDE Cou NK
Angle ANG Décalage OFFST
Degré DEGor ® Diametre externe oD
Diametre DIA Droit RT »
Extra Profond XDP Orifices de vis SCRHLS
Extra Large XLGE Coté SDE
Extra Petit XSM Taille SZE
Téte HD Petit SM
Hauteur HT Standard STD
Diamétre Interne D Cone TPR
@ Insert INSR Epaisseur THKNS
Large LGE Type TYP
Gauche <« LFT Avec W/
Longueur LNTH Sans W/0
Médium MED

"
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Deutsch
GEBRAUCHSINFORMATION TRIATHLON TRITANIUM TOTALKNIE VON HOWMEDICA OSTEONICS

Beschreibung

Die Totalkniesysteme von Howmedica Osteonics Corp. umfassen die Triathlon Tritanium Basisplatte,

die zur Verwendung mit den Femurkomponenten, Tibiaeinsatzen und Patellakomponenten des Triathlon
Primarkniesystems zum totalen rekonstruktiven Ersatz des Kniegelenks vorgesehen sind. Die spezifischen
Eigenschaften der einzelnen Produkte sind ausfiihrlich auf den jeweiligen Produktetiketten beschrieben. Die
Triathlon Tritanium Basisplatte ist fiir zementfreie und zementierte Anwendungen indiziert.

Femurkomponenten: Die Triathlon Tritanium Basisplatte ist mit den Triathlon Kreuzband erhaltenden (CR) und
den Kreuzband ersetzenden (posterior stabilisiert — PS) Designs kompatibel.

Tibiakomponenten: Die Triathlon Tritanium Basisplatte ist mit Triathlon Tibiaeinsétzen in einem Kreuzband
erhaltenden (CR), posterior stabilisierenden (PS) und kondylér stabilisierenden (CS) Design kompatibel. Die
Tibiaeinsétze sind in verschiedenen Stérken und mit unterschiedlichen Beweglichkeitsbegrenzungen erhéltlich.

Hinweis: Der Triathlon Tritanium Basisplatte liegt ein Impaktorpad bei. Das Impaktorpad wird nur wahrend des
Einschlagens verwendet und muss nach dem Einschlagen verworfen werden. Es ist nicht zur Implantation
vorgesehen.

Patellakomponenten: Patellakomponenten fiir den Oberflachenersatz sind in Vollkunststoff als symmetrisches
und asymmetrisches Design oder metallgefiittert erhéltlich. Die Verwendung einer Patellakomponente ist
optional. Die Triathlon Tritanium Basisplatte ist mit allen Triathlon Patellakomponenten kompatibel.

Werkstoffe
+  ASTM F-75 Kobaltchromlegierung Femurkomponenten
@ +  ASTM F-90 Kobaltchromlegierung Feststelldraht fiir Tibiaeinsétze
+  ASTM F-1537 Kobaltchromlegierung Femurklammern
+  ASTM F-136 Titanlegierung Tibiakomponenten
+  ASTM F-67 CP Titan Tibiakomponenten
+  ASTM F-1185 Calciumphosphat Femurkomponenten, Patellakomponenten
+ ASTM F-648 Polyethylen mit ultrahohem Tibiagleitflacheneinsatze, Patellakomponenten
Molekulargewicht
Indikationen

Allgemeine Totalkniearthroplastik (TKR) Indikationen:

+  Schmerzhafte und behindernde Kniegelenkserkrankungen als Folge von: nichtentziindlicher,
degenerativer Gelenkerkrankung (einschlieRlich Osteoarthrose, traumatische Arthritis und avaskularer
Nekrose), rheumatoider oder posttraumatischer Arthritis.

+  Posttraumatischer Verlust von Struktur und Funktionsfahigkeit des Kniegelenks.

+  MaRige Varus-, Valgus- oder Flexionsdeformation, bei der die Ligamentstruktur wieder funktionsfahig und
stabil gemacht werden kann.

. Revision eines friiheren, nicht erfolgreichen Knieersatzes oder eines anderen Eingriffs.

+  Fraktur des distalen Femurs und/oder der proximalen Tibia, die nicht mit Standardtechniken der
Frakturversorgung stabilisiert werden kann.

Die Triathlon Tritanium Basisplatte ist sowohl fiir den zementfreien als auch fiir den zementierten
Einsatz indiziert.
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Zusiétzliche Indikationen fiir posterior stabilisierte (PS) Komponenten:

Instabile Banderstruktur, die den Einsatz von Gleitflachen mit Oberflachengeometrien mit stérkerer
Beweglichkeitseinschrénkung erfordert.

Fehlendes oder funktionsuntiichtiges hinteres Kreuzband.
Schwere anterioposteriore Instabilitat des Kniegelenks.

Kontraindikationen

Akute oder vermutete latente Infektion des Kniegelenks oder seiner Umgebung.

Entfernte Infektionsherde, welche die hamatogene Ausbreitung auf das Implantationsgebiet verursachen
kénnen.

Psychische oder neuromuskulére Storungen, welche ein inakzeptables Risiko fiir Stabilitét oder Fixierung
der Prothese oder fiir Komplikationen bei der postoperativen Nachsorge darstellen.

Durch Krankheiten, Infektionen oder friihere Implantationsversuche beeintrachtigte Knochensubstanz, die
fiir die Prothese keinen ausreichenden Halt bzw. keine ausreichende Fixierungsmdglichkeit bietet.

Unterentwickeltes Skelett.
Starke Labilitat des Kniegelenks infolge fehlender seitlicher Kreuzbandintegritat und -funktionstichtigkeit.

Ubergewicht. Bei ibergewichtigen bzw. adipdsen Patienten knnen Belastungen der Prothese auftreten,
in deren Folge die Fixierung nachgibt oder auch die ganze Prothese versagt.

Vorsichtsmanahmen

Chirurgen missen die Patienten iber die Kurz- und Langzeiteinschrankungen dieses Eingriffs aufklaren,
sowie der Notwendigkeit, das Implantat bis zur ausreichenden Fixierung und Heilung vor voller Belastung
zu schiitzen. UbermaRige Aktivitaten und Trauma, welche den Hiiftersatz beeintréchtigen, konnen

durch Lockerung, Fraktur und/oder Abnutzung der Implantate zu einem Versagen der Rekonstruktion
fiihren. Lockerung der Komponenten kann zu erhohter Produktion von Abnutzungspartikeln sowie einer
Knochenschadigung fiihren und eine erfolgreiche Revision erschweren.

Chirurgen miissen die Patienten darauf hinweisen, ihre Aktivitaten einzuschrénken, den Hiiftersatz vor
unzumutbarer Belastung zu schiitzen und den Anweisungen des Arztes hinsichtlich Nachsorge und
Nachbehandlung zu folgen.

Patienten sind vom Chirurgen tber mogliche unerwiinschte Ereignisse einschlieRlich der begrenzten
Lebensdauer der Prothese und der Notwendigkeit der postoperativen Schonung des Implantats zu
informieren. Patienten sollten vom Operateur darauf hingewiesen werden, dass das Implantat nicht die
Flexibilitat, Beanspruchbarkeit, Zuverlassigkeit und Widerstandsfahigkeit eines gesunden Knochens
repliziert und dass es brechen oder beschadigt werden kann, besonders nach Anstrengung oder Trauma.

Die Wahl der richtigen Komponenten fiir eine Knietotalprothese sowie ihre richtige Platzierung und
Fixierung sind entscheidende Faktoren fiir die Lebensdauer der Prothese. Eine Vielzahl biologischer,
biomechanischer und anderer duBerer Faktoren kann die Haltbarkeit dieser - wie aller anderen -
Prothesen negativ beeinflussen. Die konsequente Beachtung aller Indikationen, Kontraindikationen,
VorsichtsmaBnahmen und Warnhinweise zu diesem Produkt ist daher fiir einen optimalen, anhaltenden
Erfolg von groRter Bedeutung.

Anwendung und Implantation

Zur GréRenbestimmung, Probeeinrichtung und Festlegung des Bewegungsbereichs sind die
empfohlenen Probekomponenten zu verwenden, damit die eigentlichen Implantate in ihren sterilen
Verpackungen unversehrt bleiben.

Zur préoperativen Bestimmung von KomponentengréRe und -ausfiihrung sind Rontgenschablonen
erhaltlich.

Es muss darauf geachtet werden, alle Knochensplitter, Knochenzementfragmente und Metallpartikel aus
dem Implantationsbereich zu entfernen, um das Risiko einer durch Trimmerpartikel induzierten erhohten
Abnutzung der Gelenkoberflachen zu reduzieren.

13

‘Print Date: Dec 12, 2013 21:25:41 GMT@

iGN Release Date: Apr 30, 2013 1:15:565 BMew



@

Weitere Informationen zur Operationstechnik finden sich in den chirurgischen Protokollen von
Howmedica Osteonics Corp.
Spezifische Hinweise zur Produktkompatibilitt finden sich auf dem Verpackungsetikett. Im Allgemeinen
gilt Folgendes:

- PS Femurkomponenten nur mit PS Tibiagleitflachen verwenden.

- CR Femurkomponenten nur mit CR Tibiagleitflachen verwenden.

- Bei CS Tibiagleitflachen entweder PS oder CR Femurkomponenten verwenden.

Informationen fiir Patienten

Der Chirurg muss den Patienten tber die Kurz- und Langzeiteinschrankungen dieses Eingriffs aufkléren,
sowie der Notwendigkeit, bis zur ausreichenden Fixierung und Heilung das Implantat vor voller Belastung
zu schiitzen. UbermaRige Aktivitaten und Trauma, welche den Hiiftersatz beeintréchtigen, konnen

durch Lockerung, Fraktur und/oder Abnutzung der Implantate zu einem Versagen der Rekonstruktion
fiihren. Lockerung der Komponenten kann zu erhohter Produktion von Abnutzungspartikeln sowie einer
Knochenschadigung fiihren und eine erfolgreiche Revision erschweren.

Der Chirurg muss Patienten darauf hinweisen, ihre Aktivitaten einzuschranken, den Hiiftersatz vor
unzumutbarer Belastung zu schiitzen und den Anweisungen des Arztes hinsichtlich Nachsorge und
Nachbehandlung zu folgen.

Der Chirurg muss den Patienten Uber operative Risiken und Nebenwirkungen aufklaren. Der Chirurg
muss dem Patienten deutlich machen, dass die Prothese nicht die Leistung eines normalen, gesunden
Knochens erbringen kann, dass das Implantat infolge belastender Aktivitat oder Trauma brechen oder
beschadigt werden kann und dass die Prothese iiber eine begrenzte Lebensdauer verfiigt und unter
Umstanden nach einer gewissen Zeit ersetzt werden muss.

Es kann zu einer voriibergehenden Bakteridmie kommen. Zahnbehandlungen, endoskopische
Untersuchungen oder kleinere chirurgische Eingriffe wurden ebenfalls mit transienter Bakteridmie in
Verbindung gebracht. Um eine Infektion an der Implantationsstelle zu verhindern, kann es ratsam sein,
vor und nach solchen Eingriffen eine Antibiotikaprophylaxe anzuordnen.

Warnhinweise

Beschédigte oder fehlerhafte Komponenten verwerfen.

Implantate niemals wieder verwenden, auch wenn sie unbeschédigt erscheinen.

Das Impaktorpad nicht implantieren. Das Impaktorpad nur wahrend des Einschlagens der
Tibiakomponente verwenden. Sofort nach dem Impaktieren entfernen und verwerfen.

Polierte Gleitflachen diirfen nicht mit harten oder scheuernden Oberfléchen in Kontakt kommen.

Die Gleitflachen miissen vor dem Zusammenbau sauber und frei von Geweberesten sein.

Verformen oder Verbiegen der Komponenten kann zu Materialermiidung und zum Versagen bei
Belastung fiihren.

Der metallene Sicherungsdraht am Gleitflacheneinsatz dient der Sicherung der zusammengesetzten
Prothese und darf nicht bewegt oder entfernt werden. Tibiagleitflacheneinsétze, bei denen der metallene
Sicherungsdraht beschadigt oder verbogen erscheint, sind zu verwerfen. Jegliche Veranderung des
Sicherungsrings kann zu einer Fehlfunktion des Sicherungsmechanismus fiihren.

Beim Umgang mit scharfkantigen orthopadischen Prothesen ist darauf zu achten, dass die
Operationshandschuhe nicht beschédigt werden.

Sofern nicht anders angegeben, rat Howmedica Osteonics Corp. dringend davon ab,
Totalkniekomponenten anderer Hersteller zusammen mit Totalkniekomponenten von Howmedica
Osteonics einzusetzen. Howmedica Osteonics Corp. lehnt jede Verantwortung fiir die Funktionsfahigkeit
einer sich daraus ergebenden Mischkomponentenprothese ab.

Howmedica Osteonics Corp. rat dringend davon ab, Knochenschrauben anderer Hersteller zusammen
mit Totalkniekomponenten von Howmedica Osteonics einzusetzen, da es unterschiedliche Auslegungen
von Schraubenkopfen und -versenkungen gibt.
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+  Totalkniekomponenten kénnen durch vorsichtige Anwendung von Knochenfrésen, diinnen, schmalen
Osteotomen und Zugkraft explantiert werden.

+  Absichtliche Entfernung des Kunststoff-Tibiaeinsatzes nach seiner Befestigung in der Basisplatte aus
Metall filhrt zu dessen Zerstorung. Bei einer Entfernung des Einsatzes ist darauf zu achten, dass die
Oberflache der Tibiabasisplatte nicht zerkratzt oder beschadigt wird.

+ Verpackungen, deren Sterilverschliisse defekt erscheinen, an den Handler zuriickgeben. Nicht
resterilisieren.

Magliche Folgeerscheinungen

+  Die Lebensdauer der Komponenten von Knietotalprothesen ist schwer zu bestimmen, jedoch immer
begrenzt. Diese Komponenten sind aus Fremdstoffen hergestellt, die in den Kérper implantiert werden,
um die Bewegungsfahigkeit moglichst wiederherzustellen bzw. um Schmerzen zu lindern. Diese
Einheiten unterliegen zahlreichen biologischen, mechanischen und physikochemischen Faktoren, deren
Untersuchung in vivo sich verbietet. Man kann daher nicht davon ausgehen, dass diese Komponenten
auf unbegrenzte Zeit die Aktivitadten und Belastungen normaler gesunder Knochen aushalten. Chirurgen
missen Patienten dahingehend beraten, keine unrealistischen Erwartungen beziglich der Lebensdauer
des Implantats zu haben.

. Unangebrachte Aktivititen des Patienten, Trauma und andere biomechanische Faktoren kdnnen eine
Luxation der Femur-, Tibia- bzw. Patellaprothese verursachen.

+  Eskann vorkommen, dass sich die Komponenten einer Knietotalprothese lockern. Mdgliche Ursachen
fiir eine friihe mechanische Lockerung sind nicht ausreichende Fixierung bei der Implantation, latente
Infektionen, verfriihte Belastung der Prothese, fehlerhafte Ausrichtung der Komponenten oder Trauma.
Mégliche Ursachen fiir eine spater auftretende Lockerung sind Trauma, Infektionen, biologische
Komplikationen einschlieBlich Osteolyse oder mechanische Probleme, was zu Knochenschwund und/
oder Schmerzen fiihren kann.

+ Ineinem geringen Prozentsatz aller Falle ist ein Bruch der Kniekomponenten, einschlieflich der
@ Tibia-, Femur- und Patellakomponenten, als Folge von Materialermiidung eingetreten. Der Bruch einer @
Kniekomponente kann das Resultat einer unzureichenden Stiitzung der Komponente durch den darunter
liegenden Knochen oder einer schlechten Fixierung der Komponente sein.

+  Periphere Neuropathien, Nervenschaden, Kreislaufstorungen und heterotope Ossifikation konnen
gelegentlich auftreten.

+  Jeder Eingriff dieses Umfangs birgt das Risiko ernster Komplikationen. Zu diesen Komplikationen
gehdren vor allem Storungen des Urogenitalsystems, des Magen-Darm-Trakts, der BlutgeféRe (einschl.
Thrombosen), des Bronchopulmonalsystems (einschl. Embolien), Myokardinfarkt und Tod.

+  Gelegentlich kommt es zur Abnutzung der Polyethylenkomponenten, die in der Literatur mit dem
Auftreten von Knochenresorption, Lockerung und Infektion in Verbindung gebracht wurde.

+  Essind nach Gelenkersatz gelegentlich Empfindlichkeitsreaktionen auf Metall gemeldet worden.

+  Negative Folgeerscheinungen machen u. U. eine emeute Operation, Revision, die Arthrodese des
betroffenen Gelenks und/oder eine GliedmaRenamputation erforderlich.

+  Weichteilunausgewogenheit und/oder -schlaffheit wurde mit einer fehlerhaften Ausrichtung der
Komponenten in Verbindung gebracht, was zu einer friihen Abnutzung und/oder einem Versagen des
Implantats fiihren kann.

+  Wie bei allen Endoprothesen kann es aufgrund von Fremdkérperreaktionen gegen Zement-,
Metall-, UHMWPE- und/oder Keramikpartikel in der Umgebung der Prothesenkomponenten zu
asymptomatischer, lokalisierter progressiver Knochenresorption (Osteolyse) kommen. Partikel konnen
sich durch Interaktion der Komponenten mit dem Knochen und mit anderen Komponenten bilden,
insbesondere durch Abnutzungsvorgénge wie Adhasion, Abrieb und Materialermiidung. AuRerdem
kénnen sich Partikel durch wiederholten Kontakt mit Drittmaterialien Idsen. Osteolyse kann im Laufe
der Zeit zu Komplikationen wie etwa Lockerung der Prothese fiihren, was eine Explantation und das
Ersetzen von Prothesenkomponenten erforderlich macht.
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Es ist bekannt, dass die Metall- und Polyethlyenkomponenten wéahrend des normalen Gebrauchs im
Laufe der Zeit sehr kleine Partikel abstoRen kdnnen. Der groRte Teil dieser Materialtrimmer bleibt im
jeweiligen Gelenk (z. B. von der Synovialis eingeschlossen) oder wird vom umgebenden Narbengewebe
festgehalten, doch ist es mdglich, dass mikroskopische Teilchen aus dem Gelenk in andere Teile des
Korpers gelangen. Es gibt derzeit noch unbeantwortete Fragen hinsichtlich der Materialtrimmer und
mikroskopischen Teilchen, die von diesen Komponenten erzeugt werden kdnnen. Es wurde gezeigt, dass
mikroskopische Triimmerteilchen durch den ganzen Korper wandern kénnen, und gelegentlich wurde von
Ansammlungen in den Lymphknoten und anderen Korperteilen berichtet. Bisher liegen keine Berichte
Uiber signifikante medizinische Komplikationen infolge dieser Partikel vor, doch ihre Migration und/oder
Ansammlung im Kérper wurde in der Literatur beschrieben. Angesichts der kurzen Zeitrdume, iiber

die Patienten mit diesen Implantaten beobachtet wurden, sowie der Tatsache, dass diese Implantate
gegenwartig bei jlingeren Patienten eingesetzt werden und zunehmend Ianger im Korper verbleiben,

ist festzustellen, dass die etwaigen Langzeitwirkungen dieser Partikel nicht bekannt sind. Zu den
theoretischen Langzeitwirkungen gehdren u. a.:

- Krebs: Derzeit liegen keine wissenschaftiichen Beweise fiir eine Verbindung zwischen Metall-
odea Polyethylentrimmern und Krebs vor. Die Mdglichkeit kann jedoch nicht ausgeschlossen
werden.

- Lymg g und A in andk Gewebe bzw. anderen Organen:

Es liegen einige wenige Berichte tiber die Ansammlung von verschleifbedingten Trimmern
in Lymphknoten (proximal und distal) vor. Obwohl keine medizinischen Komplikationen oder
Krankheitsverldufe auf diese Ansammlungen zuriickgefiihrt wurden, muss ihre Anwesenheit
erkannt werden, um die Diagnose zu erleichtern und eine Verwechslung mit verdachtigen
Lasionen, karzinomatds oder nicht, zu vermeiden.

- Systemerkrankung: Es gibt einige Spekulationen tber einen méglichen Zusammenhang
zwischen der Migration von Materialtriimmern und noch nicht spezifizierten systemischen
Auswirkungen. Es ist méglich, dass irgendwann in der Zukunft bestimmte Langzeitauswirkungen
nachgewiesen werden, doch angesichts des Mangels an wissenschaftiichen Daten, die auf eine
Verbindung zwischen der Migration von Materialtrimmern und Systemerkrankung hinweisen, wird
angenommen, dass die Vorteile dieser Implantate die moglichen Risiken solcher theoretischen
Langzeitwirkungen klar Gberwiegen.

irkung mit der Kernspi afie

Das Triathlon Kniesystem wurde nicht auf Sicherheit und Kompatibilitét im MRT-Umfeld evaluiert. Das Triathlon
Kniesystem wurde nicht auf Erwarmung oder Migration im MRT-Umfeld getestet.

Sterilisierung

Diese Totalkniekomponente wurde mit Gamma-Strahlung oder Hydrogenperoxid-Plasma sterilisiert. Das
Sterilisierverfahren ist auf dem Verpackungsetikett angegeben.

Vor dem Offnen einer Sterilpackung ist die Verpackung grundsétzlich auf eventuelle Beschadigungen des
Sterilschutzes zu priifen. Bei Vorliegen einer Beschadigung ist das Produkt als unsteril zu betrachten.
Zur Vermeidung einer auch teilweisen vorzeitigen Offnung der Sterilverpackung vor der Verwendung der
betreffenden Komponente sind spezielle Probeprothesen verfiigbar.

Jede Kontaminierung der Komponenten ist zu vermeiden. Kontaminierte Komponenten sind zu
verwerfen.

Unbenutzte Produkte in gedffneten Packungen auf keinen Fall ereut sterilisieren, sondern wegwerfen
oder an den Handler zurlickgeben.

Das Implantat nicht nach dem auf dem Etikett angegebenen Verfallsdatum verwenden, da die
Verpackung nicht Uiber dieses Datum hinaus validiert wurde.

Einmalprodukte kdnnen nicht explantiert und anschlieBend reimplantiert werden, da die durch
diese Verfahren ausgeiibten physikalischen Krafte die physikalische Integritat, Abmessungen und/
oder Oberflachenausfiihrungen der Implantate beeintrachtigen konnen. Dartiber hinaus kann

fiir wieder verwendete Implantate keine Sterilitét gewahrleistet werden, da Reinigungs- und
Resterilisationsverfahren nicht verifiziert wurden.
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ACHTUNG:  NACH US-BUNDESGESETZ DARF DIESE VORRICHTUNG NUR VON EINEM ARZT ODER
AUF VERORDNUNG EINES ARZTES VERKAUFT WERDEN.

WARNUNG:  Komponenten, die mit "Nur mit Zementierung verwenden" gekennzeichnet sind, diirfen nur mit
Knochenzement implantiert werden.

Stryker Corporation, seine Unternehmensbereiche oder andere, dem Unternehmen angeschlossene Einheiten
sind Eigenttmer, verwenden oder haben folgende Marken beantragt: Howmedica, Osteonics, Stryker,
Triathlon. Alle anderen Marken oder Dienstleistungsmarken sind Marken und Dienstleistungsmarken der
entsprechenden Eigentiimer oder Inhaber.

@

Den Status der CE-Kennzeichnung sowie den Hersteller finden Sie auf dem Produktetikett. Die
CE-Kennzeichnung ist nur dann giltig, wenn sie ebenfalls auf dem Produktetikett erscheint.

Die folgende Tabelle enthélt eine Liste mit Abkiirzungen, die von Howmedica Osteonics Corp. fiir die

Produktetikettierung verwendet wird:

Abkiirzung Bezeichnung Abkiirzung Bezeichnung
Alpha-Code ALPH CDE Hals NK
Winkel ANG Versetzt OFFST
Grad DEG or ° AuRendurchmesser oD
Durchmesser DIA Rechts RT P
Extratief XDP Bohrungen SCRHLS
Extragro XLGE Seite SDE
@ Extraklein XSM Grofe SZE
Kopf HD Klein SM
Hohe HT Standard STD
Innendurchmesser ID Konus TPR
Einsatz INSR Dicke THKNS
GroB LGE Typ TYP
Links <« LFT Mit w/
Lénge LNTH Ohne W/O
Mittel MED
17
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Italiano

ARTROPLASTICA TOTALE DEL GINOCCHIO TRIATHLON TRITANIUM DI HOWMEDICA OSTEONICS -
ISTRUZIONI PER L'USO

Descrizione

| sistemi di artroplastica totale del ginocchio Howmedica Osteonics Corp. comprendono la base Triathlon
Tritanium, progettata per essere utilizzata con i componenti femorali, gli inserti tibiali e i componenti

patellari del sistema di artroplastica primaria del ginocchio Triathlon per la sostituzione ricostruttiva totale
dell'articolazione del ginocchio. Le caratteristiche specifiche di ogni dispositivo sono descritte in maniera
particolareggiata sull'etichetta del prodotto. La base Triathlon Tritanium & indicata sia per le applicazioni senza
cemento, sia per quelle con cemento.

Componenti femorali: La base Triathlon Tritanium & compatibile con i modelli Triathlon per la ritenzione del
legamento crociato (CR) e per il sacrificio del legamento crociato (stabilizzato posteriormente - PS).

Componenti tibiali: La base Triathlon Tritanium & compatibile con gli inserti tibiali Triathlon nei modelli per la
ritenzione del legamento crociato (CR), stabilizzato posteriormente (PS) e con stabilizzazione condilare (CS).
Gli inserti tibiali sono disponibili in vari spessori e con diversi gradi di costrizione.

Nota: la confezione della base Triathlon Tritanium contiene un cuscinetto impattatore, che deve essere
utilizzato esclusivamente nella fase di collimazione della base tibiale e deve essere smaltito una volta
completata tale operazione. Il cuscinetto impattatore non € destinato all'impianto.

Componenti patellari: | componenti patellari di rivestimento sono disponibili nei modelli completamente in
plastica simmetrici e asimmetrici e con rinforzo metallico. L'uso di un componente patellare & opzionale. La
base Triathlon Tritanium & compatibile con tutti i componenti patellari Triathlon.

Materiali

@ +  Lega di cromo-cobalto ASTM F-75 Componenti femorali @
+  Lega di cromo-cobalto ASTM F-90 Filo di bloccaggio per inserti tibiali
+  Lega di cromo-cobalto ASTM F-1537 Perni femorali
+  Lega di titanio ASTM F-136 Componenti tibiali
+  Titanio CP ASTM F-67 Componenti tibiali
+  Fosfato di calcio ASTM F-1185 Componenti femorali, componenti patellari

+  Polietilene ad altissimo peso molecolare Inserti di supporto tibiale, componenti patellari
(UHMWPE) ASTM F-648

Indicazioni

Indicazioni per I'artroplastica totale generale del ginocchio (TKR):

+  Patologia dolorosa e invalidante dell'articolazione del ginocchio dovuta a: artropatia degenerativa
dell'articolazione non infiammatoria (comprese osteoartrite, artrite traumatica o necrosi avascolare),
artrite reumatoide o artrite post-traumatica.

+  Perdita post-traumatica della configurazione e della funzione dell'articolazione del ginocchio.

. Varo, valgo o deformita di flessione moderati, tali da consentire di restituire funzione e stabilita adeguate
alle strutture legamentose.

+  Revisione di un precedente insuccesso di artroplastica totale del ginocchio o di altre procedure.

+  Frattura del femore distale e/o della tibia prossimale che non puo essere stabilizzata dalle tecniche
standard di gestione delle fratture.

La base Triathlon Tritanium é indicata per I'uso sia senza cemento, sia con cemento.
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Ulteriori indicazioni per i componenti stabilizzati posteriormente (PS):

+  Instabilita legamentosa che richieda geometrie di superficie di supporto dellimpianto con maggiore grado
di costrizione.

+  Legamento crociato posteriore assente o non funzionante.

+  Crave instabilita anteroposteriore dell'articolazione del ginocchio.

Controindicazioni
. Qualsiasi infezione latente, attiva o sospetta, nell'articolazione del ginocchio o nella zona circostante.
+  Focolai di infezioni distanti (che possono provocare diffusione ematogena al sito dell'impianto).

+ Qualsiasi problema psichico o neuromuscolare che possa comportare un rischio inaccettabile di
instabilita della protesi, mancato fissaggio della protesi o complicanze postoperatorie.

+  Struttura ossea compromessa da patologia, infezione o impianto precedente e pertanto incapace di
fornire adeguato sostegno e/o fissaggio alla protesi.

+  Immaturita scheletrica.

+  Grave instabilita dell'articolazione del ginocchio dovuta a mancata integrita e funzione del legamento
collaterale.

+  Obesita. Un paziente che sia sovrappeso o obeso puo gravare la protesi di un carico capace di
provocare il mancato fissaggio dellimpianto o il fallimento dell'impianto stesso.

Precauzioni

+ | chirurghi devono awvisare i pazienti delle limitazioni della ricostruzione e della necessita di proteggere
limpianto da eccessivi carichi fino a quando non sia avvenuto un adeguato fissaggio e guarigione.
E stato dimostrato che un'eccessiva attivita o traumi subiti dallimpianto sono fattori responsabili del
fallimento di un intervento ricostruttivo per allentamento, frattura e/o usura dellimpianto protesico.
L'allentamento dei componenti protesici pud portare ad una maggiore produzione di particelle dovute
all'usura, oltre a danni all'osso stesso, che renderebbero piu difficile la riuscita dell'operazione chirurgica
di revisione.

+ | chirurghi devono consigliare ai pazienti di limitare I'attivita fisica e di proteggere I'articolazione sostituita
da eccessivi e irragionevoli sforzi e di seguire le istruzioni del medico per quanto concerne le cure di
follow-up.

+ | chirurghi dovranno segnalare ai pazienti i potenziali effetti avversi, incluso il fatto che il dispositivo ha
una durata non infinita e che sara necessaria una protezione postoperatoria dell'impianto. Il chirurgo
deve avvertire i pazienti del fatto che il dispositivo non puo riprodurre la flessibilita, la robustezza,
I'affidabilita o la durata di un'articolazione sana e normale, che I'impianto potrebbe anche rompersi o
essere danneggiato come conseguenza di un'eccessiva attivita o di traumi.

+  Scelta, sistemazione e fissaggio opportuni dei componenti dell'artroplastica totale del ginocchio sono
fattori critici che incidono sulla durata dell'impianto. Come per tutti gli impianti protesici, la durevolezza
di tali componenti puo essere compromessa da numerosi fattori biologici, biomeccanici e di carattere
estrinseco, che ne limitano il rendimento. Di conseguenza, & importante attenersi rigorosamente alle
indicazioni, controindicazioni, precauzioni e avvertenze di questo prodotto, onde prolungare al massimo
la durata dellimpianto.

Utilizzo e impianto

* | componenti di prova raccomandati devono essere usati per determinare la misura, per effettuare
una riduzione di prova e per valutare il raggio di movimento, conservando in tale modo l'integrita degli
impianti definitivi, nonché la sterilita della confezione.

+ | modelli radiografici sono disponibili come ausilio nella pianificazione preoperatoria relativa alle
dimensioni e al tipo dei componenti.

. Fare particolare attenzione nella rimozione di frammenti d'osso, frammenti di cemento e detriti metallici
dal sito dell'impianto onde ridurre il rischio di presenza di detriti che accelerino l'usura delle superfici
articolari dell'impianto.
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| protocolli chirurgici di Howmedica Osteonics Corp. forniscono ulteriori informazioni sulle procedure.
Consultare I'etichetta del prodotto per la compatibilita specifica del prodotto. In linea generale valgono i
seguenti criteri:

- Utilizzare componenti femorali PS esclusivamente con supporti tibiali PS

- Utilizzare componenti femorali CR esclusivamente con supporti tibiali CR

- Utilizzare componenti femorali PS o CR con supporti tibiali CS

Informazioni per i pazienti

Il chirurgo deve avvisare il paziente delle limitazioni della ricostruzione e della necessita di proteggere
limpianto da eccessivi carichi fino a quando non siano avvenuti un fissaggio e una guarigione adeguati.
E stato dimostrato che un'eccessiva attivita o traumi subiti dallimpianto sono fattori responsabili del
fallimento di un intervento ricostruttivo per allentamento, frattura e/o usura dellimpianto protesico.
L'allentamento dei componenti protesici pud portare ad una maggiore produzione di particelle dovute
all'usura, oltre a danni all'osso stesso, che renderebbero piu difficile la riuscita dell'operazione chirurgica
di revisione.

Il chirurgo deve consigliare al paziente di limitare ['attivita fisica e di proteggere I'articolazione sostituita
da eccessivi e irragionevoli sforzi e di seguire le istruzioni del medico per quanto concerne le cure di
follow-up.

Il chirurgo deve avvertire il paziente dei rischi chirurgici e dei possibili effetti avversi. Il chirurgo deve
avvertire il paziente del fatto che la protesi impiantata non é I'equivalente di un‘articolazione sana

e normale, che I'impianto potrebbe anche rompersi o essere danneggiato come conseguenza di
un'eccessiva attivita o di traumi e che I'impianto ha una durata limitata nel tempo e potrebbe aver
bisogno di essere sostituito in futuro.

Una batteriemia transitoria puo verificarsi nel corso della vita di tutti i giorni. Interventi odontoiatrici, esami
endoscopici e altre procedure chirurgiche d'importanza minore sono state associate alle batteriemie
transitorie. Per prevenire infezioni al sito d'impianto, deve essere seguita una profilassi con l'uso di
antibiotici prima e dopo gli interventi che possono dare luogo a batteriemia.

Avvertenze

Eliminare tutti gli impianti danneggiati o maneggiati in modo sbagliato.

Non riutilizzare mai un impianto, anche se pu¢ sembrare non danneggiato.

Non impiantare il cuscinetto impattatore, che deve essere utilizzato esclusivamente nella fase di
collimazione tibiale e deve essere rimosso e smaltito non appena completata tale operazione.

Le zone di supporto lucidate non devono mai entrare in contatto con superfici dure o abrasive.

Le zone di supporto devono essere sempre pulite e libere da detriti prima di iniziare 'assemblaggio.

Il piegamento o I'incurvatura di un impianto possono ridurne la resistenza alla fatica e provocarne il
fallimento sotto carico.

Il filo metallico di ritenzione sullinserto non deve essere maneggiato o rimosso, essendo un elemento
di importanza vitale per la sicurezza della protesi. Se il filo metallico di ritenzione appare danneggiato o
maneggiato in modo sbagliato, I'inserto non deve essere utilizzato. La manomissione di tale sistema pud
causare il malfunzionamento del meccanismo di ritenzione.

Fare attenzione onde evitare di tagliare i guanti chirurgici durante la manipolazione di apparecchi
ortopedici con bordi affilati.

Eccetto quando indicato diversamente, Howmedica Osteonics Corp. sconsiglia vivamente I'utilizzo,
assieme ad un componente Howmedica Osteonics, di un componente per artroplastica totale del
ginocchio di un altro produttore. Tale sostituzione invaliderebbe ogni responsabilita da parte di
Howmedica Osteonics Corp. circa il rendimento dell'impianto formato da componenti misti.

Howmedica Osteonics Corp. raccomanda vivamente di non usare viti per ossa di altri produttori con
alcun componente Howmedica Osteonics per I'artroplastica totale del ginocchio, a causa delle variazioni
esistenti tra la configurazione della testa e quella della sede delle viti.
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La rimozione intenzionale di un componente per I'artroplastica totale del ginocchio pud essere effettuata
utilizzando, con la debita attenzione, lime o osteotomi stretti e sottili e applicando forze di estrazione
molto delicate.

La rimozione intenzionale di un inserto tibiale in polietilene, dopo che sia stato montato sulla base
metallica, provoca la distruzione dell'inserto stesso. Occorre prestare attenzione onde evitare di
ammaccare o scheggiare la superficie della base tibiale durante la rimozione dell'inserto.

Rinviare al fornitore ogni confezione difettosa nel proprio involucro sterile. Non risterilizzare.

Effetti avversi

E difficile prevedere la durata dei componenti per I'artroplastica totale del ginocchio, ma sappiamo che
non & indefinita. Questi componenti sono prodotti con materiali estranei che vengono inseriti all'interno
dell'organismo per il ripristino potenziale della mobilita o la riduzione di condizioni dolorose. A causa
pero dei tanti fattori biologici, meccanici e fisicochimici che hanno effetto su questi dispositivi ma che
non possono essere valutati in vivo, i componenti non possono durare a tempo indefinito con un livello
di attivita e di carico simile a quelli di una struttura ossea sana e normale. | chirurghi devono avvisare il
paziente affinché non nutra aspettative poco realistiche sulla durata del dispositivo.

Puo verificarsi una lussazione della protesi femorale, tibiale o patellare dovuta ad attivita inopportuna del
paziente, trauma o altri fattori di origine biomeccanica.

Puo verificarsi I'allentamento dei componenti dell'artroplastica totale del ginocchio. L'allentamento
meccanico prematuro pud essere dovuto ad un fissaggio iniziale inadeguato, infezione latente,
caricamento prematuro della protesi, cattivo allineamento dei componenti o trauma. Un allentamento
tardivo puo essere conseguenza di trauma, infezione, complicanze biologiche, compresa I'osteolisi, o

di problemi di origine meccanica, con la possibilita di causare successivamente I'erosione del tessuto
0sseo efo dolore.

In una bassa percentuale di casi si € verificata la frattura per fatica dei componenti per l'artroplastica
totale del ginocchio, compresi i componenti tibiale, femorale e patellare. La frattura dei componenti del
ginocchio puo essere conseguenza di un supporto inadeguato del componente da parte della struttura
ossea sottostante o del cattivo fissaggio del componente.

Possono verificarsi neuropatie periferiche, danni ai nervi, problemi vascolari e formazione di tessuto
osseo eterotopico.

Gravi complicanze possono essere associate a qualsiasi intervento chirurgico di artroplastica totale. Tali
complicanze includono (elenco non esaustivo): disturbi genitourinari; gastrointestinali; vascolari, inclusi
trombi; disturbi broncopolmonari, inclusi emboli; infarto del miocardio o decesso.

In passato si € verificato il logorio dei componenti di polietilene e la documentazione medica ha collegato
tale fenomeno a riassorbimento del tessuto osseo, allentamento e infezione.

Sono state riportate reazioni di sensibilita ai metalli in seguito ad interventi di artroplastica sostitutiva.
Alcuni effetti avversi possono richiedere reintervento, revisione, artrodesi dell'articolazione interessata
e/o amputazione dell'arto.

Squilibrio e/o rilassamento dei tessuti molli sono stati collegati a cattivo allineamento dei componenti, con
conseguente possibile usura precoce /o fallimento dell'impianto.

Con tutti gli impianti puo verificarsi il riassorbimento osseo (osteolisi) asintomatico, localizzato e
progressivo intorno ai componenti protesici come conseguenza della reazione dell'organismo ai corpi
estranei e specificamente alla materia particellare del cemento, del metallo, del polietilene ad altissimo
peso molecolare (UHMWPE) e/o della ceramica. La materia particellare & generata dall'interazione

tra i componenti, come pure tra i componenti e 'osso, principalmente attraverso il meccanismo di
usura per adesione, abrasione e sforzo. Secondariamente, la materia particellare puo essere generata
anche da usura per contatto con corpi estranei. L'osteolisi puo portare a complicanze future, compreso
I'allentamento, rendendo quindi necessaria la rimozione e la sostituzione di componenti protesici.

E noto che minuscole particelle di metallo e polietilene possono staccarsi dai componenti durante
un normale utilizzo e nel corso del tempo. Anche se la maggior parte dei detriti rimane nella relativa
articolazione (ad esempio nella sinoviale) o rimane inglobata nel tessuto cicatriziale circostante, particelle
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microscopiche possono spostarsi o migrare all'esterno dell'articolazione in varie parti dell'organismo.
Attualmente esistono domande irrisolte sui detriti e le particelle microscopiche che possono essere
generate da questi componenti. E stato dimostrato che particelle microscopiche di detriti possono
disseminarsi (migrare) nell'organismo e in alcuni casi € stato descritto il loro accumulo in nodi linfatici

e altre parti dell'organismo. Anche se, a oggi, non sono state riferite complicanze mediche significative
quale risultato di queste particelle, la loro migrazione e/o accumulo nell'organismo sono stati descritti in
letteratura. Dato il periodo di tempo insufficiente di follow-up di pazienti con questi dispositivi e poiché
questi dispositivi vengono correntemente usati anche in pazienti pili giovani rimanendo nel corpo per
periodi di tempo sempre pit lunghi, si pud affermare che gli eventuali effetti a lungo termine di queste
particelle sono sconosciuti. Gli effetti a lungo termine concepiti a livello teorico comprendono:

- Cancro: al momento non vi & evidenza scientifica che consenta una correlazione fra detriti
metallici o di polietilene e cancro. Tuttavia, la possibilita non puo essere esclusa.

- Linfoadenopatia e accumulo in altri tessuti/organi: vi sono state alcune segnalazioni di
accumulo di detriti da usura in linfonodi (prossimali e distali). Anche se non sono state riferite
complicanze mediche o processi patologici derivanti da tali accumuli, la loro esistenza deve
essere individuata in modo da facilitare la diagnosi ed evitare confusione con lesioni sospette,
cancerose 0 quantaltro.

- Malattia sistemica: ¢ stata ipotizzata la possibilita di un collegamento fra la migrazione dei detriti
ed effetti sistemici ancora non specificati. E possibile che alcuni effetti a lungo termine possano
essere dimostrati ad un certo punto in futuro, ma poiché esistono pochissimi dati scientifici che
suggeriscano un collegamento fra la migrazione dei detriti e la malattia sistemica, si ritiene che i
benefici di questi dispositivi siano nettamente superiori ai potenziali rischi relativi ad ognuno degli
eventuali effetti teorici a lungo termine.

terazione con I'imaging a ri

Il sistema di artroplastica totale del ginocchio Triathlon non € stato valutato per quanto riguarda la sicurezza

collaudato per quanto riguarda il riscaldamento o la migrazione nellambiente RM.

% e la compatibilita nel’ambiente RM. Il sistema di artroplastica totale del ginocchio Triathlon non € stato

Sterilizzazione

Il presente componente per l'artroplastica totale del ginocchio € stato sterilizzato con raggi gamma o con
plasma gassoso a base di perossido di idrogeno. Consultare I'etichetta della confezione per il metodo di
sterilizzazione.

La confezione di tutti i prodotti sterili deve essere ispezionata prima dellapertura per assicurarsi che la
barriera sterile sia intatta e senza difetti. Se I'involucro si presenta difettoso, il prodotto & da ritenersi non
sterile. Sono disponibili speciali protesi di prova in modo da poter evitare di aprire I'involucro sterile prima
di utilizzare il componente.

Fare particolare attenzione onde evitare di contaminare il componente. Nell'eventualita di
contaminazione, sara necessario eliminare il prodotto.

Se la confezione viene aperta ma il prodotto non viene utilizzato, il componente non deve essere
risterilizzato ma eliminato o rinviato al fornitore.

Il dispositivo non deve essere utilizzato dopo la data di scadenza visualizzata sull'etichetta, in quanto la
confezione non & stata omologata oltre tale data.

| dispositivi monouso non possono essere espiantati e successivamente reimpiantati, in quanto le forze
fisiche esercitate da tali azioni potrebbero compromettere l'integrita fisica, le dimensioni e/o le rifiniture
superficiali dei dispositivi. Inoltre, non € possibile garantire la sterilita per i dispositivi riutilizzati, in quanto
le procedure di pulizia e di risterilizzazione non sono state verificate.

ATTENZIONE: A NORMA DELLA LEGGE FEDERALE STATUNITENSE, QUESTO DISPOSITIVO PUO

ESSERE VENDUTO ESCLUSIVAMENTE DA UN MEDICO O SU ORDINE DI TALE
MEDICO.

AVVERTENZA: | componenti etichettati “Esclusivamente per uso con cemento” devono essere impiantati

esclusivamente con cemento osseo.
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Stryker Corporation (o sue divisioni o altre entita aziendali affiliate) possiede, utilizza o applica i seguenti
marchi di fabbrica: Howmedica, Osteonics, Stryker, Triathlon. Tutti gli altri marchi di fabbrica o di servizio sono
marchi registrati e di servizio dei rispettivi proprietari o titolari.

Fare riferimento all'etichetta del prodotto per lo stato del marchio CE e il produttore legale. Il marchio CE &
valido soltanto se riprodotto anche sull'etichetta del prodotto.

La tabella seguente contiene un elenco delle abbreviazioni inglesi usate nell'etichettatura dei prodotti di
Howmedica Osteonics Corp. :

Termine Abbreviazione Termine Abbreviazione
Codice alfa ALPH CDE Collo NK
Angolo ANG Offset OFFST
Grado DEG or ° Diametro esterno oD
Diametro DIA Destro RT »
Extra profondo XDP Fori di vite SCR HLS
Extra grande XLGE Lato SDE
Extra piccolo XSM Misura SZE
Testa HD Small SM
Altezza HT Standard STD
Diametro interno D Conico TPR
Inserto INSR Spessore THKNS
Large LGE Tipo TYP
Sinistro <« LFT Con W/
Lunghezza LNTH Senza W/O
Medio MED
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Espaiiol

INFORMACION PARA EL USO DE LA ROTULA TOTAL TRIATHLON TRITANIUM DE
HOWMEDICA OSTEONICS

Descripcion
Los sistemas rotulianos totales de Howmedica Osteonics Corp. incluyen la placa de asiento Triathlon
Tritanium, que esta destinada a usarse con los componentes femorales, insertos tibiales y componentes
rotulianos del sistema rotuliano primario Triathlon, para el reemplazo reconstructivo total de la articulacion
de la rodilla. Las caracteristicas especificas para cada dispositivo se detallan en la etiqueta del producto.
La placa de asiento Triathlon Tritanium esta indicada para aplicaciones sin y con cemento.

Componentes femorales: La placa de asiento Triathlon Tritanium es compatible con los disefios de retencion
del ligamento cruciforme Triathlon (CR) y de sacrificio del ligamento (estabilizado posteriormente: PS).

Componentes tibiales: La placa de asiento Triathlon Tritanium es compatible con los insertos tibiales en
un disefio de retencion del ligamento cruciforme (CR), de estabilizacion posterior estabilizada (PS) y de
estabilizacion condilea (CS). Los insertos tibiales estan disponibles en una variedad de grosores y varios
grados de restriccion.

Nota: La placa de asiento Triathlon Tritanium se empaca junto con una almohadilla de impacto. La almohadilla
de impacto debe usarse durante el paso de impacto de la placa de asiento tibial solamente, y debe
desecharse una vez que tal impacto se haya completado. La almohadilla de impacto no estéa destinada para
la implantacion.

Componentes rotulianos: Los componentes de correccion superficial de rétula estan disponibles en disefios
simétricos y asimétricos de material plastico y con refuerzo metalico. El uso de un componente rotuliano
es optativo. La placa de asiento Triathlon Tritanium es compatible con todos los componentes rotulianos
Triathlon.

@ Materiales @
+  Aleacion de cromo cobalto ASTM F-75 Componentes femorales
+  Aleacion de cromo cobalto ASTM F-90 Alambre de traba para insertos tibiales
+  Aleacion de cromo cobalto ASTM F-1537  Clavijas femorales
+  Aleacion de titanio ASTM F-136 Componentes tibiales
+  Titanio CP ASTM F-67 Componentes tibiales
+  Fosfato de calcio ASTM F-1185 Componentes femorales, componentes rotulianos
+  Polietileno de peso molecular ultra alto Insertos de soporte tibial, componentes rotulianos
M F-648
Indicaciones

Indicaciones generales para artroplastia rotuliana total (ART):

+  Enfermedad dolorosa e incapacitante de la articulacion de la rodilla causada por enfermedad articular
degenerativa no inflamatoria (incluso artrosis, artritis traumatica o necrosis avascular), artritis reumatoide
0 artritis postraumatica.

+  Pérdida postraumatica de la configuracion y funcion de la articulacion de la rodilla.

+  Varo, valgo o deformacion de la flexion moderados, en que las estructuras ligamentosas pueden
recobrar una funcion y estabilidad adecuadas.

+  Revision de fracaso de cirugia previa de reemplazo rotuliano o de otro procedimiento.

+  Fractura del fémur distal y/o la tibia proximal, que no puede estabilizarse mediante técnicas normales de
tratamientos para fracturas.

La placa de asiento Triathlon Tritanium esta indicada para el uso sin y con cemento.
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Indicaciones adicionales para los componentes estabilizados posteriormente (PS).

+  Inestabilidad ligamentosa que requiere un implante con geometrias de superficie con mayor restriccion.
+  Ligamento cruciforme posterior ausente o que no funciona.

+  Crave inestabilidad anteroposterior de la articulacion rotuliana.

Contraindicaciones

+  Cualquier infeccion activa o sospecha de infeccion latente en la articulacion rotuliana o tejidos
adyacentes.

+  Focos distantes de infeccion que pudieran causar una difusion hematogena al sitio del implante.

+  Trastorno mental o neuromuscular que cause un riesgo inaceptable de inestabilidad de la prétesis,
pérdida de la fijacion de la protesis o complicaciones durante el cuidado postoperatorio.

+  Masa 6sea comprometida por enfermedad, infeccion o implantacion previa, que no puede proporcionar
un apoyo o fijacion adecuados de la proétesis.

+  Esqueleto inmaduro.

+  Inestabilidad grave de la articulacion rotuliana, secundaria a la ausencia de integridad y funcion del
ligamento colateral.

+  Obesidad. Un paciente con sobrepeso u obeso puede producir cargas sobre la prétesis que pueden
conducir al fracaso de la fijacion del dispositivo o fracaso del dispositivo en si.

Precauciones

+  Los cirujanos deben advertir a los pacientes en lo que respecta a las limitaciones de la reconstruccion, y
a la necesidad de proteger al implante contra el apoyo del peso completo hasta no haberse obtenido una
fijacion y cicatrizacion adecuadas. La actividad excesiva y los traumatismos que afectan el reemplazo de
la articulacion han sido implicados en el fracaso de la reconstruccion debido a aflojamiento, fractura y/o
desgaste de los implantes protésicos. El aflojamiento de los componentes puede dar lugar a una mayor
produccion de particulas de desgaste, asi como causar dafio al hueso, dificultando aun mas el éxito de
una cirugia de revision.

+  Los cirujanos deben advertir a los pacientes que limiten las actividades y protejan a la articulacion
reemplazada contra tensiones irrazonables, y que deben cumplir las instrucciones del médico con
respecto al cuidado y tratamiento de seguimiento.

+  Los cirujanos deben advertir a los pacientes acerca de los efectos adversos potenciales, incluso la
vida de servicio finita, y de la necesidad de proteccion postoperatoria del implante. El cirujano debe
advertir a los pacientes que el dispositivo no replica la flexibilidad, resistencia, fiabilidad o duracion de
una articulacion sana normal, y de que el implante puede romperse o dafiarse como resultado de una
actividad vigorosa o traumatismo.

+  La seleccion, colocacion y fijacion adecuadas de los componentes rotulianos totales constituyen factores
criticos que afectan la duracion del implante. Como es el caso de todos los implantes protésicos, la
duracion de estos componentes esté afectada por numerosos factores biologicos, biomecanicos y
otros factores extrinsecos que limitan su duracién. Segun esto, es esencial que se respeten todas las
indicaciones, contraindicaciones, precauciones y advertencias para este producto a fin de aumentar al
maximo su duracién potencial.

Utilizacion e implantacion

* Se deben usar los componentes de ensayo recomendados para determinar el tamafio, probarla
reduccion y hacer una evaluacion de la amplitud del movimiento, ayudando asi a conservar la integridad
de los implantes reales y de su envase esteril.

+  Sedispone de plantillas radiograficas para ayudar a pronosticar el tamafio y estilo del componente antes
de la cirugia.

+  Sedebe tener cuidado de extraer las astillas de hueso, fragmentos de cemento éseo y desechos
metalicos del sitio del implante, a fin de reducir el riesgo de un desgaste articular acelerado del implante
causado por tales desechos.
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Los protocolos quirtrgicos de Howmedica Osteonics Corp. proporcionan informacién adicional sobre
los métodos.
Consulte la etiqueta del producto para buscar compatibilidad especifica para el producto. Generalmente
se aplica lo siguiente:

- Use femorales PS solamente con cojinetes tibiales PS.

- Use femorales CR solamente con cojinetes tibiales CR

- Use femorales PS o CR con cojinetes tibiales CS

Informacion para pacientes

El cirujano debe advertir al paciente tanto acerca de las limitaciones de la reconstruccion como de la
necesidad de proteger al implante contra el apoyo del peso completo hasta no haberse obtenido una
fijacion y cicatrizacion adecuadas. Un exceso de actividad y traumatismos afectando a la articulacion
sustituida han sido implicados en el fracaso de la reconstruccion debido a aflojamiento, fractura y/o
desgaste de la protesis implantada. El aflojamiento de los componentes puede dar lugar a un aumento
de produccion de particulas por roce, asi como a dafio del hueso, haciendo mas dificil realizar con éxito
una cirugia de revision.

El cirujano debe advertir al paciente que limite sus actividades y que la articulacion sustituida necesita
ser protegida contra los esfuerzos injustificados, asi como que debe acatar las instrucciones del cirujano
respecto a los cuidados y el tratamiento a seguir.

El cirujano debe advertir al paciente sobre los riesgos quirtrgicos y los posibles efectos adversos. El
cirujano debe advertir al paciente de que la prétesis no es igual a una articulacién sana normal, que
el implante se puede romper o dafiarse a causa de la actividad vigorosa o traumatismos, y que el
dispositivo tiene una vida util limitada que, en el futuro, podria necesitar su sustitucion.

En la vida diaria es posible contraer una bacteriemia pasajera. La manipulacion dental, los examenes
endoscopicos Y otros procedimientos quirlrgicos menores también se han asociado con bacteriemia
pasajera. Para ayudar a prevenir la infeccion en el sitio de la implantacion puede ser aconsejable usar
profilaxis antibiética antes y después de dichos procedimientos.

Advertencias

Deseche todos los implantes dafiados o aparentemente descuidados.

Nunca vuelva a usar un implante aunque parezca que no esté dafado.

No implante la almohadilla de impacto. La almohadilla de impacto debe usarse solamente durante el
paso de impactacion tibial. Quitela y deséchela inmediatamente después del proceso de impactacion.
No permita que las areas de soporte pulidas entren en contacto con superficies duras o abrasivas.

Las areas de apoyo siempre deben estar limpias y libres de desechos antes de su ensamblaje.

El torneado o curvado de un implante puede reducir su resistencia a la fatiga y causar un fracaso
estructural bajo cargas.

El alambre metalico de retencion en el inserto no debe manipularse ni extraerse, ya que es de
importancia fundamental para la seguridad del montaje. Deseche cualquier inserto de apoyo tibial si el
alambre metélico de retencion parece estar dafiado o haber sido maltratado. La manipulacion de este
montaje puede dar lugar a que la funcion del mecanismo de retencion sea inapropiada.

Se debe tener cuidado de no dafiar los guantes de cirugia a consecuencia de la manipulacion de
dispositivos ortopédicos afilados o cortantes.

Excepto cuando se menciona especificamente, Howmedica Osteonics Corp. aconseja firmemente no
usar componente rotuliano total alguno de otro fabricante con cualquiera de los componentes rotulianos
totales de Howmedica Osteonics. Cualquier uso de este tipo anulara la responsabilidad de Howmedica
Osteonics Corp. acerca del rendimiento del implante mixto resultante.

Howmedica Osteonics Corp. recomienda firmemente no usar tomillos 6seos de otros fabricantes con
componentes del sistema rotuliano total de Howmedica Osteonics debido a las variaciones que existen
entre las configuraciones de la cabeza y el asiento de los tornillos.
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La extraccion intencional de un componente rotuliano total puede lograrse mediante el uso cauteloso de
buriles de corte, ostedtomos delgados y estrechos, y fuerzas de extraccion cautelosas.

La extraccion intencional del inserto de plastico tibial, después de habérselo montado en la placa de
asiento metalica, resulta en la destruccion del inserto de plastico. Se debe tener cuidado de no ranurar
ni mellar la superficie de la placa de asiento tibial durante la extraccion del inserto.

Devuelva al abastecedor todos los empaques con fallas en la barrera estéril. No vuelva a esterilizar.

Efectos adversos

Aunque la vida 0til de los componentes de reemplazo rotuliano total es dificil de calcular es, sin
embargo, limitada. Estos componentes se fabrican con materias extrafias que se colocan dentro

del cuerpo para restaurar potencialmente la movilidad o reducir el dolor. Sin embargo, debido a los
numerosos factores bioldgicos, mecanicos y fisicoquimicos que pueden afectar a estos dispositivos, pero
que no pueden evaluarse in vivo, no se puede esperar que los componentes soporten indefinidamente
el nivel de actividad y las cargas que soporta el hueso sano normal. Los cirujanos deben aconsejar a los
pacientes que no esperen resultados no realistas acerca de la vida Util del dispositivo.

Puede ocurrir dislocacion de la prétesis femoral, tibial o rotuliana debido a la actividad inapropiada del
paciente, a traumatismo o a otras consideraciones biomecéanicas.

Puede ocurrir aflojamiento de los componentes rotulianos totales. Se puede producir un aflojamiento
mecanico prematuro debido a una fijacion inicial inadecuada, infeccion latente, carga prematura de la
prétesis, alineacion defectuosa de un componente, o traumatismo. Se puede producir un aflojamiento
tardio a causa de trauma, infeccion, complicaciones bioldgicas con inclusion de ostedlisis, o problemas
mecanicos, con la subsiguiente posibilidad de erosion del hueso o de que se produzca dolor.

En un pequefio porcentaje de casos ocurrié fractura de los componentes rotulianos totales, incluso
componentes tibiales, femorales y rotulianos. La fractura de los componentes rotulianos puede ocurrir
debido a soporte inadecuado del componente por el hueso subyacente o por fijacién deficiente del
componente.

Pueden ocurrir casos de neuropatias periféricas, dafios en los nervios, deficiencia circulatoria y
formaciones ¢seas heterotopicas.

Ciertas complicaciones graves pueden asociarse con cualquier tipo de cirugia de reemplazo total de la
articulacion. Entre estas complicaciones figuran: trastornos genitourinarios, trastornos gastrointestinales,
trastornos vasculares, como trombos; trastornos bronquiopulmonares, como embolias; infartos de
miocardio o la muerte.

Ha ocurrido desgaste de los componentes de polietileno y se han publicado informes asociando su
ocurrencia con reabsorcion ¢sea, aflojamiento e infeccion.

Se han comprobado casos de reacciones de sensibilidad al metal después de reemplazar una
articulacion.

Los efectos adversos pueden hacer necesaria una nueva operacion, revision, artrodesis de la
articulacion involucrada y/o amputacion de la extremidad.

El desequilibrio y/o el relajamiento de los tejidos blandos se ha relacionado con una falta de alineacion
del componente, que puede dar lugar a desgaste precoz y/o fracaso del implante.

Con todos los dispositivos de implante, puede producirse la reabsorcion 6sea progresiva (ostedlisis)
localizada y asintomética, alrededor de los componentes protésicos, como consecuencia de la reaccion
de cuerpo extrafio a las particulas de cemento, metal, polietileno de peso molecular ultra alto (UHMWPE
por sus siglas en inglés) o ceramica. Las particulas se generan por interaccion entre los componentes,
asi como entre los componentes y el hueso, principalmente por medio de los mecanismos de desgaste
de adhesion, abrasion y fatiga. En segundo lugar, las particulas también pueden generarse por el
desgaste de un tercer cuerpo. La ostedlisis puede producir complicaciones futuras, incluyendo el
aflojamiento, que requeriran que se retiren y reemplacen los componentes protésicos.

Se sabe que durante el uso normal y con el transcurso del tiempo, se pueden desprender particulas
muy pequerias de los componentes de metal y polietileno. Aunque la mayor parte de estos desechos
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permanecen en la articulacion pertinente (es decir, contenidos en la membrana sinovial) o son atrapados
por el tejido cicatrizal circundante, es posible que las particulas microscopicas migren fuera de la
articulacion a diversas partes del cuerpo. Actualmente existen interrogantes no resueltos acerca de

los desechos y particulas microscopicas que pueden ser generados a partir de tales componentes. Se
ha demostrado que las particulas microscopicas de desecho pueden diseminarse (migrar) por todo el
cuerpo y, ocasionalmente, se han descrito como acumulandose en los ganglios linfaticos y otras partes
del organismo. Aunque hasta la fecha no se han informado complicaciones médicas significativas como
resultado de estas particulas, su desplazamiento o acumulacion en el cuerpo han sido descritos en la
literatura. Dado el intervalo insuficiente de vigilancia a que se han sometido los pacientes con estos
dispositivos, y el hecho de que estos ultimos se estan usando actualmente en pacientes mas jovenes,
permaneciendo en el cuerpo por intervalos progresivamente mas prolongados, se debe declarar que
los efectos a largo plazo de estas particulas, en caso de ocurrir, son desconocidos. Los efectos a largo
plazo que pueden, tedricamente, ocurrir incluyen:

Cancer: Actualmente no se cuenta con evidencia cientifica para vincular los desechos metalicos
o de polletlleno con el cancer. Sin embargo, Ia pOSIbI|Idad no puede descartarse.

- Linfad y lacion en otros t [érg: : Hubo algunos informes sobre la
acumulamon de desechos del desgaste en Ios ganglios ||nfat|cos (proximos y distantes). Aunque
no se han informado complicaciones médicas ni procesos patoldgicos como resultado de estas
acumulaciones, su existencia debe tenerse en cuenta para facilitar el diagnéstico y evitar la
confusion con lesiones sospechosas, de tipo canceroso o de otros tipos.

- Enfermedad sistémica: Se ha especulado que podria haber una asociacion entre la migracion
de desechos y efectos sistémicos que hasta este momento no han sido especificados. Es
posible que en algin momento del futuro se pueda demostrar un cierto efecto a largo plazo. Sin
embargo, como se cuenta con datos cientificos muy escasos que sugieran una asociacion entre
la migracion de desechos y la enfermedad sistémica, se considera que los beneficios de estos
dispositivos son claramente superiores a los riesgos potenciales de cualquier efecto tedrico a
largo plazo.

accion con la obtencion de ima porr

El Sistema Rotuliano Triathlon no ha sido evaluado en cuanto a segurldad y compatibilidad en el ambiente
de RM. El Sistema Rotuliano Triathlon no ha sido sometido a pruebas de calentamiento o migracion en el
ambiente de RM.

Esterilizacion

Este componente rotuliano total ha sido esterilizado por radiacion gamma o plasma de gas de peroxido
de hidrogeno. Consulte la etiqueta del empaque para el método de esterilizacion.

El empaque de todos los productos estériles debe examinarse buscando fallas en la barrera estéril antes
de abrirlo. En caso de encontrarse fallas, se debe considerar que el producto no es estéril. Se dispone
de prétesis de ensayo especiales para evitar tener que abrir cualquier aspecto del empaque estéril antes
de usar el componente.

Se debe tratar de impedir la contaminacion del componente. En caso de contaminacion, este producto
debe ser desechado.

Si el empaque se abre pero el producto no se usa, el componente no debe volver a esterilizarse y debe
desecharse o devolverse al abastecedor.

El dispositivo no debe usarse después de la fecha de vencimiento exhibida en la etiqueta, ya que el
empaque no ha sido validado méas alla de dicha fecha.

Los dispositivos de un solo uso no deben ser extraidos y reimplantarse posteriormente, ya que las
fuerzas fisicas ejercidas por estas acciones pueden comprometer la integridad fisica, las dimensiones
ylo las terminaciones superficiales de los dispositivos. Ademas, la esterilidad no puede asegurarse

en el caso de dispositivos vueltos a usar, ya que los procedimientos de limpieza y repeticion de la
esterilizacion no han sido verificados.
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PRECAUCION: LAS LEYES FEDERALES (EE. UU.) LIMITAN LA VENTA DE ESTE DISPOSITIVOA
MEDICOS CON LICENCIA O A PERSONAS QUE DISPONGAN DE UNA AUTORIZACION
DE LOS MISMOS.

ADVERTENCIA: Los componentes rotulados "Para uso cementado solamente" deben implantarse solamente
con cemento dseo.

Stryker Corporation o sus divisiones u otras entidades corporativas afiliadas, son propietarias, usan o han
solicitado las siguientes marcas de fabrica: Howmedica, Osteonics, Stryker, Triathlon. Todas las otras marcas
comerciales pertenecen a sus respectivos propietarios o titulares.

Consulte la etiqueta del producto sobre la situacion de la marca CE y del fabricante legal. La marca CE sélo
es valida si se encuentra también en la etiqueta del producto.

La tabla siguiente contiene una lista de abreviaturas usadas en las etiquetas de productos de Howmedica

Osteonics Corp. :
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Término Abreviatura Término Abreviatura
Coadigo alfa ALPH CDE Cuello NK

Angulo ANG Desplazamiento OFFST
Grado DEG or ° Diametro exterior oD
Didmetro DIA Derecho RT P
Extra profundo XDP Orificios para tornillos SCRHLS
Extra grande XLGE Lado SDE

Extra pequefio XSM Tamafio SZE @
Cabeza HD Pequefio SM

Altura HT Estandar STD
Didmetro interior D Cono TPR
Inserto INSR Grosor THKNS
Grande LGE Tipo TYP
Izquierdo <« LFT Con Wi/
Longitud LNTH Sin W/O
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Portugués
FOLHETO INFORMATIVO DO JOELHO TOTAL TRITANIUM TRIATHLON DA HOWMEDICA OSTEONICS

Descrigao

Os sistemas de joelho total da Howmedica Osteonics Corp. incluem a Placa de base Tritanium Triathlon
que foi concebida para ser utilizada com os componentes femorais do sistema de Joelho Primario Triathlon,
insersores tibiais e componentes patelares para substituicdo reconstrutiva total da articulagéo do joelho. As
caracteristicas especificas de cada dispositivo encontram-se descritas na etiqueta do produto. A Placa de
base Tritanium Triathlon esta indicada para aplicagdes com e sem cimento.

Componentes femorais: A Placa de base Tritanium Triathlon é compativel com os modelos de fixagdo (LC) e
sacrificio (de estabilizagéo posterior - PS) dos ligamentos cruzados Triathlon.

Componentes tibiais: A Placa de base Tritanium Triathlon é compativel com insersores tibiais Triathlon em
modelos de fixag&o (LC) dos ligamentos cruzados, estabilizagéo posterior (PS) e estabilizagéo condiliana
(CS). Os insersores tibiais estao disponiveis numa variedade de espessuras e varios graus de restrigao.

Nota: A Placa de base Tritanium Triathlon é embalada em conjunto com uma Aimofada do impactador.

A Almofada do impactador so se destina a ser utilizada durante o passo de impactagdo da placa de base
tibial e deve ser descartada depois de concluida a impactagéo. A Aimofada do impactador néo se destina a
implantag&o.

Componentes patelares: Os componentes de recobrimento patelar estdo disponiveis em modelos de material
pléstico simétrico e assimétrico e com reforgo metalico. A utilizagao de um componente patelar é opcional.
APlaca de base Tritanium Triathlon é compativel com todos os componentes patelares Triathlon.

Materiais
@ +  Liga de cromio e cobalto ASTM F-75 Componentes femorais @
+  Liga de crémio e cobalto ASTM F-90 Arame de travagem para insersores tibiais
+  Liga de cromio e cobalto ASTM F-1537 Cavilhas femorais
+  Liga de titanio ASTM F-136 Componentes tibiais
+  Titanio CP ASTM F-67 Componentes tibiais
+  Fosfato de calcio ASTM F-1185 Componentes femorais, componentes patelares
+  Polietileno de ultra alto peso molecular Insersores de apoio tibial, componentes patelares
M F-648
Indicagoes

Indicagbes gerais para a artroplastia total do joelho (TKR):

+  Doenca dolorosa e incapacitante da articulagéo do joelho causada por: doenca néo inflamatéria
degenerativa das articulagdes (incluindo osteoartrite, artrite traumatica ou necrose avascular), artrite
reumatdide ou artrite pés-traumatica.

+  Perda pos-traumética da configuragéo e da fungéo da articulacéo do joelho.

+  Deformagdes varus/valgus moderadas ou de flexdo, nas quais as estruturas ligamentosas podem
recuperar uma fungéo e estabilidade adequadas.

+  Reviséo de fracassos anteriores de proteses de joelho ou de outras intervengdes.

+  Fractura do fémur distal e/ou da tibia proximal que n&o passiveis de estabilizagéo por técnicas padrédo
de tratamento de fracturas.

A Placa de base Tritanium Triathlon esta indicada para utilizacdo com e sem cimento.
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Indicagbes adicionais para os componentes de estabilizagdo posterior (PS):

+  Instabilidade ligamentosa que requer geometrias de superficie de apoio do implante com mais restrigao.
+  Caréncia ou deficiéncia do ligamento cruzado posterior.

+  GCrave instabilidade antero-posterior da articulagéo do joelho.

Contra-indicagdes
*  Qualquer infecgao activa ou suspeita de infecgéo latente na articulagéo do joelho ou em tecidos
adjacentes.

+  Focos de infecgéo afastados, que podem causar uma propagacao hematogénica ao nivel do local do
implante.

+  Qualquer perturbacdo mental ou neuromuscular susceptivel de causar um risco inaceitavel de
instabilidade da protese, perda da fixagao da protese ou complicagdes durante os cuidados pés-
operatorios.

+  Massa 6ssea comprometida por doenga, infecgao ou implantagéo prévia, que néo possa proporcionar
um apoio e/ou fixagdo adequados da protese.

+  Imaturidade esquelética.

+  Grave instabilidade da articulagéo do joelho devido a falta de integridade e fungéo do ligamento
colateral.

+  Obesidade. Os doentes obesos ou com excesso de peso podem submeter a protese a cargas que
podem ocasionar a perda da fixagao do dispositivo ou a falha do préprio dispositivo.

Precaugdes

+  Oscirurgides devem informar os doentes sobre os limites da reconstrugdo e sobre a necessidade de
proteger o implante contra a carga do peso total, até que tenham ocorrido a fixagao e consolidagéo
adequadas. A actividade excessiva ou um traumatismo que afecte a substituicdo da articulacéo, tém sido
implicados no insucesso da reconstrugédo, devido ao afrouxamento, fractura e/ou desgaste dos implantes
protésicos. A folga dos componentes pode resultar num aumento das particulas de desgaste, bem como
lesGes 6sseas, tornando o sucesso da cirurgia de revisdo mais dificil.

+  Os cirurgides devem aconselhar os doentes a limitar as actividades e a proteger a articulagéo
substituida contra tensGes pouco razoaveis, e a cumprir as instrugdes do médico relativamente aos
cuidados e tratamento de acompanhamento.

+  Os cirurgioes devem avisar os doentes sobre os possiveis efeitos adversos, incluindo a vida de servico
finita do dispositivo e a necessidade de protecgéo do implante no pos-operatério. O cirurgido deve
avisar os doentes de que o dispositivo ndo reproduz a flexibilidade, forga, fiabilidade nem a durabilidade
de uma articulagdo normal saudavel e que o implante se pode quebrar ou danificar em resultado de
actividade intensa ou traumatismo.

+ Aselecgao, colocagao e fixagdo adequadas dos componentes de joelho total constituem factores criticos
que afectam a vida til do implante. A semelhanga do que acontece a todos os implantes protésicos,
a durabilidade destes componentes é afectada por numerosos factores biologicos, biomecanicos e
outros factores extrinsecos, que limitam a sua vida Util. Em conformidade, o cumprimento rigoroso das
indicagdes, contra-indicagdes, precaugdes e adverténcias para este produto é essencial para maximizar
potencialmente a vida Util.

Utilizagdo e Implante

+ Devem usar-se os componentes de ensaio recomendados para determinar o tamanho, a redugéo
do ensaio e fazer uma avaliago da amplitude do movimento, conservando assim a integridade dos
implantes definitivos e a esterilidade da sua embalagem.

+  Estao disponiveis matrizes radiograficas para ajudar a prognosticar o tamanho e o estilo dos
componentes antes da cirurgia.
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Deve proceder-se com cuidado para remover espiculas 6sseas, fragmentos de cimento ésseo e
residuos metalicos do local de implantagéo de modo a reduzir o risco de desgaste acelerado das
superficies articulares do implante induzido por residuos.
Os protocolos cirlirgicos da Howmedica Osteonics Corp. oferecem informagées suplementares sobre os
métodos de procedimento.
Consultar a etiqueta do produto para obter a compatibilidade especifica com outros produtos. Em geral,
aplicam-se as seguintes regras:

- Utilize apenas femorais PS com os Apoios Tibiais PS

- Utilize apenas femorais CR com os Apoios Tibiais CR

- Utilize femorais PS ou CR com os Apoios Tibiais CS

Informagdes para os doentes

O cirurgido deve informar o doente sobre os limites da reconstrugéo e sobre a necessidade de proteger
o implante contra a carga do peso total, até que tenham ocorrido a fixagéo e consolidacéo adequadas. A
actividade excessiva ou um traumatismo que afecte a substituicéo da articulagéo, tém sido implicados no
insucesso da reconstrugéo, devido ao afrouxamento, fractura e (ou) desgaste dos implantes protésicos.
Afolga dos componentes pode resultar num aumento das particulas de desgaste, bem como lesées
6sseas, tornando o sucesso da cirurgia de revisdo mais dificil.

O cirurgido deve aconselhar o doente a limitar as actividades e a proteger a articulagéo substituida
contra tensdes pouco razoaveis, e a cumprir as instrugdes do médico relativamente aos cuidados e
tratamento de acompanhamento.

O cirurgido deve advertir o doente dos riscos cirtrgicos e dos possiveis efeitos adversos. O cirurgido
deve avisar o doente para o facto de que o dispositivo ndo é igual a uma articulagéo saudavel normal e
que o implante se pode quebrar ou danificar devido a actividades estrénuas ou a traumatismo, e que o
dispositivo tem uma duragéo limitada e pode ser necessario substitui-lo no futuro.

A bacteriemia transitoria pode ocorrer na vida diaria. Também pode estar relacionada com tratamentos
dentarios, exames endoscopicos, e outras intervengdes cirlrgicas menores. Para evitar a infecgdo no
local do implante, talvez seja aconselhavel utilizar uma profilaxia antibiética, antes e depois dessas
intervengdes.

Adverténcias

Elimine todos implantes danificados ou indevidamente manuseados.
Nunca reutilize qualquer implante, mesmo que pareca néo estar danificado.

Nao implante a Aimofada do impactador. A Aimofada do impactador destina-se a ser usada apenas
durante o passo de impactagéo tibial. Retire e descarte de imediato apos o processo de impactagao.

As areas de suporte polidas ndo podem entrar em contacto com superficies rigidas ou abrasivas.

As éreas de suporte tém de estar sempre limpas e isentas de residuos antes da desmontagem.

O contorno ou flexdo de um implante podem reduzir a respectiva resisténcia a fadiga e provocar uma
falha sob carga.

O fio metélico de retencéo do componente ndo deve ser manipulado nem removido, dado que é
imprescindivel para a seguranca da montagem. Eliminar todos os componentes tibiais se o arame metalico
de retencdo parecer estar danificado ou ter sido manuseado de forma inadequada. A manipulagéo indevida
deste conjunto pode causar o funcionamento inadequado do mecanismo de retengéo.

Deve proceder-se com cuidado para ndo danificar as luvas cirdrgicas, ao manipular quaisquer
dispositivos ortopédicos afiados ou cortantes.

Excepto onde indicado, a Howmedica Osteonics Corp. recomenda vivamente ndo usar componentes de
joelho total de outros fabricantes com componentes de joelho total da Howmedica Osteonics. Qualquer
utilizagdo desse tipo anulara a responsabilidade da Howmedica Osteonics Corp. acerca do desempenho
do implante resultante desse conjunto de componentes mistos.
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A Howmedica Osteonics Corp. recomenda vivamente ndo usar parafusos 6sseos de outros fabricantes
com os componentes de protese total de joelho Howmedica Osteonics, devido as variagdes que existem
entre as configuragdes da cabega do parafuso e da superficie de apoio do parafuso.

A extracgéo intencional de um componente de protese total de joelho pode obter-se utilizando
cuidadosamente rebarbas de corte, ostedtomos delgados e estreitos e forgas de extracgdo moderadas.
A extracgéo intencional da peca de insercéo tibial de plastico depois da sua montagem na placa de base
de metal ocasiona a destruigdo do componente de plastico. Deve proceder-se com cuidado para nao
amolgar nem entalhar a superficie da placa de base tibial durante a extraccéo da pega.

Devolva todas as embalagens com defeitos na protecgéo de esterilizagéo ao fornecedor. Nao re-esterilizar.

Efeitos Adversos

Apesar de a vida Util dos componentes de substituigdo total do joelho ser dificil de calcular, esta é
finita. Estes componentes fabricam-se com materiais estranhos que se colocam no interior do corpo
para uma restauragéo eventual da mobilidade ou redugéo da dor. No entanto, devido a numerosos
factores biologicos, mecanicos e fisico-quimicos que podem afectar estes dispositivos, mas que néo
podem avaliar-se in vivo, ndo se pode esperar que os componentes suportem indefinidamente o nivel
de actividade e as cargas que sdo suportadas pelos 0ssos saudaveis normais. Os cirurgies devem
aconselhar os doentes para néo alimentarem ilusdes irrealistas em relago & vida Util do dispositivo.

A protese femoral, tibial ou patelar pode deslocar-se devido a actividades inadequadas do doente,
traumatismo ou outras consideragdes biomecanicas.

Os componentes totais de joelho podem afrouxar. Pode produzir-se um afrouxamento mecanico
prematuro devido a uma fixagéo inicial inadequada, infeccdo latente, carga prematura da prétese,
alinhamento deficiente dos componentes ou traumatismo. Pode produzir-se um afrouxamento tardio
resultante de traumatismo, infecgao, complicagdes bioldgicas com incluséo de ostedlise ou problemas
mecénicos, com a subsequente possibilidade de erosao dos ossos e/ou de dores dsseas.

Numa pequena percentagem de casos ocorreu fractura devido a utilizagdo dos componentes de protese
total de joelho, entre eles os componentes tibiais, femorais e patelares. A fractura dos componentes do
joelho pode ser causada pelo suporte insuficiente do componente pelo 0sso subjacente ou devido a uma
fixagao deficiente do componente.

Podem ocorrer casos de neuropatias periféricas, lesdes nevralgicas, deficiéncia circulatéria e formagdes
osseas heterotopicas.

Complicagbes graves podem associar-se a qualquer tipo de cirurgia de substituicao total da articulagéo.
Estas complicagdes incluem, mas nao se limitam a: perturbagdes génito-urinarias; perturbagdes
gastrintestinais; perturbagdes vasculares, tais como tromboses; perturbagdes broncopulmonares, tais
como embolias; enfarte de miocérdio ou morte.

Observaram-se casos de desgaste dos componentes de polietileno e informagdes documentadas que
associam o dito desgaste com a reabsorgéo, afrouxamento e infecgdo dos 0ssos.

Comprovaram-se casos de sensibilidade ao metal na sequéncia da substituicdo de uma articulagéo.

Os efeitos adversos podem tornar necessaria uma nova operagao, revisao, artrodese da articulagéo em
questéo e/ou amputacéo do membro.

0 desequilibrio efou laxiddo dos tecidos moles foram relacionados com o alinhamento inadequado dos
componentes, o que pode dar origem a um desgaste e/ou falha precoces do implante.

Com todos os dispositivos de implante, pode produzir-se a reabsor¢ao 6ssea progressiva (ostedlise)
localizada e assintomatica, em volta dos componentes protésicos, como consequéncia de reacgéo a
corpos estranhos as particulas de cimento, metal, polietileno de ultra-alto peso molecular (UHMWPE)
efou cerdmica. As particulas produzem-se por interacgao entre os componentes, assim como entre os
componentes e 0 0sso, principalmente por meio dos mecanismos de desgaste por adeséo, abrasao e
fadiga. Em segundo lugar, as particulas também podem produzir-se pelo desgaste de um terceiro corpo.
A ostedlise pode produzir complicagdes futuras, incluindo o afrouxamento, necessitando que se retirem e
substituam os componentes protésicos.
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Sabe-se que particulas muito pequenas de componentes de metal e de polietileno podem desprender-se
dos componentes durante o uso normal e com o tempo. Se bem que a maioria destas particulas
permanegam na articulagdo relevante (por exemplo, contidas na sinévia) ou fiquem retidas no tecido
fibroso circundante, particulas microscopicas podem possivelmente viajar ou migrar fora da articulagéo
para varias zonas do corpo. Actualmente, existem questdes ainda ndo esclarecidas sobre residuos

e particulas microscopicas que podem ser produzidas a partir destes componentes. Foi mostrado

que particulas de residuos microscopicos podem ser disseminadas (migrar) ao longo do corpo e em
determinadas ocasides tém sido observadas acumulagdes das mesmas nos nos linfaticos e em outras
partes do corpo. Apesar de ndo terem sido comunicadas até a data complicagdes médicas graves como
consequéncia das ditas particulas, a sua migragéo e/ou acumulagéo no corpo tém sido descritas nos
impressos informativos. Considerando o periodo de tempo insuficiente de acompanhamento de que

os doentes portadores destes dispositivos tém beneficiado e o facto de que estes dispositivos estdo
actualmente a ser utilizados em doentes mais jovens e permanecem no corpo durante periodos de
tempo cada vez mais longos, deve referir-se que se desconhecem os efeitos destas particulas a longo
prazo, caso estes existam. Os efeitos a longo prazo que tém sido teoricamente referidos incluem:

- Cancro: Actualmente, ndo existem provas cientificas que associem as particulas metalicas ou de
polietileno a cancro. No entanto, esta possibilidade néo pode ser posta de parte.

- Linfadenopatia e acumulagao em outros tecidos/érgdos: Tém sido apresentados alguns
relatérios sobre a acumulagdo de particulas provenientes de desgaste nos nés linfaticos (proximo
e distal). Se bem que no tenham sido comunicadas complicagdes médicas nem doencas
provocadas por estas acumulagdes, a sua existéncia devera ser reconhecida para facilitar o
diagnostico e evitar a confusdo com lesGes suspeitas, cancerosas ou de outro tipo.

- Afecgoes sistémicas: Tém sido feitas algumas conjecturas sobre o facto de que poderia existir
uma associagdo entre a migracéo de particulas e efeitos sistémicos ainda nao especificados. E
possivel que alguns efeitos a longo prazo possam ser demonstrados futuramente em determinada
altura, mas dado que existe um nuimero infimo de dados cientificos sugerindo a associacéo entre
a migracéo de particulas e afecges sistémicas, cré-se que os beneficios destes dispositivos
ultrapassam os possiveis riscos de qualquer efeito tedrico a longo prazo.

Interacgdo com Ressonancia Magnética Nuclear

0O sistema de Joelho Triathlon néo foi avaliado, em termos de seguranca e compatibilidade, no ambiente de RM.
O Sistema de Joelho Triathlon néo foi testado em termos de aquecimento ou migragéo no ambiente de RM.

Esterilizagao

Este componente de joelho total foi esterilizado por radiagdo gama ou plasma de perdxido de
hidrogénio. Consulte o folheto informativo para o método de esterilizagao.

Devem inspeccionar-se as embalagens de todos os produtos esterilizados para ver se apresentam
defeitos na barreira asséptica antes da sua abertura. No caso da existéncia de um defeito deste tipo,
deve considerar-se que o produto ndo esta esterilizado. Estao disponiveis proteses de ensaio especiais,
a fim de evitar a abertura da embalagem esterilizada, antes da utilizagdo do componente.

Deve proceder-se com cuidado para impedir a contaminag@o do componente. Em caso de
contaminag&o, devera eliminar-se este produto.

Se a embalagem for aberta, mas o produto n&o for utilizado, o componente néo devera voltar a
esterilizar-se. Devera ser eliminado ou devolvido ao fornecedor.

O dispositivo ndo deve ser usado depois do prazo de validade que consta da etiqueta, dado que o
processo de embalagem néo foi validado depois desta data.

Dispositivos de uso tnico ndo podem ser explantados e subsequentemente reimplantados, dado que
as forgas fisicas exercidas em consequéncia destas acgdes podem comprometer a integridade fisica,
dimens@es e/ou acabamentos de superficie dos dispositivos. Para além disso, ndo é possivel garantir a
esterilidade para dispositivos reutilizados, dado que os procedimentos de limpeza e re-esterilizagao ndo
estao confirmados.
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ATENGAO: NOS TERMOS DA LEI FEDERAL (EUA), A VENDA DESTE DISPOSITIVO ESTA SUJEITA
A PRESCRIGAO MEDICA.

ADVERTENCIA: Os componentes rotulados “Apenas Para Utilizagéo Cimentada” destinam-se a ser
implantados apenas com cimento 6sseo.

A Stryker Corporation ou as suas divisdes ou outras entidades institucionais associadas detém, utilizam ou
solicitaram o registo das seguintes marcas comerciais: Howmedica, Osteonics, Stryker, Triathlon. Todas as
outras marcas registadas ou marcas de servigo sdo marcas registadas ou marcas de servico dos respectivos
proprietarios ou detentores.

Consulte o rétulo do produto para o Estado da Marca CE e Fabricante Legal. A marca CE s6 é vélida se
também estiver impressa no rétulo do produto.

No préximo quadro apresenta-se uma lista das abreviaturas que séo utilizadas na rotulagem dos produtos da
Howmedica Osteonics Corp. :

Termo Abreviatura Termo Abreviatura
Cadigo Alfa ALPH CDE Colo NK
Angulo ANG Compensagio OFFST
Grau DEG or ° Diametro externo oD
Diémetro DIA Direita RT P
Extra Profundo XDP Orificios para parafusos | SCR HLS
Extra Grande XLGE Lado SDE

@ Extra Pequeno XSM Tamanho SZE @
Cabeca HD Pequeno SM
Altura HT Padréo STD
Diémetro Interno ID Conico TPR
Insersor INSR Espessura THKNS
Grande LGE Tipo TYP
Esquerda <« LFT Com Wi/
Comprimento LNTH Sem W/O
Médio MED
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Svenska

HOWMEDICA OSTEONICS TRIATHLON TRITANIUM TOTAL KNEE TOTALKNALEDSPLASTIK —
BRUKSANVISNING

Beskrivning

| Howmedica Osteonics Corp.’s totala knasystem ingar Triathlon Tritanium Baseplate basplattan for
anvandning med Triathlon Primary Knee systemets femorala komponenter, tibiala insatser och patellara
komponenter for att erhalla total rekonstruktiv knaledsplastik. De egenskaper som ar specifika for varje
komponent anges pa forpackningspaskriften. Triathlon Tritanium basplattan ar indicerad for bade cementfria
och cementerade applikationer.

Femorala komponenter: Triathlon Tritanium basplattan &r kompatibel med Triathlon korsbandssparande
(cruciate retaining - CR) och korsbandsoffrande posteriort stabiliserade (posteriorly stabilized — PS) modeller.

Tibiala komponenter: Triathlon Tritanium basplattan &r kompatibel med tibiala Triathlon insatser i
korsbandssparande (cruciate retaining - CR), posteriort stabiliserade (posteriorly stabilized — PS) och kondylart
stabiliserande (condylar stabilizing - CS) modeller. Tibiala insatser finns i olika tjocklekar och med olika
restriktioner:

Obs! Ett impaktorblock finns med i férpackningen for Triathlon Tritanium basplattan. Impaktorblocket anvands
endast under impaktion av den tibiala basplattan och maste kasseras efter att impaktionen har slutférts.
Impaktorblocket &r inte avsett for implantation.

Patelldra komponenter: Patellara ombeléggningskomponenter finns i helsymmetriska och osymmetriska
modeller av helplast samt med modeller med baksida av metall. Anvandning av patellara komponenter ar
valfri. Triathlon Tritanium basplattan ar kompatibel med alla patelléra Triathlon komponenter.

Material
@ +  ASTM F-75 koboltkromlegering Femorala komponenter
+ ASTM F-90 koboltkromlegering Lastrad for tibial insats
+  ASTM F-1537 koboltkromlegering Femorala sprinter
+  ASTM F-136 titanlegering Tibiala komponenter
+  ASTM F-67 CP titan Tibiala komponenter
+  ASTM F-1185 kalciumfosfat Femorala komponenter, patelldra komponenter
+ ASTM F-648 polyeten med ultrahdg Tibiala lagerinsatser, patellara komponenter
molekylvikt (UHMWPE)
Indikationer

Generella indikationer for totala knéledsartroplastiker:

+  plagsam, rorelsehammande ledsjukdom i knat pa grund av: icke-inflammatorisk degenerativ ledsjukdom,
bl.a. osteoartrit och avaskulér nekros, reumatoid artrit och posttraumatisk artrit.

+  posttraumatisk forlust av knaledens konfiguration och funktion.

. moderat varus-, valgus-, eller flexionsdeformitet varvid ligamentstrukturerna aterforas till adekvat funktion
och stabilitetkan.

+  revision av tidigare misslyckad knaledsplastik eller annat ingrepp.

« fraktur av distala femur och/eller proximala tibia som inte kan stabiliseras med standardtekniker for
behandling av frakturer.

Triathlon Tritanium baspl ar indicerad for bade fria och

36

‘Print Date: Dec 12, 2013 21:25:41 GMT@ ‘

iGN Release Date: Apr 30, 2013 1:15:565 BMew



@

Ytterligare indikationer for posteriort stabiliserade (PS) komponenter:

ligamentinstabilitet som kréver implantat med lagerytor vars geometri ger 6kad restriktion.
avsaknad av, eller ej fungerande bakre korsband.
svar anteroposterior instabilitet av knéleden.

Kontraindikationer

aktiv eller misstéankt latent infektion i eller omkring knéleden.
infektionshardar pa andra stallen vilka kan medfora hematogen spridning till implantationsstllet.

mental eller neuromuskulér sjukdom vilket medfdr en oacceptabel risk for protesinstabilitet, misslyckad
protesfixering eller komplikationer under postoperativ vard.

benmassan ar komprometterad till foljd av sjukdom, infektion eller tidigare implantation som inte ger
protesen tillrackligt stod och/eller fixering.

skelettomogenhet.
svar instabilitet i knaleden, sekundart till utebliven integritet och funktion av kollateralligamenten.

Fetma. En overviktig patient eller en patient som lider av fetma kan belasta protesen pa sadant satt att
det leder till att produkten inte kan fixeras eller till produkthaveri.

Forsiktighetsatgarder

Kirurgen maste informera patienten om protesens begransningar samt om behovet av att skydda
implantatet fran full belastning tills adekvat fixering och lakning har skett. Omattlig aktivitet eller trauma
som paverkar ledprotesen har utpekats som orsak till protesens haveri, till foljd av lossning, fraktur och/
eller nedslitning av protesimplantaten. Om komponenterna lossnar kan féljden bli 6kad produktion av
nedslitningspartiklar, samt skada pa skelettet, varvid en framgangsrik revision blir svarare att uppna.
Kirurgen maste formana patienten att begransa sin aktivitetsniva och att skydda ledprotesen fran onddiga
pafrestningar, samt att iaktta lakarens anvisningar betréaffande uppfoljande vard och behandling.

Kirurgen bor varna patienten for méjliga skadliga effekter samt att implantatet har begransad livslangd
och behovet av att skydda den efter operationen. Kirurgen bér varna patienten for att produkten inte ar
lika flexibel, stark, palitlig och slitstark som en normal frisk led, att implantatet kan ga sonder eller skadas
till foljd av pafrestande aktivitet eller trauma.

Lampligt val, placering och fixering av de totala knaledskomponenterna utgér avgérande faktorer som
paverkar implantatets funktionella livslangd. | likhet med alla protesimplantat, paverkas varaktigheten
av dessa komponenter av flera biologiska, biomekaniska och andra yttre faktorer som begransar
protesens funktionella livslangd. Dérfor ar det synnerligen viktigt att strikt félja de indikationer,
kontraindikationer, forsiktighetsatgéarder och varningar som galler denna produkt for att implantatet skall
vara funktionsdugligt sa lange som mgjligt.

Anvéndning och implantation

Rekommenderade forsokskomponenter ska anvandas vid storleksbestamning, forsoksreducering samt
vid forsok att utvardera rorelseomfanget. Bade implantaten och deras sterila forpackningar bevaras pa
sa vis intakta.

Rontgenmallar finns for att underlatta preoperativ forutsagelse av komponentstorlek och form.

Det &r viktigt att rengora implantationsomradet fran benflisor, bencementsfragment och metallskrap for att
minska risken av accelererad nedslitning av implantatets ledytor.

Howmedica Osteonics Corp.’s operationsprotokoll ger ytterligare metodinformation.

Las forpackningspaskriften for specifik kompatibilitet med andra produkter. | allmanhet galler det foljande:
- Anvéand femorala PS komponenter endast med tibiala PS lagerinsatser.
- Anvand femorala CR komponenter endast med tibiala CR lagerinsatser.
- Anvand antigen femorala PS eller CR komponenter med tibiala CS lagerinsatser.
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Patientinformation.

Kirurgen maste informera patienten om protesens begransningar samt om behovet av att skydda
implantatet fran full belastning innan adekvat fixering och lakning har skett. Omattlig aktivitet eller trauma
som paverkar ledprotesen har utpekats som orsak till protesens haveri, till foljd av lossning, fraktur och/
eller nedslitning av protesimplantaten. Om komponenterna lossnar kan foljden bli 6kad produktion av
nedslitningspartiklar, samt skada pa skelettet, varvid en framgangsrik revision blir svarare att uppna.

Kirurgen maste formana patienten att begransa sin aktivitetsniva och att skydda ledprotesen fran onédiga
pafrestningar, samt att iaktta ldkarens anvisningar betréffande uppfdljande vard och behandling.

Kirurgen bor varna patienten betraffande operationsriskerna och eventuella biverkningar. Kirurgen maste
varna patienten for att produkten inte &r likvardig med en normal, frisk led, att implantatet kan ga sonder
eller skadas till foljd av pafrestande aktivitet eller trauma samt att implantatet har begransad livslangd
och kan behdva bytas ut i framtiden.

Overgaende bakteremi kan uppsta i det dagliga livet. Tandvard, endoskopiska undersckningar och
andra mindre kirurgiska ingrepp har ocksa forknippats med Gvergaende bakteremi. For att forebygga
infektion vid implantationsstallet kan profylaktisk anvandning av antibiotika fére och efter ingreppet vara
att rekommendera.

Varningar

Kassera alla skadade eller felaktigt hanterade implantat.

Ateranvand aldrig ett implantat, dven om det forefaller vara oskadat.

Implantera inte impaktorblocket. Impaktorblocket anvands endast under det tibiala impakteringsskedet.
Ta bort och kassera omedelbart efter impakteringen.

Polerade lagerytor far inte komma i kontakt med harda eller skrovliga ytor.

Lagerytorna maste alltid vara rena och fria fran skrap innan de monteras.

Formning eller bojning av ett implantat kan minska dess formaga att motsta materialtrotthet och medféra
funktionsfel under belastning.

Lastraden av metall pa insatsen far inte hanteras eller avlagsnas, eftersom den &r absolut avgorande for
montagets sékerhet. Om lastraden av metall forefaller vara skadad eller felakligt hanterad, skall den tibiala
insatsen kastas. Manipulering av detta montage kan orsaka funktionsfel i fasthallningsmekanismen.

Var forsiktig sa att det inte gar hal pa operationshandskarna vid hantering av ortopediska instrument med
vassa kanter.

Howmedica Osteonics Corp. avrader eftertryckligen fran anvandning av totala knaledskomponenter fran
andra tillverkare tillsammans med Howmedica Osteonics totala knéledsplastikkomponenter. Allt sadant
bruk medfér att Howmedica Osteonics Corp.’s ansvar betraffande funktionen hos ett sadant implantat
med blandade komponenter upphavs.

Howmedica Osteonics Corp. avrader eftertryckligen fran anvandning av benskruvar fran andra tillverkare,
tillsammans med Howmedica Osteonics totala knaledskomponenter pa grund av de olikheter som finns
mellan skruvhuvud- och skruvséteskonfigurationer.

Avsiktligt aviagsnande av en total knaledskomponent kan ske med hjélp av forsiktig anvandning av
skarborr, tunna och smala osteotom samt varsam extraktion.

Avsiktligt avidgsnande av den tibiala plastinsatsen efter det att den har monterats i basplattan av metall
kommer att medféra att insatsen forstors. Var noga med att inte orsaka hack eller repor i den tibiala
brickans yta, nar insatsen avlagsnas.

Returnera till leverantdren alla forpackningar med brister i den sterila barridren. Far inte omsteriliseras.

Biverkningar

Det ar visserligen svart att forutsaga den vantade livstiden pa komponenter i totala knaledsplastiker men
den &r dock begransad. Dessa komponenter har tillverkats av frimmande material som placeras inuti

kroppen for att eventuellt aterstélla rorligheten eller reducera smarta. Pa grund av de manga biologiska,
mekaniska och fysikalisk-mekaniska faktorer som paverkar implantaten men som inte kan utvarderas in
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vivo, kan man emellertid inte forvanta sig att de pa obestdmd tid skall kunna motsta samma aktivitetsniva
och belastning som normalt friskt ben. Kirurgen bor informera patienterna om att de inte bor hysa
orealistiska forvantningar vad betraffar livstiden pa produkten.

+  Luxation av den femorala, tibiala eller patellara protesen kan forekomma till foljd av patientens olampliga
aktiviteter, trauma eller andra biomekaniska orsaker.

+  Totala knaledsplastikkomponenter kan lossna. Fér tidig mekanisk lossning kan férekomma till foljd av
otillracklig initial fixering, latent infektion, prematur belastning av protesen, felaktig komponentinriktning
eller trauma. Sen lossning kan orsakas av trauma, infektion, biologiska komplikationer, inklusive osteolys,
eller mekaniska problem, med efterfoljande risk for benerosion och/eller smarta.

+ Fraktur till folid av materialtrotthet har forekommit i ett litet antal fall pa komponenter i totala knaledsplastiker,
inklusive tibiala, femorala och patellara komponenter. Fraktur av en knaledskomponent kan uppsta ill foljd
av otillrackligt stod for komponenten av det underliggande benet eller pa grund av dalig komponentfixering.

+  Perifera neuropatier, nervskador, inhiberad blodcirkulation samt heterotop benbildning kan férekomma.
+  Alvarliga komplikationer kan férknippas med alla totala ledplastiker. Féljande komplikationer kan bl.a.

forekomma: genitourinéra storningar, gastrointestinala stérningar, kérlsjukdomar, inklusive trombos;
bronkopulmonella stomingar, inklusive emboli; hjértinfarkt eller dodsfall.

+  Nedslitning av polyetenkomponenterna har forekommit och rapporter i litteraturen har férknippat detta
med benresorption, lossning och infektion.

+  Reaktioner mot metall har rapporterats efter ledplastik.

+  Biverkningar kan medfora behov av ny operation, revision, steloperation av den aktuella leden, och/eller
amputation av benet.

+  Imbalans av mjukdelar och/eller laxitet har anknutits med missriktning av komponenter vilket kan
resultera i tidig nedslitning och/eller haveri av implantatet.

+  |likhet med alla implanterade produkter kan symtomlfri lokaliserad progressiv benresorption (osteolys)
@ uppsta runt proteskomponenterna som en direkt foljd av en reaktion mot frammande kropp, och narmare @

bestédmt mot det partikelamne som finns i cement, polyeten av ultrahdg molekylvikt (UHMWPE) och/
eller keramik. Partiklar uppstar genom interaktion mellan komponenter inbordes saval som mellan
komponenter och ben, huvudsakligen genom materialnedbrytning vid adhesion, slipverkan och
materialtrotthet. | andra hand kan partiklar genereras av nedslitning av en frammande kropp. Osteolys
kan leda till framtida komplikationer, bland annat lossning, vilket medfér att proteskomponenterna maste
avlagsnas och bytas ut.

+ Mycket sma partiklar fran metall- och polyetenkomponenter kan féllas ut fran komponenterna vid normal
anvandning med tiden. Visserligen stannar huvuddelen av partiklarna kvar i den aktuella leden (m.a.o.
forblir i synovium) eller fangas in av omgivande arrvavnad, men mikroskopiska partiklar kan dock spridas
(migrera) utanfor leden till andra kroppsdelar. Just nu finns det obesvarade fragor géllande skrép och
mikroskopiska partiklar som dessa komponenter kan orsaka. Det har visats att mikroskopiska partiklar
kan spridas (migrera) genom hela kroppen och har ibland beskrivits som en ansamling i lymfkortlar och
andra kroppsdelar. Visserligen har inga betydande medicinska komplikationer rapporterats till foljd av
dessa partiklar, men deras migration och/eller ansamling i kroppen har dock beskrivits i litteraturen. Med
hénsyn till den ofillrackliga tidsperiod som patienter med dessa produkter har foljts, samt det faktum att
produkterna for narvarande anvands pa yngre patienter och forblir i kroppen under I&ngre tid, bor man
dock papeka att eventuella langsiktiga effekter av dessa partiklar &r okanda. De langsiktiga effekter dver
vilka man spekulerat ar bland andra:

—  Cancer: Det finns for narvarande inga vetenskapliga beléagg for nagon koppling mellan metall-
eller polyetenrester och cancer. Risken kan dock inte uteslutas.

- Lymfadenopati och ansamling i andra vavnader/organ: Det har funnits nagra rapporter om
ansamling av nedslitningsrester i lymfkértlarna (proximala och distala). Medicinska komplikationer
eller snabbare sjukdomsframskridande har dock inte rapporterats som orsakade av dessa
ansamlingar; deras existens skall dock noteras for att underltta diagnos och for att forhindra
sammanblandning med misstankta lesioner, av cancerart eller annorledes.

- Systemisk sjukdom: En del spekulation har uppstatt om det finns nagot samband mellan
migration av produktpartiklar och annu oidggtifierade systemiska effekter. Det &r mjligt att
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langtidseffekter kan pavisas nagon gang i framtiden. Eftersom det finns mycket fa vetenskapliga
belagg for samband mellan migration av partiklar och systemisk sjukdom, ar man dock av den
asikten att fordelarna med dessa produkter klart uppvéger de potentiella riskerna for nagra sadana
teoretiska langtidseffekter.

Interaktion med magnetréntgen

Sakerheten och kompatibiliteten hos Triathlon Knee knéledssystem i magnetrontgenmilié har inte utvarderats.
Triathlon Knee knaledssystemets méjliga upphettning och migration i magnetrontgenmiljé har inte utvarderats.
Sterilisering

+  Denna knaledskomponent har steriliserats med gammastralning eller vateperoxidgasplasma.
Steriliseringsmetoden &r beskriven pa forpackningspaskriften.

+  Innan forpackningarna av alla sterila komponenter oppnas ska de inspekteras for skador pa den
sterila barriren. Om sadana skador forekommer maste produkten antas vara icke-steril. Sarskilda
forsoksproteser finns tillgangliga for att undvika behovet att 5ppna en sterilforpackning innan
komponenten ska anvandas.

+  Setill att komponenten inte kontamineras. Om denna produkt kontamineras ska den kasseras.

+  Om forpackningen Gppnas utan att produkten anvands, far komponenten inte omsteriliseras och den ska
kasseras eller skickas tillbaka till leverantoren.

+  Produkten far inte anvandas efter utgangsdatum som visas pa forpackningspaskriften da forpackningen
inte validerats efter detta datum.

+  Engangskomponenter far inte avidgsnas och dérefter implanteras pa nytt da dessa atgérder kan leda till
att dessa komponenter och/eller ytan skadas och dimensionerna andras. Steriliteten hos produkter som
anvants pa nytt kan inte sakras da steriliteten efter rengéring och resterilisering inte har verifierats.

LEGITIMERAD LAKARE ELLER PA LEGITIMERAD LAKARES ORDINATION.

VARNING: Komponenter som mérkts med texten "Cemented Use Only" far implanteras endast med
bencement.

@ VARNING: ENLIGT FEDERAL LAGSTIFTNING (USA) FAR DENNA PRODUKT ENDAST SALJAS AV @

Stryker Corporation eller dess divisioner eller dotterbolag ger, anvander eller har ansokt om féljande
varumarken: Howmedica, Osteonics, Stryker, Triathlon. Alla andra varumarken eller servicemarken &gs av
respektive agare eller innehavare.

Information om status for CE-mérket och den lagliga tillverkaren ingar i forpackningspaskriften. CE-mérket ar
giltigt endast om den ingar i forpackningspaskriften.
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Foljande tabell &r en lista pa forkortningar som anvands pa Howmedica Osteonics Corp. forpackningspaskrifter:

@

Namn Forkortning Namn Forkortning
Alfakod ALPH CDE Hals NK
Vinkel ANG Forskjutning OFFST
Grad DEG or ° Ytterdiameter oD
Diameter DIA Héger RT >
Extra djup XDP Skruvhal SCR HLS
Extra stor XLGE Sida SDE
Extra liten XSM Storlek SZE
Huvud HD Liten SM
Hojd HT Standard STD
Innerdiameter ID Kona TPR
Insats INSR Tjocklek THKNS
Stor LGE Typ TYP
Vanster <« LFT Med w/
Léangd LNTH Utan W/O
Medium MED

®
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Suomi

HOWMEDICA OSTEONICSIN TRIATHLON TRITANIUM -POLVEN KOKOTEKONIVELEN KAYTTOOHJEET

Kuvaus

Howmedica Osteonics Corp. polven kokotekoniveljdrjestelmiin siséltyy Triathlon Tritanium Baseplate
-kantalevy, joka on tarkoitettu kéytettdvéksi Triathlon Primary Knee -polviniveljérjestelmén femoraalisten
komponenttien, tibiaalisten sisékkeiden ja patellaaristen komponenttien kanssa aikaansaamaan polven
kokotekonivel. Kunkin tuotteen ominaisuudet on kuvattu tuotteen etiketissa. Triathlon Tritanium -kantalevya
kaytetaan seka sementditavissé ettd sementittomissé sovelluksissa.

Femoraaliset komponentit: Triathlon Tritanium -kantalevy on yhteensopiva Triathlon- ristisiteet sailyttavien
(CR = cruciate retaining) ja ristisiteet uhraavien (posteriorly stabilized -PS) mallien kanssa.

Tibiaaliset komponentit: Triathlon Tritanium -kantalevy on yhteensopiva Triathlon-tibiaalisisékkeiden ristisiteet
séilyttavien (CR = cruciate retaining), posteriorisesti stabiloitujen (PS) ja kondylaarisesti stabiloivien (CS)
mallien kanssa. Tibiaalisia sisakkeita on saatavana eri paksuisina ja liikelaajuutta enemman tai vahemman
rajoittavina.

Huomautus: Triathlon Tritanium -kantalevyn pakkaukseen siséltyy Impactor Pad -impaktointialusta.
Impaktointialustaa kéytetaan vain tibiaalisen kantalevyn impaktointivaiheessa, ja se on havitettéva
impaktoinnin jélkeen. Impaktointialustaa ei ole tarkoitettu istutettavaksi.

Patellaariset komponentit: Polvilumpion pinnoitusosia on saatavana kokomuovisina, symmetrisina ja
epasymmetrisina ja metallitaustaisina malleina. Patellaaristen komponenttien kéytto on valinnaista. Triathlon
Tritanium -kantalevy on yhteensopiva kaikkien patellaaristen Triathlon-komponenttien kanssa.

Materiaalit
@ + ASTM F-75 koboltti-kromiseos Femoraaliset komponentit @
+ ASTM F-90 koboltti-kromiseos Tibiaalisisakkeiden lukituslanka
+ ASTM F-1537 koboltti-kromiseos Femoraaliset tapit
+  ASTM F-136 titaaniseos Tibiaaliset komponentit
«  ASTM F-67 CP titaani Tibiaaliset komponentit
+  ASTM F-1185 kalsiumfosfaatti Femoraaliset komponentit, patellaariset komponentit

+ ASTM F-648 -ultrasuurimolekyylipainoinen  Tibiaaliset sisékkeet, patellaariset komponentit
polyeteeni (ULHMWPE).

Kayttoaiheet

Polven kokontekonivelkirurgian yleiset aiheet:

+  Kivulias, toimintakyvyttémyytta aiheuttava polvinivelsairaus, jonka syyna on: ei-tulehduksellinen
degeneratiivinen nivelsairaus (mm. nivelrikko, traumaattinen artriitti tai avaskulaarinen nekroosi,
nivelreuma ja posttraumaattinen artriitti.

+  trauman aiheuttama polven rakenteiden vaurioituminen ja toiminnan menetys.

+  kohtalainen varus-, valgus- tai fleksiodeformiteetti, jossa ligamenttirakenteiden toiminta ja stabiilius
voidaan palauttaa.

+  epaonnistuneen polven kokotekonivelleikkauksen jalkeinen revisio tai muu toimenpide.

+  distaalisen reisiluun ja/tai proksimaalisen saariluun murtuma, jota ei voida stabiloida murtumien
vakiohoitomenetelmia kayttéen.

Triathlon Tritanium -kantalevyé kaytetddn seka sementditévissa ettd sementittomissa sovelluksissa.
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Lisad posteriorisesti stabiloitujen (PS) komponenttien kéyttdaiheita:

+  ligamentti-instabilitetti, jonka vuoksi tarvitaan liikelaajuutta rajoittavia istutteen liukupintoja.
*  puuttuva tai toimimaton takaristiside.

+  vaikea polvinivelen antero-posteriorinen instabiliteetti.

Vasta-aiheet
+  kaynnissa olevat tai epdillyt latentit infektiot polvinivelessa tai sen laheisyydessa.
+  infektiopesakkeet, jotka voivat aiheuttaa levidmisen veren valityksella istutuskohtaan.

+  sellaiset mielenterveyden hairiét tai neuromuskulaariset sairaudet, jotka voisivat lisaté kohtuuttomasti
tekonivelen instabiliteetin ja irtoamisen tai postoperatiivisten komplikaatioiden riskia.

+ luuaines on heikentynyt aikaisemman infektion tai aikaisemman istutuksen vuoksi, minka johdosta se ei
pysty antamaan riittavasti tukea tekonivelelle ja/tai sen kiinnittymiselle.

+  luuston keskenkasvuisuus.
+  polven vaikea instabiilius, joka johtuu kollateraaliligamenttien puutoksista ja toiminnanvajauksesta.

+  lihavuus. Ylipainoisella tai lihavalla potilaalla tekonivel voi kuormittua likaa, miké voi johtaa tekonivelen
16ystymiseen, irtoamiseen tai rikkoutumiseen.

Varotoimet

+  Kirurgin taytyy kertoa potilaille seké korjaustoimenpiteeseen liittyvista rajoituksista etta siita, kuinka
tarkeaa on, ettei istutetta altisteta taydelle varaukselle ennen kuin se on kiinnittynyt ja parantunut
riittavasti. Tekoniveliin kohdistunutta liiallista rasitusta ja vaurioita pideta@n syyna niiden rikkoutumiseen
ja niiden komponenttien I6ystymiseen, murtumiin ja/tai kulumiseen. Komponenttien 10ystyminen
voi nopeuttaa kulumishiukkasten muodostumista ja luun vaurioitumista, miké voi heikentaa hyvan
hoitotuloksen saavuttamisen mahdollisuutta revisioleikkauksen jélkeen.

@ + Kirurgin on kehotettava potilaita rajoittamaan aktiviteettejaén, valttdmaan tekoniveleen kohdistuvaa @
kohtuutonta rasitusta ja noudattamaan laékérin antamia jatkohoitoa ja seurantaa koskevia ohjeita.

+  Kirurgin on varoitettava potilaita mahdollisista haittavaikutuksista mukaan lukien tekonivelen rajallisesta
kestosta ja istutteen suojaamisen térkeydesta leikkauksen jélkeen. Kirurgin on varoitettava potilasta siitd,
etté tekonivelen joustavuus, lujuus, luotettavuus tai kestévyys ei vastaa normaalia tervetta niveltd; etta
istute voi rikkoutua tai vaurioitua rasittavan toiminnan tai trauman vaikutuksesta.

+  Polven kokotekonivelen komponenttien asianmukainen valinta, asentaminen ja kiinnitys ovat oleellisia,
tekonivelen kayttoikaan vaikuttavia tekijoita. Kaikkien tekonivelistutteiden tavoin ndidenkin komponenttien
kestavyyteen vaikuttavat lukuisat biologiset, biomekaaniset ja muut ulkoiset tekijat jotka rajoittavat
komponenttien kayttoikaa. Taman vuoksi on tarkedd noudattaa tarkkaan taman tuotteen kayttoon liittyvia
kéyttoaiheita, vasta-aiheita, varotoimia ja varoituksia tuotteen kéyttoian maksimoimiseksi.

Kaytto ja istutus

+ Komponenttien koon ja likelaajuuden maarittdmiseen seké sovituskertojen minimoimiseksi on kaytettava
suositeltuja sovituskomponentteja lopullisten istutteiden vaurioitumisen ja steriilien pakkausten avaamisen
valttamiseksi.

+  Réntgenmallineita on saatavana komponenttien koon ja mallin preoperatiivisen méarittémisen helpottamiseksi.

+  Istutuskohdan taydellinen puhdistaminen luulastujen, luusementin kappaleiden ja metallijatteiden
poistamiseksi on oleellista istutteen nivelpintojen nopean kulumisen valttamiseksi.

+ Howmedica Osteonics Corp. toimenpidemanuaaleissa on lisaa toimenpiteisiin liittyvié tietoja.

+  Tuotteen pakkausmerkinndissa on mainittu tuotekohtaista yhteensopivuutta koskevat tiedot. Seuraava
ohje patee useimmissa tapauksissa:

- Kayta femoraalisia PS-komponentteja vain tibiaalisten PS-liukupintojen kanssa.
- Kéyta femoraalisia CR-komponentteja vain tibiaalisten CR-liukupintojen kanssa.
- Kayta femoraalisten PS- tai CR-komponenttien kanssa v tibiaalisia CS-liukupintoja.

43

‘Print Date: Dec 12, 2013 21:25:41 GMT@ ‘

iGN Release Date: Apr 30, 2013 1:15:565 BMew



@

Tiedottaminen potilaille.

Kirurgin taytyy kertoa potilaille korjaustoimenpiteeseen liittyvista rajoituksista ja siité, kuinka tarkeaa
on, ettei istutetta saa altistaa taydelle varaukselle ennen kuin se on kiinnittynyt ja parantunut riittavasti.
Tekoniveliin kohdistunutta liiallista rasitusta ja vaurioita pidetdan syyna niiden rikkoutumiseen ja niiden
komponenttien I8ystymiseen, murtumiin ja/tai kulumiseen. Komponenttien I8ystyminen voi nopeuttaa
kulumishiukkasten muodostumista ja luun vaurioitumista, miké voi heikentaa hyvan hoitotuloksen
saavuttamisen mahdollisuutta revisioleikkauksen jalkeen.

Kirurgin on kehotettava potilaita rajoittamaan aktiviteettejéan, valttamaan tekoniveleen kohdistuvaa
kohtuutonta rasitusta ja noudattamaan ladkarin antamia jatkohoitoa ja seurantaa koskevia ohjeita.

Kirurgin taytyy varoittaa leikkaukseen liittyvista riskeista ja mahdollisista komplikaatioista. Kirurgin on
varoitettava potilasta siita, ettei tekonivel vastaa normaalia tervetta niveltd; etté istute voi rikkoutua tai
vaurioitua rasittavan toiminnan tai trauman vaikutuksesta; etta tekonivelen kéyttéiké on rajallinen ja se
ettd voidaan joutua vaihtamaan myShemmin.

Tilapaisen bakteremian esiintyminen on mahdollista jokapéivaisessa eldmassa. Hampaiden kasittely,
tahystystutkimukset ja muut pienet leikkaustoimenpiteet voivat aiheuttaa tilapdisen bakteremian. Istutteen
seudun infektioiden estémiseksi voi olla hyddyllista kayttaa antibioottiprofylaksiaa ennen téllaisia
toimenpiteitd ja niiden jélkeen.

Varoitukset

Havita kaikki vaurioituneet ja vaarin kasitellyt istutteet.

Istutteita ei saa koskaan kayttaa uudelleen, vaikka ne nayttaisivatkin ehijilta.

Impaktointialustaa ei saa istuttaa potilaaseen. Impaktointialustaa saa kayttaa vain tibiaalisen kantalevyn
impaktointivaiheessa. Poista ja havité se valittomasti impaktoinnin jalkeen.

Liukupintojen kiillotetut alueet eivét saa joutua kosketukseen kovien tai hankaavien pintojen kanssa.
Liukupintojen pitaé aina olla puhtaat ja kudosjatteettomat ennen kokoamista.

Istutteiden muotoilu tai taivuttaminen voi heikentaa niiden kestévyytta ja aiheuttaa niiden rikkoutumisen
rasituksen vaikutuksesta.

Sisékkeen metallista pidakelankaa ei saa kasitella tai poistaa, silld se on oleellinen kokoonpanon koossa
pysymisen kannalta. Havita kaikki tibiaaliset liukupintasisékkeet, jos pidakelanka on vaurioitunut tai sita
on kasitelty vaarin. Taman kokoonpanon vaurioittaminen voi aiheuttaa pidakemekanismin toiminnan
vaurioitumisen.

On varottava, etteivét leikkauskasineet rikkoudu teravia ortopedisia valineitd kasiteltéessa.

Howmedica Osteonics Corp. varoittaa vakavasti kayttamasta muiden valmistajien polven kokotekonivelen
komponentteja minkaan Howmedica Osteonics polven kokotekonivelen komponentin kanssa.

Ohjeiden vastainen kaytt vapauttaa Howmedica Osteonics Corp. vastuusta, joka koskee téllaisen
yhdistelmaistutteen toimivuutta.

Howmedica Osteonics Corp. varoittaa vakavasti kéyttdéméasta muiden valmistajien luuruuveja minkéan
Howmedica Osteonics polven kokotekonivelen komponentin kanssa ruuvien kantojen ja kantaupotteiden
erilaisuuden vuoksi.

Polven kokotekonivelen komponentit voidaan irrottaa kayttamalla varovasti leikkaavia poria, ohuita ja
kapeita osteotomeja ja vetdmalla komponentit irti liiallista voimankayttéa valttéen.

Muovisen tibiaalisisakkeen poistaminen sen jalkeen, kun se on kiinnitetty metalliseen kantalevyyn, rikkoo
muovisisakkeen. On varottava raapimasta tai vaurioittamasta tibiaalisen kantalevyn pintaa sisakkeen
poiston yhteydessa.

Kaikki pakkaukset, joiden steriiliaidake on vaurioitunut, on palautettava tavarantoimittajalle. Ei saa
steriloida uudelleen.
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Haittavaikutukset

Polven kokotekonivelen komponenttien kaytt6ikaa on vaikea ennustaa, mutta se on kuitenkin rajallinen.
Komponentit on valmistettu elimistélle vieraista aineista, jotka asetetaan elimiston likkuvuuden
palauttamiseksi ja kivun vahentémiseksi. Komponenttien ei kuitenkaan voida odottaa kestévan loputtomasti
samanlaista kuormitusta ja rasitusta kuin normaali terve luusto, sillé niihin kohdistuu elimistdssa monia
sellaisia biologisia, mekaanisia ja fysikaalis-kemiallisia vaikutuksia, joita ei in vivo pystyté selvittdmaan.
Kirurgin pitaa kertoa potilaalle, ettei talla saisi olla eparealistisia odotuksia toiminnan suhteen.
Femoraalinen, tibiaalinen ja patellaarinen tekonivelkomponentti voi menna sijoiltaan sopimattoman
fyysisen aktiviteetin tai trauman vuoksi tai muista biomekaanisista tekijoista johtuen.

Polven kokotekonivelen komponenttien [8ystymista voi ilmeta. Varhainen I8ystyminen voi johtua siité, etté
kiinnittyminen luuhun ei alun perinkaan ollut riittava, latentista infektiosta, tekonivelen liian varhaisesta
kuormittamisesta, vaarasta kohdistuksesta tai traumasta. Myohaisvaiheessa 10ystymisen syyné voi olla
trauma, infektio, biologiset komplikaatiot, osteolyysi tai mekaaniset ongelmat, jolloin seurauksena voi olla
luun eroosio ja/tai kipu.

Polven kokotekonivelen tibiaalisten, femoraalisten ja patellaarikomponenttien vasymismurtumia

on ilmennyt pienessa osassa tapauksia. Polvitekonivelen komponenttien murtumat voivat johtua
komponentin alla olevan luun riittdmattomasta tuesta tai komponenttien riittdmattomasta kiinnityksesta.

Perifeerisia neuropatioita, hermovauriota, verenkiertohairidita ja heterotooppisen luun muodostusta
saattaa esiintyd.

Kaikkiin kokotekonivelleikkauksiin saattaa liittyé vakavia komplikaatioita. Néitd komplikaatiota voivat

olla mm.: virtsa- ja sukuelinten, ruuansulatuskanavan ja verenkiertoelinten hairiét kuten veritulpat,
bronkopulmonaariset héiriét, (mm. emboliat), sydaninfarkti tai kuolema.

Polyeteenikomponenttien kulumista on ilmennyt ja ldaketieteellisessa kirjallisuudessa siihen on raportoitu
littyneen luun resorptiota, tekonivelen I6ystymistd ja infektioita.

Tekonivelten istutuksen jalkeen on raportoitu esiintyneen metallille herkistymisesté aiheutuneita reaktioita.
Haittavaikutukset voivat johtaa uusintaleikkauksiin, revisioihin, kyseisen nivelen luudutukseen ja/tai raajan
amputointiin.

Pehmytkudosten epétasapaino voi aiheuttaa liiallista kulumista ja/tai istutteen rikkoutumisen.

Kuten kaikkien istutteiden ollessa kyseessa, tekonivelen komponenttien ymparillé voi ilmeté oireetonta,
paikallista progressiivista luun resorptiota (osteolyysid), joka aiheutuu vierasesinereaktiosta sementti-,
metalli-, suurimolekyylipainopolyeteeni(UHMWPE)- ja/tai keraamihiukkasille. Hiukkasmuodostus aiheutuu
komponenttien valisesté seka komponenttien ja luun valisesté vuorovaikutuksesta, ensisijaisesti
adheesion, hankauksen ja rakenteiden vasymismuutosten aiheuttamasta kulumisesta. Hiukkasia

voi lisaksi muodostua jonkin kolmannen tekijén kulumisesta. Osteolyysi voi mydhemmin aiheuttaa
komplikaatioita, mm. tekonivelen ja sen osien 18ystymista, minka vuoksi tekonivelen komponenttien
poistaminen ja korvaaminen saattaa tulla aiheelliseksi.

Tiedetaan, ettd metalli- ja polyeteenikomponenteista voi ajan mittaan irrota hyvin pienia hiukkasia
normaalin kdyton aikana . Vaikka suurin osa tata hiukkasjatetté jaakin asianomaiseen niveleen (esim.
nivelkalvoon) tai joutuu ympardivaan arpikudokseen, mikroskooppiset hiukkaset voivat mahdollisesti
kulkeutua tai siirtya nivelen ulkopuolelle elimiston eri osiin. Télla hetkelld tieto ndista komponenteista
perdisin olevien jatehiukkasten ja mikroskooppisten hiukkasten kohtalosta on puutteellista. On osoitettu,
ettd mikroskooppiset jatehiukkaset voivat kulkeutua elimistodn ja niiden joskus kuvattu kertyneen
imusolmukkeisiin ja elimiston muihin osiin. Vaikka tahén saakka ei ole raportoitu esiintyneen naiden
hiukkasten aiheuttamia merkittavia terveyshaittoja, niiden kulkeutuminen ja/tai kertyminen elimistéén on
kuvattu ladketieteellisessé kirjallisuudessa. Ottaen huomioon, etté potilaita, joilla on tallaisia tekoniveli,
on voitu seurata vain suhteellisen lyhyen aikaa, seké sen tosiasian, etté naita tekonivelia nykyisin
istutetaan nuoremmille potilaille, minka vuoksi tekonivelet ovat potilaan elimistdssé yha pitempié aikoja,
on sanottava, ettd naiden hiukkasten pitkaaikaisvaikutuksia, jos niita on, ei tunneta. Teoreettisesti voisivat
seuraavat pitkaaikaisvaikutukset tulla kysymyk X

- Syopa: Talla hetkella ei ole olemassa tieteellista nayttod siité, etta metalli- tai polyeteenijétteilla
olisi yhteytté syopadn. Tata mahdollisuutta ei kuitenkaan voida sulkea pois.
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- Lymfadenopatia ja kertyminen muihin kudoksiin ja elimiin: Muutamissa raporteissa on
kuvattu kulumajétehiukkasten kertyneen laheisiin ja kauempana sijaitseviin imusolmukkeisiin.
Vaikka naiden kertymien ei ole raportoitu aiheuttaneen terveydelle haittaa tai sairauksia, niiden
olemassaolo on hyva tuntea diagnoosiin paasyn helpottamiseksi ja niiden erottamiseksi muista
epailyttavistad muutoksista (esim. syopa).

- Systeemisairaudet: On esiintynyt jonkin verran pohdiskelua siitd, olisiko kulumajatteen
kulkeutumisella ja toistaiseksi tunnistamattomilla systeemivaikutuksilla mitan yhteytta. On
mahdollista, etta joitakin pitkdaikaisvaikutuksia voidaan osoittaa joskus tulevaisuudessa,
mutta koska on olemassa hyvin véhan tieteellisté nayttoa kulkeutuneen kulumajétteen ja
systeemisairauksien valisestd yhteydesta, uskotaan télla hetkella, etta naisté tekonivelista
koituva hyGty on selvasti suurempi kuin mink&én mahdollisen teoreettisen pitkaaikaisvaikutuksen
aiheuttama riski.

Yhteisvaikutukset magneettikuvauksen kanssa

Triathlon-polviniveljarjestelmien turvallisuutta ja yhteensopivuutta magneettikuvausymparistossé
ei ole selvitetty. Triathlon-polviniveljarjestelman mahdollista kuumentumista tai kulkeutumista
magneettikuvausympéristossa ei ole selvitetty.

Sterilointi

+  Tama polven kokotekonivelen komponentti on steriloitu gammasateilyllé tai vetyperoksidikaasuplasmalla.
Sterilointimenetelmé on merkitty pakkaukseen.

+  Kaikkien steriilien tuotteiden pakkaukset on ennen avaamista tarkastettava steriiliaidakkeen
vaurioiden varalta. Jos téllaisia vaurioita havaitaan, tuotetta on pidettavé epasteriilin. Erityisia
sovitustekonivelkomponentteja on saatavana, jotta steriilia pakkausta ei tarvitsisi avata ennen
komponentin kayttda.

. On varottava, ettei komponentti kontaminoidu. Jos tdéma tuote kontaminoituu, se on havitettava.

+  Jos pakkaus avataan, mutta tuote jaa kayttamatta, komponenttia ei saa steriloida uudelleen, vaan se on
hévitettava tai palautettava tavarantoimittajalle.

+  Tuotetta ei saa kdyttaa pakkausmerkinnGissa mainitun viimeisen kayttopaivamaaran jalkeen, silla
pakkauksen kelpoisuutta tdméan paivamaaran jélkeen ei ole validoitu.

+  Kertakayttoisid komponentteja ei saa poistamisen jélkeen istuttaa uudestaan, silla naiden toimenpiteiden
aiheuttamat voimat voivat rikkoa komponentin, vaikuttaa sen kokoon ja/tai sen pinnoitteeseen.
Uudelleenkaytettyjen tuotteiden steriiliytté ei voida taata, silld niiden puhdistuksen ja uudelleensteriloinnin
tehokkuutta ei ole varmistettu.

VAROITUS:  YHDYSVALTAIN LAIN MUKAAN TATA TUOTETTA SAA MYYDA VAIN LAAKARI TAI
LAAKARIN MAARAYKSESTA.

VAROITUS:  Komponenttien, joissa on merkintd "Cemented Use Only" (vain sementilld kiinnitettévaksi
tarkoitettu) kiinnittamiseen saa kayttaa vain sementtia.

Stryker Corporation tai sen osastot tai tytéryhtiot omistavat, kayttavat seuraavia tavaramerkkeja tai ovat
jattaneet niitd koskevia hakemuksia: Howmedica, Osteonics, Stryker, Triathlon. Kaikki muut tavaramerkit tai
palvelumerkit ovat niiden omistajien tai haltijoiden omaisuutta.

CE-merkin tila ja laillinen valmistaja esitetaan pakkausmerkinndissé. CE-merkki on kelpoinen vain, jos se
sisaltyy pakkausmerkintgihin.
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Seuraavassa taulukossa on luettelo lyhennyksisté, joita Howmedica Osteonics Corp. kéyttéa

pakkausmerkinndissa:
Nimi Lyhenne Nimi Lyhenne
Alfakoodi ALPH CDE Kaula NK
Kulma ANG Offset OFFST
Aste tai © DEGor ° Ulkolapimitta oD
Lapimitta DIA Oikea RT P
Erittéin syva XDP Ruuvinreit SCR HLS
Erittéin suuri XLGE Sivu SDE
Erittdin pieni XSM Koko SZE
Nuppi HD Pieni SM
Korkeus HT Vakio STD
Sisalapimitta ID Kartio TPR
Sisake INSR Paksuus THKNS
Suuri LGE Tyyppi TYP
Vasen <« LFT Kera w/
Pituus LNTH liman WIO
Keskikoko MED
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Dansk
HOWMEDICA OSTEONICS TRIATHLON TRITANIUM TIL TOTAL KNAALLOPLASTIK

Beskrivelse

Howmedica Osteonics Corp.’s totale knaesystemer omfatter en grundskinne til Triathlon Tritanium, som

er fremstillet til anvendelse med Triathlon Primary knaesystems femurkomponenter, tibiaindsatser og
patellakomponenter il total rekonstruktiv udskiftning af knaeleddet. Specifikke karakteristika for hver enkelt
anordning star opfert pa produktets etiket. Triathlon Tritanium-grundskinne er indiceret il bade cementfri og
cementeret anvendelse

Femurkomponenter: Triathlon Tritanium-grundskinne er kompatibel med Triathlon korsbandsbevarende (CR)
og korsbandopgivende (posteriort stabiliseret — PS) designs.

Tibiakomponenter: Triathlon Tritanium-grundskinne er kompatibel med Triathlon tibiaindsatser i
korsbandsbevarende (CR), posteriort stabiliserede (PS) og kondyleerstabiliserende (CS) designs.
Tibiaindsatser leveres i en raekke tykkelser og tvangsgrader.

Bemeerk: Triathlon Tritanium-grundskinne er emballeret sammen med en kellepolstring. Kellepolstringen
skal kun anvendes ved fastsaettelsen af tibiagrundskinnen, og skal bortskaffes, nar fastsaettelsen er afsluttet.
Kollepolstringen ma ikke implanteres.

Patellakomponenter: Overfladebehandlende patellakomponenter fas i udformninger med symmetrisk og
asymmetrisk ren plastik og bagbekleedning af metal. Anvendelsen af en patellakomponent er valgfri. Triathlon
Tritanium-grundskinne er kompatibel med alle Triathlon patellakomponenter.

Materialer
+  ASTM F-75 koboltkromlegering Femurkomponenter
@ + ASTM F-90 koboltkromlegering Lasetrad ti tiviaindsatser @
+  ASTM F-1537 koboltkromlegering Femurstifter
+  ASTM F-136 titanlegering Tibiakomponenter
+  ASTM F-67 CP titan Tibiakomponenter
+  ASTM F-1185 calciumfosfat Femurkomponenter, patellakomponenter
+ ASTM F-648 polyethylen med ultrahgj Tibialejeindsats, patellakomponenter
molekylveegt
Indikationer

Generelle indikationer for total knaeartroplasti:

+  Smertefulde, invaliderende ledsygdomme i knaeet, der stammer fra: noninflammatoriske degenerative
ledlidelser (herunder osteoartritis, traumatisk artritis eller avaskulzer nekrose), reumatoid artritis eller
posttraumatisk artritis.

+  Posttraumatisk tab af kneeledskonfiguration og funktion.

. Moderat varus-, valgus- eller fleksionsdeformitet, hvor ledbandsstrukturerne kan vende tilbage il
tilstraekkelig funktion og stabilitet.

+  Revision af tidligere mislykkede knaeudskiftninger eller et andet indgreb.

+  Fraktur af den distale femur og/eller proksimale tibia, der ikke kan stabiliseres med standard
frakturbehandlingsmetoder.

Triathlon Tritanium-grundskinne er indiceret til bade fri og et
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Yderligere indikationer for posteriort stabiliseret (PS) komponenter:

Mangel pa ledbandsstabilitet som kraever implantatlejeoverfladegeometri med gget tvang.
Posteriort korsband, der enten mangler eller ikke fungerer.
Alvorlig anteroposterior mangel pa stabilitet i kneeleddet.

Kontraindikationer

Alle aktive eller suspekte latente infektioner i eller omkring knaeleddet.
Fjerntliggende infektionssteder, som kan forarsage haematogen smitte af implantationsstedet.

Enhver mental eller neuromuskuleer lidelse, der kan skabe en uacceptabel risiko for manglende
protesestabilitet, protesefikseringssvigt eller komplikationer under postoperativ pleje.

Knoglemateriale, der er svaekket af sygdom, infektion eller tidligere implantation, der ikke kan yde
tilstraekkelig stette og/eller fiksering for protesen.

Umodent skelet.
Alvorlig mangel pa stabilitet i kneeleddet som felge af manglende helhed og funktion af sideordnede ledband.

Obesitas. En obes eller overvaegtig patient kan udszette protesen for belastninger, som kan fere til, at
anordningens fiksering svigter, eller at selve anordningen svigter.

Forholdsregler

Kirurger skal rade patienterne bade om begraensningeme ved rekonstruktionen og ngdvendigheden af at
beskytte implantatet mod fuld vaegtbelastning, indtil der forekommer tilstraekkelig fiksering og heling. For
kraftig aktivitet og traume pa ledalloplastikken er sandsynligvis arsagen til, at rekonstruktionen mislykkes
pa grund af lgsrivelse, fraktur og/eller slitage pa proteseimplantaterne. Lasrivelse af komponenterne kan
resultere i forhajet produktion af slidpartikler, savel som beskadigelse af knoglen, hvilket ger det svaerere
at foretage et vellykket revisionsindgreb.

Kirurger ber advare patienten om at begraense aktiviteter og beskytte det udskiftede led mod urimelige
belastninger, og om at flge leegens anvisninger mht. follow-up og behandling.

Kirurger skal advare patienter om potentielle bivirkninger, herunder anordningens begraensede levetid samt
behovet for postoperativ beskyttelse af implantatet. Kirurgen ber advare patienterne om, at protesen ikke vil
gengive fleksibiliteten, styrken, palideligheden eller holdbarheden af et normalt, sundt led, og at implantatet
kan ga i stykker eller blive beskadiget, hvis det udseettes for anstrengende aktivitet eller traume.

Passende valg, anbringelse og fiksering af knaealloplastikkomponenterne er kritisk vigtige faktorer, som har
indflydelse pa implantatets holdbarhed. Som det er tilfeeldet med alle andre proteseimplantater, pavirkes
disse komponenters holdbarhed af adskillige biologiske, biomekaniske og andre eksterne faktorer, der
begraenser deres holdbarhed. Som falge heraf er det yderst vigtigt at falge de indikationer, kontraindikationer,
forholdsregler og advarsler, der geelder for produktet for potentielt at maksimere holdbarheden.

Anvendelse og implantation

De anbefalede pravekomponenter bar anvendes til at afgare starrelse, provereduktion og til evaluering
af bevaegelsesomradet. Derved bevares de aktuelle implantaters helhed og deres sterile indpakning.

Der findes radiografiske skabeloner il at assistere med den pree-operative afgerelse af
komponentstarrelse og stil.

Udvis omhu ved fiernelse af knoglesplinter, knoglecementfragmenter og metallisk debris fra
implantationsstedet for at reducere risikoen for debrisinduceret accelereret slitage af implantatets
ledoverflader.

Howmedica Osteonics Corp.’s kirurgiske protokoller giver yderligere oplysninger om fremgangsmade.
Se etiketten pa produktet for oplysninger om specifik kompatibilitet. | reglen geelder felgende:

- Brug kun PS-femurprodukter med PS-tibialejer

- CR-femurprodukter ma kun anvendes med CR-tibialejer

- Brug enten PS- eller CR-femurprodukter med CS-tibialejer
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Information til patienter

Kirurgen skal underrette patienten bade om rekonstruktionens begreensninger og om ngdvendigheden af
at beskytte implantatet mod overbelastning forarsaget af fuld vaegtbelastning, inden der er filstreekkelig
fiksering og heling. For kraftig aktivitet og traume pa ledalloplastikken er sandsynligvis arsagen til, at
rekonstruktionen mislykkes pa grund af lesrivelse, fraktur og/eller slitage pa proteseimplantaterne.
Lesrivelse af komponenterne kan resultere i forhajet produktion af slidpartikler, savel som beskadigelse
af knoglen, hvilket ger det sveerere at foretage et vellykket revisionsindgreb.

Kirurgen skal advare patienten om at begraense aktiviteter og beskytte det udskiftede led mod urimelige
belastninger, og om at felge leegens anvisninger mht. follow-up og behandling.

Kirurgen ber advare patienten om de kirurgiske risici, og gere opmaerksom pa mulige bivirkninger.
Kirurgen ber advare patienten om, at protesen ikke vil genoprette et normalt, sundt led, og at implantatet
kan ga i stykker eller blive beskadiget, hvis det udseettes for anstrengende aktivitet eller traume, samt at
anordningen har en begreenset holdbarhed, og at det muligvis bliver nedvendigt at udskifte den en gang
i fremtiden.

Der kan opsta forbigaende bakterieemi i det daglige liv. Et besgg hos tandleegen, endoskopiske
undersggelser og andre mindre kirurgiske indgreb er ogsa blevet forbundet med forbigaende bakterigemi.
Det kan eventuelt veere tilradeligt at behandle med forebyggende antibiotika fer og efter disse indgreb for
at undga infektion pa implantatstedet.

Advarsler

Alle beskadigede eller forkert handterede implantater skal bortskaffes.

Et implantat ma aldrig genbruges, selvom det ser ubeskadiget ud.

Kellepolstringen ma ikke implanteres. Keallepolstringen ma kun anvendes ved fastseettelsen af
tibiagrundskinnen. Den skal fiernes og bortskaffes umiddelbart efter fastsaettelsesprocessen.

Polerede kontaktflader i lejet ma ikke komme i kontakt med harde eller slibende flader.

Lejeoverflader skal altid vere rene og fri for debris inden montering.

Hvis et implantat kontureres eller bejes, er der risiko for at reducere dets slidstyrke og for at medfere
svigt ved belastning.

Indsatsens retentionstrad af metal ma ikke handteres eller fiemnes, da den er yderst vigtig for samlingens
sikkerhed. Bortskaf alle tibialejeindsatser, hvor retentionsmetaltraden ser ud, som om den er beskadiget
eller forkert behandlet. Hvis der foretages aendringer i samlingen, risikeres det, at retentionsmekanismen
kommer il at fungere forkert.

Der ber udvises omhu for at undga at skaere gennem de kirurgiske handsker ved handtering af alle
ortopaediske anordninger med skarpe kanter.

Undtagen hvor noteret, frarader Howmedica Osteonics Corp. pa det kraftigste, at der anvendes
knaealloplastikkomponenter af et andet fabrikat i forbindelse med alle knaealloplastikkomponenter fra
Howmedica Osteonics. Denne type anvendelse vil ophaeve Howmedica Osteonics Corp.'s ansvar for den
performance, der ydes af det deraf opstaede blandede komponentimplantat.

Howmedica Osteonics Corp. frarader pa det kraftigste, at der anvendes knogleskruer af et andet fabrikat
i forbindelse med alle knaskomponenter fra Howmedica Osteonics pa grund af variationer mellem
skruehoved- og skruesaedekonfigurationer.

En knasalloplastikkomponent kan fiernes med overleeg gennem forsigtig anvendelse af skeerebor, tynde
og smalle osteotomer og forsigtig udtreskningskraft.

Nar en tibiaindsats af plastic fiernes med overleeg, efter den er samlet i metalgrundskinnen, gdeleegges
plasticindsatsen. Udvis omhu, s tibiagrundskinnens overflade ikke bliver udsat for skrammer eller hak,
mens indsatsen fiernes.

Send alle pakker med fejl i den sterile barriere retur il leveranderen. Ma ikke resteriliseres.
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Bivirkninger

Selvom den forventede holdbarhed af komponenterne i en knzeledsalloplastik er vanskelig at vurdere,
er den dog begraenset. Disse komponenter er lavet af fremmedmateriale, der anbringes inden i kroppen
for om muligt at genoprette mobiliteten eller nedsaette smerterne. Dog kan komponenterne-- der pga.
de mange biologiske, mekaniske og fysiokemiske faktorer, der har indflydelse pa disse anordninger,
men som ikke kan vurderes in vivo-- ikke forventes for evigt at holde til de samme aktivitetsniveauer og
belastninger som normal knogle. Kirurger ber radgive patienter mod at have urealistiske forventninger
om protesens levetid.

Der kan forekomme dislokation i femur-, tibia- eller patellaprotesen forarsaget af patientens
uhensigtsmeessige aktivitet, traume eller andre biomekaniske faktorer.

Der kan forekomme lgsrivelse af komponenter i knaealloplastikken. Tidlig mekanisk lgsning kan forarsages af
utilstraekkelig oprindelig fiksering, latent infektion, for tidlig belastning af protesen, forkert komponenttilpasning
eller traume. Sen lgsning kan forarsages af traume, infektion, biologiske komplikationer, bl.a. osteolyse, eller
mekaniske problemer med efterfelgende mulighed for knogleerosion og/eller smerter.

I en lille procentdel tilfeelde er der forekommet slidfrakturer i kneealloplastikkomponenter, inklusive tibia-,
femur- og patellakomponenter. Fraktur af en knaekomponent kan indtreeffe pa grund af utilstraekkelig
komponentstette fra den underliggende knogle eller darlig komponentfiksering.

Der kan forekomme perifere neuropatier, nerveskader, svaekket kredslab og heterotopisk knogledannelse.

Der kan opsta alvorlige komplikationer i forbindelse med enhver total ledalloplastikoperation. Disse
komplikationer omfatter, men er ikke begraensede til: urogenitale lidelser, gastrointestinale lidelser, vaskuleere
lidelser, herunder tromber, bronkopulmonaere lidelser, herunder emboli, myokardieinfarkt eller dd.

Der er forekommet tilfeelde af slid pa komponenter af polyethylen, og rapporter i litteraturen szetter denne
forekomst i forbindelse med knogleresorption, lasning og infektion.

Der er blevet rapporteret overfalsomhed over for metal efter ledalloplastik.

Bivirkninger kan ngdvendiggere en ny operation, revision, artrodese af det led, der er involveret og/eller
amputation af ekstremiteten.

Ubalance i det blede vaev og/eller slaphed er blevet relateret il forkert komponenttilpasning, som kan
fare til tidlig slitage og/eller svigt af implantatet.

I lighed med alle implantationsanordninger kan der forekomme asymptomatisk, lokaliseret, progressiv
knogleresorption (osteolyse) omkring protesekomponenterne som felge af fremmedlegemereaktion

pa partikler af cement, metal, polyethylen med ultrahgj molekylveegt (UHMWPE) og/eller keramik. Der
dannes partikler ved gensidig pavirkning mellem komponenterne sa vel som mellem komponenter og
knogler, farst og fremmest gennem mekanismer som f.eks. adheerence, abrasion og slid. Sekundeert kan
der ogsa produceres partikler gennem tredjepartsslid. Osteolyse kan fare il fremtidige komplikationer,
bl.a. lgsrivelse, hvor det bliver nadvendigt at fierne og udskifte protesekomponenter.

Det vides, at meget sma partikler fra metal- eller polyethylenkomponenter ved normal brug og med tiden
kan skalle af komponenten. Selvom det meste af dette debris bliver i de pageeldende led (f.eks. indeholdt
i ledvaesken) eller er indfanget i omgivende arvaev, kan mikroskopiske partikler muligvis migrere ud af
leddet til andre dele af kroppen. Der er aktuelt ubesvarede spergsmal om debris og mikroskopiske partikler,
der kan blive dannet fra disse komponenter. Det er blevet vist, at mikroskopiske debrispartikler kan blive
disseminerede (migrere) gennem kroppen, og de er i visse tilfeelde blevet beskrevet som akkumulerende
i lymfeknuder og andre dele af kroppen. Selv om der ikke er blevet indberettet nogen betydningsfulde
helbredsmeessige komplikationer resulterende fra disse partikler, er deres bevaegelse og/eller opsamling
i kroppen blevet beskrevet i litteraturen. | betragtning af det utilstraekkelige tidsrum i hvilket patienter med
disse anordninger er blevet observeret, og den kendsgerning, at disse anordninger nu bliver anvendt i
yngre patienter og forbliver i kroppen i stadig leengere tidsperioder, kan det konstateres, at eventuelle
langtidseffekter fra disse partikler er ukendte. De teoretiserede langtidseffekter indbefatter:

- Kraft: Der findes i gjeblikket ingen videnskabelige beviser, som forbinder metal- eller

polyethylendebns med kreft. En sadan mulighed kan dog ikke udelukkes.

- Ly ti og akk ing i andre vav/organer: Der har vaeret nogle fa indberetninger

angaende akkumulerlng af sllddebrls i lymfeknuder (prok5|male og distale). Selv om der ikke
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er blevet indberettet nogen helbredsmaessige komplikationer eller sygdomsforlgb stammende
fra disse akkumuleringer, ber deres tilstedeveerelse erkendes for at lette diagnosen og undga
forvirring mht. eventuelle lzesioner, hvad enten de er maligne eller benigne.

- Systemisk sygdom: Der har veeret spekulation omkring, at der kunne veere en forbindelse
mellem migration af debris og visse hidtil uspecificerede systemiske virkninger. Tidseffekter kan
muligvis demonstreres i fremtiden, men da der er meget fa videnskabelige data, der tyder pa
en forbindelse mellem migration af debris og systemisk sygdom, menes fordelene ved disse
anordninger klart at overstige de potentielle risici for sadanne teoretiske langtidsvirkninger.

Interaktion med MR-scanning

Triathlon knaesystemet er ikke evalueret i forhold til sikkerhed i og kompatibilitet med et MR-miljg. Triathlon

knaesystemet er ikke afprovet i forhold til opvarmning eller migration i et MR-milja.

Sterilisering

+  Denne totale knaskomponent er blevet steriliseres med gammabestraling eller brintoverilte gasplasma.
Se pakkens etiket for steriliseringsmetoden.

+ Indpakningen af alle sterile produkter skal efterses for fejl i den sterile barriere inden abning. Ved
tilstedevaerelse af en sadan fejl skal produktet antages at vaere usterilt. Der findes seerlige proveproteser,
sa det ikke er nedvendigt at abne nogen del af den sterile pakke, inden komponenten skal bruges.

+  Der skal udvises omhu for at undga kontaminering af komponenten. | tilfeelde af kontaminering skal
produktet bortskaffes.

+ Hvis pakken er abnet, men produktet ikke har vaeret brugt, ma komponenten ikke resteriliseres, og den
skal bortskaffes eller returneres til leverandaren.

+  Anordningen ma ikke anvendes efter den udlgbsdato, der er vist pa etiketten, da emballagen ikke er
blevet valideret ud over denne dato.

+  Engangsproteser kan ikke eksplanteres og derefter genimplanteres, da de fysiske kreefter, der udeves

@ ved disse foranstaltninger, kan kompromittere den fysiske integritet og/eller overfladebeleegningen @
pa proteserne. Desuden kan sterilitet ikke garanteres for genbrugte anordninger, da rensnings- og
resteriliseringsprocedurer ikke er blevet verificerede.

0BS! IFBLGE AMERIKANSK LOVGIVNING MA DENNE ANORDNING KUN ANVENDES AF
ELLER PA BESTILLING AF EN LAEGE.

ADVARSEL:  Komponenter, der er meerket “Cemented Use Only” (Kun til cementeret anvendelse) ma kun
implanteres med knoglecement.

Stryker Corporation eller dets afdelinger eller andre associerede virksomheder ejer, anvender eller har
ansggt om felgende varemaerker: Howmedica, Osteonics, Stryker, Triathlon. Alle andre varemaerker eller
servicemaerker er vare- og servicemaerker tilhgrende deres respektive ejere eller indehavere.

Se produktmaerkaten for CE-maerkestatus og lovmaessig fabrikant. CE-meerket er kun gyldigt, hvis det ogsa
findes pa produktetiketten.
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Den folgende tabel indeholder en liste over forkortelser, som anvendes pa Howmedica Osteonics Corp.

produktmaerkning:

@

Glose Forkortelse Glose Forkortelse
Alfakode ALPH CDE Hals NK
Vinkel ANG Forskydning OFFST
Grader DEGor ° Udvendig diameter oD
Diameter DIA Hejre RT P
Ekstra dyb XDP Skruehuller SCRHLS
Ekstra stor XLGE Side SDE
Ekstra lille XSM Strrelse SZE
Hoved HD Lille SM
Hejde HT Standard STD
Indvendig diameter ID Konusform TPR
Indsats INSR Tykkelse THKNS
Stor LGE Type TYP
Venstre <« LFT Med w/
Leengde LNTH Uden W/O
@ Medium MED
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Nederlands
GEBRUIKSAANWIJZING VOOR HOWMEDICA OSTEONICS’ TRIATHLON TRITANIUM TOTALE KNIE

Beschrijving

De totale kniesystemen van Howmedica Osteonics omvatten de Triathlon Tritanium basisplaat die
ontwikkeld is voor toepassing in combinatie met femur- en patellacomponenten en tibia-inlegdelen van het
Triathlon primaire kniesysteem voor totale reconstructieve vervanging van het kniegewricht. De specifieke
eigenschappen van elk protheseonderdeel staan beschreven op het productetiket. De Triathlon Tritanium
basisplaat is geindiceerd voor zowel ongecementeerde als gecementeerde toepassing.

Femurcomponenten: De Triathlon Tritanium basisplaat is compatibel met de Triathlon kruisbandsparende (CR)
en kruisbandopofferende (posterieur gestabiliseerde - PS) uitvoeringen.

Tibiacomponenten: De Triathlon Tritanium basisplaat is compatibel met Triathlon tibia-dragerinlegdelen in
kruisbandsparende (CR), posterieur gestabiliseerde (PS) en condylair gestabiliseerde (CS) uitvoeringen.
Tibia-inlegdelen zijn verkrijgbaar in een reeks verschillende dikten en met verschillende maten van
bewegingsbeperking.

Opmerking: De Triathlon Tritanium basisplaat is verpakt samen met een impactorkussen. Het impactorkussen
wordt alleen gebruikt bij de stap waarbij de tibiabasisplaat wordt vastgeslagen en moet worden weggegooid
zodra de component vastzit. Het impactorkussen is niet bestemd voor implantatie.

Patellacomponenten: Patella-resurfacingcomponenten zijn verkrijgbaar in symmetrische en asymmetrische
uitvoeringen, zowel geheel van kunststof als aan de achterkant met metaal bekleed. Gebruik van

een patellacomponent is optioneel. De Triathlon Tritanium basisplaat is compatibel met alle Triathlon
patellacomponenten.

Materialen

@ +  ASTM F-75 chroomkobaltlegering Femurcomponenten @
+  ASTM F-90 chroomkobaltlegering Borgdraad voor tibia-dragerinlegdelen
+ ASTM F-1537 chroomkobaltlegering Femurpinnen
+  ASTM F-136 titaanlegering Tibiacomponenten
+  ASTM F-67 CP titaan Tibiacomponenten
+  ASTM F-1185 calciumfosfaat Femurcomponenten, patellacomponenten
+  ASTM F-648 Ultra high molecular weight  Tibiadragerinlegdelen, patellacomponenten
polyethylene
Indicaties

Algemene indicaties voor een totale knieartroplastiek (TKR):

+  Pijnlijke, invaliderende aantasting van het kniegewricht ten gevolge van: niet-inflammatoire degeneratieve
aantasting van het gewricht (waaronder osteoartritis, traumatische artritis en avasculaire kopnecrose)
reumatoide artritis of posttraumatische artritis.

+  Posttraumatisch verlies van vorm en functie van het kniegewricht.

+  Matige varus-, valgus- of flexieafwijking, waarbij weer een adequate functie en stabiliteit van het
bandapparaat verkregen kan worden.

+  Revisie van een eerdere niet-geslaagde knievervanging of andere procedure.

+  Fractuur van het distale femur en/of de proximale tibia die met de gebruikelijke
factuurbehandelingsmethoden niet gestabiliseerd kan worden.

1aat i o .

De Triathlon Tritanium basi is geindiceerd voor zowel ong als g
toepassing.
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Additionele indicaties voor posterieur gestabiliseerde (PS) componenten:

Instabiliteit van het bandapparaat, waardoor de vorm van het loopviak van het implantaat meer
bewegingsbeperking moet hebben.

Afwezige of niet-functionele achterste kruisband.
Emstige anteroposterieure instabiliteit van het kniegewricht.

Contra-indicaties

Elke actieve of vermoede latente infectie in of rond het kniegewricht.

Infectiehaarden op afstand (waardoor de infectie zich hematogeen naar de implantatieplaats kan
uitbreiden).

Elke mentale of neuromusculaire aandoening die een onaanvaardbaar risico van instabiliteit van de
prothese, falen van de prothesefixatie of complicaties in de postoperatieve zorg met zich meebrengt.
Door ziekte, infectie of een eerdere implantatie aangetaste botmassa die onvoldoende steun en/of
fixatiemogelijkheden biedt voor de prothese.

Onvolgroeidheid van het skelet.

Ermstige instabiliteit van het kniegewricht, ten gevolge van een aangetast, niet-functioneel collateraal
ligament.

Zwaarlijvigheid. Een patiént met overgewicht of vetzucht (obesitas) kan de prothese dusdanig belasten
dat de fixatie van het implantaat of het implantaat zelf kan falen.

Voorzorgsmaatregelen

De chirurg dient de patiént in te lichten over zowel de beperkingen van de constructie als de noodzaak
het implantaat te beschermen tegen volledige belasting, totdat voldoende fixatie en genezing plaats
hebben gevonden. Overmatige activiteit en trauma aan het vervangen gewricht zijn verantwoordelijk
geacht voor reconstructies die gefaald hebben door losraken, breken en/of slijtage van de prothetische
implantaten. Losraken van de componenten kan verhoogde productie van slijtagedeeltjes ten gevolge
hebben, evenals beschadiging van het bot, waardoor een succesvolle revisie-ingreep moeilijker wordt.
De chirurg dient de patiént te waarschuwen zijn/haar activiteiten te beperken en het vervangen gewricht
te beschermen tegen een onredelijke mate van stress, en de instructies van de arts met betrekking tot
follow-up en nabehandeling in acht te nemen.

De chirurg dient de patiént te waarschuwen voor mogelijke ongewenste effecten waaronder de eindige
levensduur van de prothese en de noodzaak van postoperatieve bescherming van het implantaat. De
chirurg moet de patiént waarschuwen dat het implantaat een normaal gezond gewricht qua flexibiliteit,
sterkte, betrouwbaarheid en duurzaamheid niet kan evenaren, dat het implantaat kan breken of
beschadigd kan raken ten gevolge van intensieve inspanning of trauma.

De juiste keuze, plaatsing en fixatie van totale kniecomponenten zijn essentiéle factoren die de
bruikbare levensduur van het implantaat beinvioeden. Zoals bij alle prothetische implantaten, wordt de
duurzaamheid van deze componenten beinvioed door talloze biologische, biomechanische en andere
extrinsieke factoren die de bruikbare levensduur beperken. Het is daarom essentieel strikt de hand

te houden aan de voor dit product geldende indicaties, contra-indicaties, voorzorgsmaatregelen en
waarschuwingen om het zo lang mogelijk te kunnen blijven gebruiken.

Gebruik en implantatie

Gebruik de aanbevolen pasprothesen teneinde, bij het bepalen van de maat, de proefreductie en de
evaluatie van de bewegingsuitslag, de integriteit van de eigenlijke implantaten en hun steriele verpakking
te waarborgen.
Als hulpmiddel bij de preoperatieve voorspelling van componentafmeting en -type zijn radiografische
sjablonen verkrijgbaar.
Verwijder zorgvuldig alle botsplinters, botcementdeeltjes en metaaldébris uit het implantatiegebied om
het risico van versnelde slijtage van de gewrichtsopperviakken van het implantaat ten gevolge van
deeltjes te verkleinen.
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De chirurgische protocollen van Howmedica Osteonics Corp. bevatten aanvullende informatie
betreffende de procedures.

Raadpleeg het productetiket voor specifieke productcompatibiliteit. In het algemeen geldt het volgende:
- Gebruik PS femurcomponenten alleen met PS tibiadragers
- Gebruik CR femurcomponenten alleen met CR tibiadragers
- Gebruik ofwel PS ofwel CR femurcomponenten met CS tibiadragers

Informatie voor patiénten

De chirurg dient de patiént in te lichten over zowel de beperkingen van de constructie als de noodzaak
het implantaat te beschermen tegen volledige belasting, totdat voldoende fixatie en genezing plaats
hebben gevonden. Overmatige activiteit en trauma aan het vervangen gewricht zijn verantwoordelijk
geacht voor reconstructies die gefaald hebben door losraken, breken en/of slijtage van de prothetische
implantaten. Losraken van de componenten kan verhoogde productie van slijtagedeeltjes ten gevolge
hebben, evenals beschadiging van het bot, waardoor een succesvolle revisie-ingreep moeilijker wordt.
De chirurg dient de patiént te waarschuwen zijn/haar activiteiten te beperken en het vervangen gewricht
te beschermen tegen een onredelijke mate van stress, en de instructies van de arts met betrekking tot
follow-up en nabehandeling in acht te nemen.

De chirurg dient de patiént te waarschuwen voor de risico’s van chirurgisch ingrijpen en mogelijke
nadelige effecten. De chirurg dient de patiént te waarschuwen dat het implantaat geen normaal gezond
gewricht evenaart, dat het implantaat kan breken of beschadigd kan raken ten gevolge van intensieve
inspanning of trauma en dat het implantaat een eindige gebruiksduur heeft en mogelijk in de toekomst
vervangen moet worden.

Voorbijgaande bacteriémie kan in het dagelijks leven voorkomen. Tandheelkundig werk, endoscopisch
onderzoek en andere kleine chirurgische ingrepen zijn ook in verband gebracht met voorbijgaande
bacteriémie. Antimicrobiéle profylaxe voor en na dergelijke procedures verdient aanbeveling om infectie
ter plaatse van het implantaat te voorkomen.

Waarschuwingen

Gooi alle beschadigde of verkeerd behandelde implantaten weg.

Gebruik een implantaat nooit opnieuw, ook al ziet het er onbeschadigd uit.

Implanteer het impactorkussen niet. Het impactorkussen wordt alleen gebruikt bij de stap waarbij de
tibiacomponent wordt vastgeslagen. Verwijder het en gooi het onmiddellijk na het vastslaan weg.
Gepolijste loopvlakken mogen niet in contact komen met harde of schurende opperviakken.
Draagvlakken moeten voor assemblage altijd schoon zijn en geen débris bevatten.

Verbuiging of vervorming van een implantaat kan de sterkte doen afnemen als gevolg van
materiaalmoeheid en bij belasting tot falen leiden.

De metalen retentiedraad op het inlegdeel mag niet aangeraakt of verwijderd worden, aangezien deze
cruciaal is voor de betrouwbaarheid van het samenstel. Gooi een tibia-dragerinlegdeel weg als de
metalen retentiedraad er beschadigd of verkeerd behandeld uitziet. Pogingen tot het bijstellen van dit
samenstel kunnen ertoe leiden dat het retentiemechanisme niet goed functioneert.

Wees voorzichtig bij het hanteren van orthopedische voorwerpen met scherpe randen dat deze niet door
de chirurgische handschoenen snijden.

Behalve waar specifiek vermeld, raadt Howmedica Osteonics Corp. ten sterkste af een totale
kniecomponent van een andere fabrikant te gebruiken in combinatie met welke totale kniecomponent
van Howmedica Osteonics dan ook. Een dergelijke gebruik ontheft Howmedica Osteonics Corp. van
aansprakelijkheid voor de prestatie van het resulterende implantaat met gemengde componenten.
Howmedica Osteonics Corp. raadt ten sterkste af botschroeven van een andere fabrikant te gebruiken
in combinatie met welke totale kniecomponent van Howmedica Osteonics dan ook, vanwege bestaande
variaties in de configuraties van schroefkop en schroefzitting.
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+  Een totale kniecomponent kan met opzet voorzichtig verwijderd worden met chirurgische boren, dunne
en smalle osteotomen en zorgvuldig toegepaste extractie.

+  Van opzettelijke verwijdering van het kunststof tibia-inlegdeel na assemblage uit de metalen basisplaat
gaat het kunststof inlegdeel kapot. Zorg bij het verwijderen van het inlegdeel dat de metalen basisplaat
niet ingekerfd of ingesneden wordt.

+  Stuur alle verpakkingen met defecten in de steriele barriére terug naar de leverancier. Niet opnieuw
steriliseren.

Ongewenste effecten

+  Hoewel het moeilijk is de levensduur van componenten van een totale knievervanging in te schatten, is
deze eindig. Deze componenten zijn vervaardigd van lichaamsvreemde materialen die in het lichaam
aangebracht worden voor mogelijk herstel van de mobiliteit of pijnvermindering. Omdat deze onderdelen
echter beinvioed worden door vele biologische, mechanische en fysisch-chemische, maar in vivo
niet te evalueren factoren, kan niet worden verwacht dat de componenten voor onbepaalde tijd het
activiteitsniveau en de belasting van normaal gezond bot kunnen doorstaan. De chirurg moet de patiént
uitleggen geen onrealistische verwachtingen te hebben van de levensduur van de prothese.

+  Ten gevolge van verkeerde activiteiten van de patiént, trauma of andere biomechanische oorzaken, kan
de femur-, tibia- of patellaprothese geluxeerd raken.

*  Hetkan voorkomen dat totale kniecomponenten losraken. Vroegtijdig mechanisch losraken kan het
resultaat zijn van onvoldoende initiéle fixatie, latente infectie, voortijdige belasting van de prothese,
verkeerd uitljnen van de componenten of trauma. Losraken op een later tijdstip kan het gevolg zijn
van trauma, infectie, biologische complicaties waaronder osteolyse, of mechanische problemen met
daaropvolgend de mogelijkheid van boterosie en/of pijn.

+  Bijeenklein percentage van de patiénten zijn ten gevolge van materiaalmoeheid fracturen van totale
kniecomponenten, waaronder tibia-, femur- en patellacomponenten, voorgekomen. Een breuk in
een kniecomponent kan het gevolg zijn van onvoldoende ondersteuning van de component door het
@ onderliggende bot of van slechte fixatie van de component. @

+  Erkan/kunnen zich perifere neuropathieén, zenuwletsel, circulatiestoornissen en heterotopische
botvorming voordoen.

. Bij elke totale gewrichtsvervangende operatie kunnen ernstige complicaties optreden. Deze complicaties
zijn onder meer, maar niet beperkt tot: aandoeningen van de tractus urogenitalis; gastro-intestinale
stoornissen; vasculaire stoornissen, waaronder trombi; bronchopulmonale stoornissen, waaronder
embolieén; myocardinfarct en overlijden.

+  Slijtage van polyethyleencomponenten heeft zich voorgedaan en dit is in de literatuur in verband
gebracht met botresorptie, losraken en infectie.

+  Na gewrichtsvervanging is melding gemaakt van overgevoeligheidsreacties op metaal.

+  Bijwerkingen kunnen een nieuwe operatie, revisie, artrodese van het betrokken gewricht en/of amputatie
van de ledemaat noodzakelijk maken.

+  Disbalans en/of laxiteit van de weke delen is in verband gebracht met slecht uitgelijnde componenten,
wat kan leiden tot vroegtijdige slijtage en/of falen van het implantaat.

+  Bijalle geimplanteerde prothesen kan zich rond de protheseonderdelen asymptomatische gelokaliseerde
progressieve botresorptie (osteolyse) voordoen als gevolg van een corpus alienumreactie op deeltjes
afkomstig van cement, metaal, ultra-high molecular weight polyethylene (UHMWPE) en/of op keramisch
materiaal. Deeltjes ontstaan door interactie tussen componenten onderling evenals tussen componenten
en bot, voornamelijk ten gevolge van de slijtagemechanismen adhesie, afschuring, en materiaalmoeheid.
Bovendien kunnen deeltjes ontstaan ten gevolge van slijtage van andere onderdelen. Osteolyse kan
tot latere complicaties leiden, waaronder losraken, wat verwijderen en vervangen van de prothetische
componenten noodzakelijk maakt.

+ Hetis bekend dat er bij normaal gebruik in de loop der tijd zeer kleine metaal- en polyethyleendeeltjes
van de componenten kunnen afslijten. Hoewel het grootste deel van dit débris in het betreffende
gewricht blijft (d.w.z. binnen het synovium) of gevangen wordt in omringend littekenweefsel, kunnen
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microscopische deeltjes zich door het hele lichaam verspreiden (migreren). Er zijn momenteel
onbeantwoorde vragen over débris en microscopische deeltjes die van deze componenten afkomstig
kunnen zijn. Aangetoond is dat microscopische débrisdeeltjes zich door het hele lichaam kunnen
verspreiden (migreren) en het is beschreven dat ze zich af en toe ophopen in lymfeklieren en

andere delen van het lichaam. Hoewel er tot op heden geen significante medische complicaties zijn
gerapporteerd als gevolg van deze deeltjes, zijn de migratie en/of ophoping ervan in het lichaam in de
literatuur beschreven. Gezien het feit dat de patiénten in wie deze implantaten gebruikt worden nog
onvoldoende lang gevolgd zijn, de patiénten momenteel jonger zijn en de implantaten steeds langer in
het lichaam blijven, moet gezegd worden dat de eventuele effecten op lange termijn van deze deeltjes
niet bekend zijn. Theoretisch zouden de langetermijneffecten onder meer kunnen zijn:

- Kanker: eris op dit moment wetenschappelijk geen verband aangetoond tussen metaal- of
polyethyleendébris en kanker. De mogelijkheid kan echter niet worden uitgesloten.

- Lymf: pathie en ophoping in andere weefsels/organen: er zijn een paar meldingen
gemaakt van ophoping van slijtagedébris in lymfeklieren (proximaal en distaal). Hoewel er geen
medische complicaties of ziekteprocessen zijn gerapporteerd als gevolg van deze ophopingen,
moet het bestaan ervan worden erkend om ze te kunnen diagnosticeren en verwarring met
verdachte laesies, carcinomateus of anderszins, te vermijden.

- Systemische aandoeningen: er is enige speculatie dat er een verband zou kunnen bestaan
tussen migratie van débris en tot nog toe niet geidentificeerde systemische effecten. Het is
mogelijk dat er op een gegeven moment in de toekomst een bepaald langetermijneffect kan
worden aangetoond, maar omdat er zeer weinig wetenschappelijke gegevens zijn die een verband
suggereren tussen migratie van débris en systemische aandoeningen, wordt geloofd dat de
voordelen van deze implantaten duidelijk opwegen tegen de mogelijke risico's van een dergelijk
theoretisch effect op lange termijn.

ticrh, p

teractie met

ming

Triathlon kniesysteem is niet getest op verhitting en migratie onder invioed van MR.

% De veiligheid en compatibiliteit van het Triathlon kniesysteem in de MRI-omgeving is niet geévalueerd. Het

Sterilisatie

Deze totale kniecomponent is gesteriliseerd door gammastraling of waterstofperoxide-gasplasma.
Raadpleeg het etiket op de verpakking voor de gebruikte sterilisatiemethode.

Voordat deze wordt geopend, dient de verpakking van alle steriele producten gecontroleerd te worden
op defecten in de steriele barriere. Indien een dergelijk defect wordt geconstateerd, moet verondersteld
worden dat het product niet steriel is. Om het openen van een van de verpakkingslagen te vermijden
voordat de component gebruikt gaat worden, zijn speciale pasprothesen verkrijgbaar.

Voorzichtigheid is geboden om verontreiniging van de component te voorkomen. In geval van
verontreiniging dient dit product weggegooid te worden.

Indien een verpakking is geopend, maar het product is niet gebruikt, dan mag het product niet opnieuw
gesteriliseerd worden en moet het weggegooid worden of teruggestuurd naar de leverancier.

Het implantaat mag na de op het etiket vermelde uiterste gebruiksdatum niet meer gebruikt worden
omdat de verpakking na deze datum niet meer gevalideerd is.

Een implantaat bestemd voor eenmalig gebruik kan niet verwijderd en vervolgens opnieuw
geimplanteerd worden; de fysieke krachten waaraan het blootstaat bij deze handelingen kan de integriteit
aantasten, de dimensies veranderen en/of de opperviaktebewerking van het implantaat beschadigen.
Ook kan de steriliteit van hergebruikte implantaten niet gewaarborgd worden wegens het ontbreken van
gevalideerde reinigings- en hersterilisatieprocedures.

LET OP: FEDERAL LAW (U.S.A.) VOLGENS DE AMERIKAANSE WETGEVING IS VERKOOP

VAN DIT PRODUCT UITSLUITEND TOEGESTAAN AAN OF OP GEZAG VAN EEN
GEREGISTREERDE ARTS.

WAARSCHUWING: Componenten waarvan het etiket “Uitsluitend bestemd voor gecementeerde toepassing”

vermeldt, dienen alleen met botcement te worden geimplanteerd.
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Stryker Corporation of haar divisies of andere gelieerde bedrijfsentiteiten zijn eigenaar van, gebruiken of
hebben de volgende handelsmerken aangevraagd: Howmedica, Osteonics, Stryker, Triathlon. Alle andere
handelsmerken of dienstmerken zijn handelsmerken of dienstmerken van hun respectievelijke eigenaars of

houders.

Raadpleeg het productetiket voor de status van de CE-markering en de verantwoordelijke fabrikant.
De CE-markering is alleen geldig als deze ook op het productetiket staat.

De onderstaande tabel bevat een lijst met afkortingen die gebruikt worden op de productetiketten van

Howmedica Osteonics Corp. :

@

Term Afkorting Term Afkorting
Alfacode ALPH CDE Hals NK
Hoek ANG Offset OFFST
Graden DEG or ° Buitendiameter 0D
Diameter DIA Rechts RT »
Extra diep XDP Schroefgaten SCRHLS
Extra groot XLGE Zijde SDE
Extra klein XSM Maat SZE
Kop HD Klein SM
Hoogte HT Standaard STD
Binnendiameter D Conus TPR
@ Inlegdeel INSR Dikte THKNS
Groot LGE Type TYP
Links <« LFT Met w/
Lengte LNTH Zonder W/O
Medium MED
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Norsk

HOWMEDICA OSTEONICS’ TRIATHLON TRITANIUM KNEALLOPLASTIKK IFU

Beskrivelse

Howmedica Osteonics Corp.’s totale knesystemer inkluderer Triathlon Tritanium baseplate som er fremstilt til
bruk med Triathlon primeere knesystemets femurkomponenter, tibiainnlegg, og patellarkomponenter til bruk
med total rekonstruktiv erstatning av kneleddet. Spesifikke egenskaper for hver enkelte anordning star oppfert
pa produktets etikett. Triathlon Tritanium baseplate er indisert for bruk bade med og uten sement.

Femurkomponenter: Triathlon Tritanium baseplate er kompatibel med Triathlon korsbands festedesign (CR), og
korsbands “sacrificing” design (stabilisert posteriert — PS).

Tibiakomponenter: Triathlon Tritanium baseplate er kompatibel med Triathlon tibiainnlegg i et korsbands
festedesign (CR), stabilisert posterigrt (PS) design, og kondylare stabiliseringsdesign (CS). Tibiainnleggene
leveres i en rekke tykkelser og tvangsgrader:

Merk: Triathlon Tritanium Baseplate er innpakket sammen med en impaktorpute. Impaktorputen skal bare
brukes i lapet av tibiabaseplatens sammenpressingsskritt og ma kasseres etter at sammenpressingen er
fullfert. Impaktorputen ma ikke implanteres.

Patellakomponenter: Patella-gjenoppstaende komponenter finnes tilgjengelig i asymmetriske og
metallskjermede design fremstilt av bare plastikk. Bruk av en patellakomponent er valgfri. Triathlon Tritanium
Baseplaten er kompatibel med alle Triathlon patellakomponentene.

Materialer
+  ASTM F-75 kobolt kromlegering Femurkomponenter
+  ASTM F-90 kobolt kromlegering Laseledning for tibiainnlegg
@ + ASTM F-1537 kobolt kromlegering Femurskruer
+  ASTM F-136 titaniumalloy Tibiakomponenter
«  ASTM F-67 CP titanium Tibiakomponenter
+  ASTM F-1185 kalsiumfosfat Femurkomponenter, patellakomponenter
+ ASTM F-648-ultrahgy molekylaer Tibiabaerende innlegg, patellakomponenter
vektpolyetylen

Indikasjoner

Indikasjoner for generell kne-artroplastikk (TKR):

+  Smertefulle, invalidiserende leddsykdommer i kneet, som stammer fra: . ikke-betent degenererende
leddsykdom (inkludert slitasjegikt, traumatisk gikt, eller avaskuleer nekrose), reumatoid artritt eller post-
traumatisk artritt.

+  Post-traumatisk tap av kneleddskonfigurasjon og funksjon.

+  Moderat varus-, valgus- eller fleksjonsdeformitet, hvor leddbandsstrukturene kan ga tilbake til tilstrekkelig
funksjon og stabilitet.

+  Revisjon av tidligere mislykket knealloplastikk eller annet inngrep.
+  Brudd pa distalfemur og/eller proksimal tibia kan ikke stabiliseres ved hjelp av standard
bruddbehandlingsteknikk.
Triathlon Tritanium baseplate er indisert til bruk bade med og uten sement.
Tilleggsindikasjoner for posterigrt stabiliserte(PS) komponenter:
+ Mangel pa leddbandsstabilitet som krever implantbzerende overflategeometri med gkt tvang.
+  Posteriort korsband som enten mangler eller ikke fungerer.
+  Alvorlig anteposterigr ustabilitet ved kneleddet.
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Kontraindikasjoner

Alle aktive eller suspekte latente infeksjoner i eller rundt kneleddet.
Fjerntliggende infeksjonssteder som kan forarsake hematogen smitte av implantatstedet,

Enhver mental eller nevromuskuleer lidelse som kan skape en uakseptabel risiko for mangel pa
protesestabilitet, prc fikseringssvikt eller komplikasjoner i lapet av postoperativ pleie.

Benmateriale som er svekket pa grunn av sykdom, infeksjon eller tidligere implantat, som ikke kan gi
tilstrekkelig stette og/eller fiksering av protesen.

Umodent skjelett.

Alvorlig mangel pa stabilitet i kneleddet som en felge av manglende helhet og funksjon av sideordnede
leddband.

Fedme. En overvektig eller fet pasient kan fremstille belastning pa protesen som kan fare til svikt av
anordningens fiksering eller at selve anordningen svikter.

Forholdsregler

Kirurgen ma underrette pasienten bade om rekonstruksjonens begrensninger og behovet for a beskytte
implantatet mot full belastning helt til tilstrekkelig fiksering og helbredelse har funnet sted. Alt for mye
aktivitet og traume som pavirker hofteerstatningen har vaert involvert i svikt av rekonstruksjon gjennom
lgsrivelse, brudd og/eller slitasje pa proteseimplantatet. Lasning av komponentene kan resultere i gkning
pa slitasjepartikler, i tillegg til benskade, som vil bidra til at vellykket revisjonskirurgi vil bli vanskeligere.

Kirurgen ma underrette/advare pasienten om & begrense aktiviteter og beskytte det erstattede leddet mot
urimelig belastning, samt & felge legens instrukser nar det gjelder oppfelgingspleie og behandling.

Kirurgene ber underette pasientene om de potensielle virkingene, inkludert anordningens begrensede
holdbarhet og behovet for post-operativ beskyttelse av implantatet. Kirurgen ber advare pasientene
om at anordningen ikke dupliserer et friskt ledds fleksibilitet, styrke, palitelighet, eller holdbarhet, og at
implantatet kan brekke eller skades som en felge av anstrengende aktivitet eller traume.

Passende valg, anbringelse og fiksering av komponentene til knealloplastikk er kritisk viktige faktorer,
som har innflytelse pa implantatets holdbarhet. Slik som er tilfelle med alle proteseimplantater, pavirkes
disse komponentenes holdbarhet av flere biologiske, biomekaniske og andre eksterne faktorer som
begrenser deres holdbarhet. Som en falge av dette er det ytterst viktig a felge de indikasjoner,
kontraindikasjoner, forholdsregler og advarsler som gjelder for produktet, med det formal a fa mest ut av
den potensielle holdbarheten.

Bruk og implantasjon

De anbefalte prgvekomponentene ber brukes til 4 fastsette sterrelse, pravereduksjon og til evaluering av
bevegelsesomradet. Pa denne maten kan man bevare de aktuelle implantaters helhet og deres sterile
innpakking.
Radiografiske sjablonger finnes til hjelp med den preoperative avgjerelsen av komponentstarrelse og stil.
Forsiktighet ma utvises for a fieme benfliser, sementbiter fra ben og metallrester fra implantatomradet for
4 kunne redusere risiko for restebiter forarsaket av fremskyndet slitasje pa implantatets leddoverflater.
Kirurgiske protokoller fra Howmedica Osteonics Corp. gir ytterlige opplysninger om forskjellige typer
inngrep.
Se etiketten pa produktet for opplysninger om spesifikk kompatibilitet. Rent generelt gjelder felgende:

- Bruk bare PS femurkomponenter med PS tibiabzeredeler.

- Bruk bare CR femurkomponenter med CR tibiabaeredeler.

- Bruk bare PS eller CR femurkomponenter med CS tibiabaeredeler.

Informasjon for pasienter.

Kirurgen ma underrette pasienten bade om rekonstruksjonens begrensninger og behovet for a beskytte
implantatet mot full belastning helt til tilstrekkelig fiksering og helbredelse har funnet sted. Alt for mye
aktivitet og traume som pavirker hofteerstatningen har vaert involvert i svikt av rekonstruksjon gjennom
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Igsrivelse, brudd og/eller slitasje pa proteseimplantatet. Lasning av komponentene kan resultere i gkning
pa slitasjepartikler, i tillegg til benskade, som vil bidra til at vellykket revisjonskirurgi vil bli vanskeligere.

Kirurgen ma underrette/advare pasienten om a begrense aktiviteter og beskytte det erstattede leddet mot
urimelig belastning, samt & felge legens instrukser nar det gjelder oppfelgingspleie og behandling.
Pasienten ma advares om forskiellige risikoer tilknyttet kirurgi og eventuelle bivirkninger. Pasienten ma
advares om at anordningen er ikke en erstatning av et normalt friskt ledd, at implantatet kan brekke eller
skades som en felge av anstrengende akivitet eller traume, og at anordningen har en begrenset levetid
og vil eventuelt matte erstattes i fremtiden.

Transient bakteriemi kan forekomme i Igpet av det daglige liv. Tannbehandling, endoskopisk
undersgkelse og andre mindre kirurgiske inngrep har veert foroundet med transient bakteriemi. For &
unnga infeksjon pa implantatstedet, anbefales det at profylaktisk antibiotika brukes fer og etter denne
typen inngrep.

Advarsler

Kasser alle skadde og feilhandterte implantater.

Et implantat ma aldri brukes pa nytt, selv om det virker som om det er uskadet.

Impaktorputen ma ikke implanteres. Impaktorputen ma bare brukes i Iepet av implantasjonsskrittet Ma
fiernes og kasseres umiddelbart etter implantasjonsprosessen.

Polerte kontaktflater i beerestykket ma ikke komme i kontakt med harde eller slipende flater.
Baereomradene ma alltid vaere helt rene uten rester for montering finner sted.

Konturering eller baying av et implantat kan redusere slitestyrken og forarsake svikt under belastning.
Innleggets retensjonstrad av metall ma ikke handteres eller fiernes, da den er ytterst viktig for samlingens
sikkerhet. Kasser alle tibiainnlegg hvor retensjonstraden ser ut som om den er skadet eller behandlet
feil. Hvis man utferer endringer i samlingen, kan man risikere at retensjonsmekanismen kommer til @
fungere feil.

Omhu ber utvises for a unnga a skjaere gjennom de kirurgiske hanskene under handteringen av alle
ortopediske anordninger med skarpe kanter.

Bortsett fra der hvor det er avmerket, frarader Howmedica Osteonics Corp.’s pa det sterkeste at
knealloplastikk-komponenter av et annet fabrikat brukes i forbindelse med alle knealloplastikk-
komponenter fra Howmedica Osteonics. Denne typen bruk vil oppheve Howmedica Osteonics Corp.'s
ansvar for arbeidsprestasjonen som oppstar gjennom bruk av det resulterende oppstatte blandede
komponentimplantat.

Howmedica Osteonics Corp. frarader pa det sterkeste at man bruker benskruer av et annet fabrikat i
tilknytning til alle knealloplastikk-komponenter fra Howmedica Osteonics pa grunn av variasjoner mellom
skruhodet og skruesetekonfigurasjoner

En knealloplastikk-komponent kan fiernes med overlegg gjennom forsiktig bruk av skjeereborr, tynne og
smale osteotomer og forsiktig uttrekningskraft.

Nar et tibiainnlegg av plastikk fiernes med vilje, etter at den er samlet i et metalltray, edelegges
plastinnlegget. Veer forsiktig slik at tibialtrayets overflate ikke utsettes for skrammer eller hakk, mens
innlegget fiernes.

Alle pakker med feil i den sterile barrieren ma returneres til leveranderen. Ma ikke gjensteriliseres.

Bivirkninger

Selv om den forventede holdbarheten tilknyttet komponentene i hofteleddsalloplastikk er vanskelig

4 vurdere, er den imidlertid begrenset. Disse komponentene er laget av utlandske materialer som
plasseres inne i kroppen for potensiell gjenoppbygging av bevegelighet eller reduksjon av smerte.
Imidlertid kan komponentene — som pa grunn av de mange biologiske, mekaniske og fysiokjemiske
faktorene som har innflytelse pa disse anordningene, men som ikke kan vurderes in vivo, ikke forventes
4 kunne motsta de samme akivitetsnivaer og belastninger som normale, sunne ben for alltid. Kirurgene
ber advare pasientene mot & ha urealistiske forventninger tilknyttet anordningens levetid.
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+  Forskyvning av femur-, tibia- eller patellaprotesen kan forekomme forarsaket av pasientens upassende
aktivitet, traume eller andre biomekaniske faktorer.

+  Leosrivelse av komponenter i knealloplastikken kan finne sted. Tidlig mekanisk Igsrivelse kan
forarsakes av utilstrekkelig opprinnelig fiksering, latent infeksjon, for tidlig belastning av protesen,
feil komponenttilpasning eller traume. Sen Igsrivelse kan resultere fra traume, infeksjon, biologiske
komplikasjoner, inkludert osteolyse eller mekaniske problemer med etterfalgende mulighet for benerosjon
ogleller smerte.

+  lenliten prosentdel av tilfeller har det forekommet slitefrakturer i knealloplastikk-komponentene,
inkludert tibia-, femur- og patellakomponenter. Fraktur av en knekomponent kan finne sted pa grunn av
utilstrekkelig komponentstette fra det underliggende benet eller darlig komponentfiksering.

+  Perifere nevropatier, nerveskade, svekket kretslap og heterotopisk bendannelse kan forekomme.

+  Alvorlige komplikasjoner kan assosieres med enhver totale leddalloplastikkoperasjon. Disse
komplikasjonene inkluderer, men er ikke begrenset til: urogenitale lidelser, gastrointestinale lidelser,
vaskuleere lidelser, bl.a. trombose, bronkopulmonale lidelser, bl.a. emboli, myokardieinfarkt eller dedsfall.

+  Forekomster av slitasje pa polyetylenkomponenter har funnet sted, og rapporter i litteraturen setter denne
forekomsten i forbindelse med benresorpsjon, lgsrivelse og infeksjon.

+  Det finnes rapporter om overfglsomhet mot metall etter leddalloplastikk.

+  Bivirkninger kan eventuelt ngdvendiggjare en ny operasjon, revisjon, artrodese i det leddet som er
involvert, og/eller amputering av lemmet.

+  Ubalanse i mykdelene og/eller slapphet har blitt satt i sammenheng med feilstilling av komponentene,
som kan resultere i tidlig slitasje og/eller implantatsvikt.

+  |likhet med alle implantatanordninger, kan det forekomme asymptomatisk, lokalisert, progressiv
benresorpsjon (osteolyse) omkring protesekomponentene som falge av fremmedlegemereaksjon pa
partikler av sement, metall, polyetylen med ultrahgy molekylvekt (UHMWPE) og/eller keramikk. Det
dannes partikler ved gjensidig pavirkning mellom komponentene, samt mellom komponenter og ben,

@ farst og fremst gjennom mekanismer som f.eks. adhesjon, abrasjon og slitasje. Sekundzert kan partikler @
ogsa dannes gjennom tredjepartslitasje. Osteolyse kan resultere i fremtidige komplikasjoner, bl. a.
Igsrivelse, hvor det blir nedvendig a fierne og skifte ut protesekomponenter.

+  Deterkjent at meget sma partikler fra metall- og polyetylenkomponenter kan, ved normal bruk og med
tiden, kan bli avkastet fra komponentene. Selv om mesteparten av disse restene oppbevares i det
relevante leddet, (for eksempel i synovium) eller blir oppfanget av omgivende arrvev, kan mikroskopiske
partikler eventuelt bevege seg eller migrere utenfor leddet til forskjellige deler av kroppen. For tiden
finnes det ubesvarte spersmal bergrende restebiter og mikroskopiske partikler som kan genereres
fra disse komponentene. Det har vist seg at mikroskopiske restebitpartikler kan spre seg (migrere)
gjennom kroppen og har til enkelte tider blitt beskrevet som a ha oppsamlet seg i lymfeknutene og
andre deler av kroppen. Selv om det ikke er blitt innrapportert noen betydningsfulle helbredsmessige
komplikasjoner som resultat av disse partiklene, har deres bevegelse og/eller oppsamling i kroppen blitt
beskrevet i litteraturen. Tatt i betraktning det utilstrekkelige tidsrommet hvor pasientene er observert,
og den kjensgjerning at disse anordningene na blir brukt i yngre pasienter og forblir i kroppen i stadig
lengre tidsperioder, ma man si at eventuelle langtidsvirkninger av disse partiklene er ukjent. De teoriserte
langtidsvirkningene inkluderer:

- Kreft: For ayeblikket finnes det ingen vitenskapelige bevis som forbinder metall- eller
polyentylenrester med kreft. Imidlertid kan man ikke utelukke denne muligheten.

- Ly og ling i andre vev/organer. Det har forekommet noen fa rapporter
vedmrende oppsamling av slltaSJeresterl lymfeknuter (naer og fierntliggende). Selv om det
ikke er rapportert noen helbredsmessige komplikasjoner eller sykdomsforlep som stammer fra
disse oppsamlingene, ber deres tilstedeveerelse anerkjennes for & forenkle diagnosen og unnga
forvirring i tilknytning til eventuelle lesjoner, hvorvidt disse er ondartede eller ikke.

—  Systemisk sykdom: Det har vaert noe spekulasjon tilknyttet hvorvidt det kan veere en forbindelse
mellom migrering av rester og visse ikke-identifiserte systemiske virkninger. Det er mulig at noen
langtidsvirkninger vil kunne demonstreres pa et tidspunkt i fremtiden, men siden det finnes meget
begrenset vitenskapelig data som tyder pa en forbindelse mellom flytning av rester og systemiske
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virkninger, mener man at fordelen ved disse anordningene klart oppveier den potensielle risikoen
for denne typen teoretisk langtidsvirkning.

Samhandling med Mag

Triathlon knesystemen har ikke blitt evaluert for sikkerhet og kompatibilitet i MR miljget. Triatholon
knealloplastikksystemene har ikke blitt evaluert for sikkerhet og kompatibilitet i MR miljget.

Sterilisering

+  Denne knekomponenten har blitt sterilisert med gammastraling eller hydrogenperoksid gassplasma. Vi
henviser til pakkens etikett for sterilseringsmetoden.

+  Innpakningen av alle sterile produkter ma undersgkes for feil i den sterile barrieren fer den apnes. Hvis
man finner feil, skal produktet anses for a veere usterilt. Det finnes spesielle praveproteser, slik at det
ikke er ngdvendig a apne noen som helst del av den sterile pakken far komponenten skal tas i bruk.

+  Forsiktighet ma utvises for a unnga kontaminasjon av komponentene. Hvis produktet blir kontaminert,
skal det kasseres.

+  Hvis pakken er apnet, men produktet ikke har veert brukt, ma komponenten ikke resteriliseres og ma
kasseres eller sendes tilbake til leverandaren.

+ Anordningen ma ikke brukes etter utigpsdatoen pa etiketten da innpakningen ikker er validert etter den
datoen.

+  Anordninger til engangsbruk kan ikke eksplanteres og deretter implanteres pa nytt da de fysiske kreftene
som brukes av disse handlingene kan kompromittere anordningenes fysiske integritet, dimensjoner og/
eller overflatebehandlinger. | tillegg kan man ikke vaere sikker pa at de anordningene som brukes pa nytt
forblir sterile da rengjering og re-sterilisering ikke har blitt bekreftet.

OBS! AMERIKANSK LOV (USA) BEGRENSER DENNE ANORDNINGN TIL SALG AV ELLER PA
ANBEFALING AV EN LEGE.
@ ADVARSEL:  Komponenter merket "Bare il bruk med sement” ma bare implanteres med bensement. @

Stryker Corporation eller deres avdelinger eller andre tilknyttede bedriftsenheter eier, bruker eller har skt om
felgende varemerker: Howmedica, Osteonics, Stryker, Triathlon. Alle andre varemerker eller servicemerker er
varemerker og servicemerker for sine respektive eiere eller innehavere.

Henvis til produktetiketten for CE merkestatus og lovlig fabrikant. CE merket er bare gyldig hvis det ogsa
finnes pa produktetiketten.
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Den folgende tabellen inneholder en liste over de forkortelsene som brukes pa Howmedica Osteonics Corp.’s

@

produktetiketter:
Betegnelse Forkortelse Betegnelse Forkortelse
Alfakode ALPH CDE Hals NK
Vinkel ANG Offset OFFST
Grader DEGor ° Utvendig diameter oD
Diameter DIA Hoyre RT >
Ekstra dyp XDP Skruehull SCRHLS
Ekstra stor XLGE Side SDE
Ekstra liten XSM Starrelse SZE
Hode HD Liten SM
Hoyde HT Standard STD
Innvendig diameter ID Konusform TPR
Innlegg INSR Tykkelse THKNS
Stor LGE Type TYP
Venstre <« LFT Med W/
Lengde LNTH Uten W/O
@ Medium MED
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Jezyk polski

CALKOWITA ENDOPROTEZA STAWU KOLANOWEGO TRIATHLON TRITANIUM HOWMEDICA
OSTEONICS - INSTRUKCJA UZYTKOWANIA

Opis
W skfad systeméw catkowitej endoprotezy firmy Howmedica Osteonics Corp., stosowanych do catkowitej
alloplastyki stawu kolanowego wchodza; plytka Triathlon Tritanium przeznaczona do uzytku z komponentami
udowymi systemu endoprotezy stawu kolanowego Triathlon, wkiadki piszczelowe i komponenty rzepkowe.
Charakterystyke kazdego produktu zamieszczono na jego etykiecie. Plytka Triathlon Tritanium jest
przeznaczona zaréwno do zastosowar cementowych, jak i bezcementowych.

Komponenty udowe: Plytka Triathlon jest kompatybilna z systemami Triathlon przeznaczonymi do zabiegéw
z zachowaniem wiezadta krzyzowego (CR) oraz zabiegéw z wycigciem wigzadta krzyzowego (tylnie
stabilizowanymi - PS).

Komponenty piszczelowe: Plytka Triathlon Tritanium jest kompatybilna z wktadkami piszczelowymi Triathlon
stosowanymi w zabiegach z zachowaniem wiezadta krzyzowego (CR), w zabiegach z tylnq stabilizacjg (PS)
oraz zabiegach ze stabilizacjg kiykciowa (CS). Dostepne sg wktadki piszczelowe o réznych grubosciach i
majace rézne typy ogranicznikow.

Uwaga: Plytka Triathlon Tritanium znajduje sie w jednym opakowaniu z podktadka podbijaka. Podktadka
podbijaka przeznaczona jest do uzytku wylacznie na etapie osadzania plytki piszczelowej i po zakonczeniu
tego etapu komponent ten nalezy wyrzucié. Podkfadka podbijaka nie jest przeznaczona do implantacji.
Komponenty rzepkowe: Komponenty rzepkowe dostepne sg jako symetryczne i asymetryczne wykonane

catkowicie z plastiku oraz ze wzmocnieniem metalowym. Uzycie komponentu rzepkowego jest opcjonalne.
Plytka Triathlon Tritanium jest kompatybilna ze wszystkimi komponentami rzepkowymi Triathlon.

@ Materiaty @

+  Stop kobaltowo-chromowy, zgodny Komponenty udowe
znormg ASTM F-75
+  Stop kobaltowo-chromowy, zgodny Drut blokujacy do wktadek piszczelowych
z normg ASTM F-90
+  Stop kobaltowo-chromowy, zgodny Kotki udowe
z normg ASTM F-1537
+  Stop tytanowy zgodny z norma, Komponenty piszczelowe
ASTM F-136
+  Chemicznie czysty tytan, zgodny Komponenty piszczelowe
z normg ASTM F-67
+  Fosforan wapnia zgodny Komponenty udowe, komponenty rzepkowe
z normg ASTM F-1185
+  Polietylen o bardzo duzej masie Piszczelowe wktadki nosne, komponenty rzepkowe

czasteczkowej zgodny z norma,

Wskazania

Ogolne wskazéwki dotyczace catkowitej alloplastyki stawu kolanowego (TKR):

+  Choroba stawu kolanowego powodujaca bdl i niepetnosprawnos¢, majaca nastepujace podtoze: zmiany
zwyrodnieniowe pochodzenia niezapalnego (w tym osteoartroza, pourazowe zapalenie stawu lub
martwica niedokrwienna), reumatoidalne lub pourazowe zapalenie stawu.

+  Pourazowe naruszenie prawidiowej budowy i utrata czynnosci stawu kolanowego.
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+  Umiarkowana koslawo$¢, szpotawo$¢ lub deformacja zgieciowa stawu, w przypadku ktorej whasciwa
stabilno$¢ struktury wiezadet moze zostac przywrécona.

+  Operacja rewizyjna wczesniejszej nieudanej operacji wymiany stawu kolanowego lub innego zabiegu.
+  Ztamanie dystalnej czesci kosci udowej iflub proksymalnej czesci kosci piszczelowej, ktorego mnie
mozna ustabilizowa¢ przy zastosowaniu standardowych metod postepowania ze ztamaniami.

Plytka Triathlon Tritanium przeznaczona jest zaréwno do uzytku b
Dodatkowe wskazania dotyczace komponentéw ze stabilizacj tylng (PS):

+  Niestabilno$¢ wiazadet wymagajaca zastosowania implantu o powierzchni no$nej majacej geometrie
zapewniajacq zwiekszone ograniczenie ruchow.

+  Brak lub niewydolno$¢ wigzadta krzyzowego.
+  Znaczna przednio-tylna niestabilno¢ stawu kolanowego.

go jak i g

Przeciwwskazania

+ Dowolna aktywna infekcja stawu kolanowego lub jego okolicy, badz podejrzenie utajonej infekcji.

+  Odlegte ogniska infekcji (ktore moga szerzy¢ sie droga krwi do miejsca, gdzie wszczepiony jest implant).

+ Jakiekolwiek zaburzenia psychiczne lub nerwowo-migsniowe, ktére mogtyby wptyna¢ na podwyzszenie
ryzyka niestabilnosci lub obluzowania endoprotezy do poziomu nieakceptowanego, badz spowodowaé
komplikacje w okresie rekonwalescencji pooperacyjnej.

+  Ostabienie foza kostnego na skutek zmian chorobowych, zakazenia albo uprzedniej implantacji,
uniemozliwiajace wiasciwe podparcie i (lub) osadzenie protezy.
+  Niedojrzato$¢ koséca.
+  Znaczna niestabilno$¢ stawu kolanowego, bedaca wynikiem braku integralnosci lub utraty czynnosci
wigzadta pobocznego.
@ +  Otylosc. Pacjenci otyli lub majacy nadwage moga przecigzac proteze, co w efekcie moze doprowadzi¢ @
do jej obluzowania lub niesprawnosci.

Srodki ostroznosci

+  Chirurdzy musza poinformowa¢ pacjentéw o ograniczeniach zwiazanych z rekonstrukcja i o koniecznosci
ochrony implantu przed petnym obcigzaniem do czasu osiggniecia odpowiedniego zamocowania i
zakonczenia procesu gojenia. Na niepowodzenie operacji rekonstrukcji ma wptyw nadmierna aktywnosc¢
i urazy oddziatywujace na proteze, gtdwnie poprzez obluzowywanie, ztamania i/lub zuzywanie sie
implantu. Obluzowywanie komponentéw moze doprowadzi¢ do wzrostu wytwarzania drobin w wyniku
zuzywania, jak rowniez do uszkodzenia kosci, co moze utrudnia osiagniecie pomysinego wyniku
operacji rewizyjnej.

+  Lekarz powinien ostrzec pacjentéw o koniecznosci ograniczenia aktywnosci i zapobiegania
nieuzasadnionemu obcigzeniu wymienionego stawu oraz przestrzegania zalecen lekarza w zakresie
opieki i leczenia pooperacyjnego.

+  Chirurdzy powinni ostrzega¢ pacjentéw o potencjalnych skutkach ubocznych, w tym o ograniczonym
okresie trwatosci endoprotezy oraz koniecznosci ochrony implantu w okresie pooperacyjnym. Chirurg
powinien poinformowac pacjentéw, iz urzadzenie nie posiada elastycznosci, sity, niezawodnosci i
wytrzymatosci normalnego, zdrowego stawu i ze implant moze pekna¢ lub ulec zniszczeniu w wyniku
obciazajacej go aktywnosci lub urazu.

+ Odpowiedni dobdr, wiasciwe umieszczenie i zamocowanie komponentow catkowitej endoprotezy stawu
kolanowego sa czynnikami krytycznymi okreslajacymi okres trwatosci klinicznej implantu. Tak jak w
przypadku wszystkich sztucznych implantéw, trwato$¢ tych komponentéw zalezy od wielu biologicznych,
biomechanicznych i innych zewnetrznych czynnikéw, ktére ograniczajg ich okres trwatosci klinicznej.

W zwiazku z tym, $ciste przestrzeganie wskazan, respektowanie przeciwwskazan i ostrzezen oraz
podejmowanie $rodkow ostrozno$ci zwiazanych ze stosowaniem produktu jest istotne dla maksymalnego
przedtuzenia tego okresu.
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Uzytkowanie i wszczepianie

W celu wyznaczenia rozmiaréw, nastawienia probnego i okreslenia zakresu ruchéw nalezy skorzysta¢
z zalecanych przyrzadow pomiarowych, elementéw wzorcowych i probnych. Dzigki temu wasciwa
proteza przeznaczona do implantacji pozostanie w postaci nienaruszonej i sterylno$¢ opakowania
zostanie zachowana.
W charakterze pomocy w dopasowywaniu rozmiaréw i rodzaju komponentéw przed operacjg dostepne
sg wzorniki radiograficzne.
Aby zmniejszy¢ ryzyko przedwczesnego zuzycia powierzchni stawowych implantu spowodowanego
obecnoscig zanieczyszczen, nalezy doktadnie usuna¢ z miejsca implantacji odtamki kosci, fragmenty
cementu kostnego i czastki metalu.
Dodatkowe informacje dotyczace stosowanych procedur zamieszczone sa w protokotach chirurgicznych
firmy Howmedica Osteonics Corp.
Informacje dotyczace kompatybilnosci produktu zostaty zamieszczone na jego etykiecie. Na ogot
obowigzuja nastepujace zasady:
—  Komponenty udowe PS nalezy uzywac wytacznie z piszczelowymi komponentami nosnymi PS
- Komponenty udowe CR nalezy uzywa¢ wytacznie z komponetami piszczelowymi CR
- Z piszczelowymi komponentami nosnymi CS mozna uzywac zaréwno komponentéw udowych
PSjak i CR

Informacje dla pacjentow

Chirurg musi poinformowa¢ pacjenta o ograniczeniach zwiazanych z rekonstrukcja i o koniecznosci
ochrony implantu przed pefnym obcigzaniem, az do czasu osiagnigcia odpowiedniego zamocowania i
zakoriczenia procesu gojenia. Na niepowodzenie operacji rekonstrukcji ma wptyw nadmierna aktywnos¢
i urazy oddziatywujace na proteze, gtéwnie poprzez obluzowywanie, ztamania i/lub zuzywanie sig
implantu. Obluzowywanie komponentéw moze doprowadzi¢ do wzrostu wytwarzania drobin w wyniku
zuzywania, jak réwniez do uszkodzenia kosci, co moze utrudniac osiagnigcie pomysinego wyniku
operacji rewizyjnej.

Chirurg powinien pouczy¢ pacjenta, aby ogranicza¢ aktywno$¢ i zapobiegac nieuzasadnionemu
obcigzaniu wymienionego stawu oraz przestrzegac zalecen lekarza dotyczacych opieki i leczenia
pooperacyjnego.

Chirurg powinien poinformowa¢ pacjenta o ryzyku operacyjnym i o mozliwych dziataniach
niepozadanych. Chirurg powinien uswiadomi¢ pacjentowi, iz urzadzenie nie zastapi normalnego,
zdrowego stawu i ze implant moze peknag lub ulec zniszczeniu w wyniku obcigzajacej go aktywnosci
lub urazu oraz o tym, iz urzadzenie ma ograniczony okres trwatosci klinicznej i w przyszlosci moze by¢
wymagana jego wymiana.

W Zyciu codziennym nalezy liczy¢ sig z mozliwoscia wystapienia przejsciowej bakteriemii. Przejsciowa
bakteriemie moga réwniez spowodowa¢ zabiegi dentystyczne, badania endoskopowe i inne drobne
zabiegi chirurgiczne. Przed wykonaniem kazdego zabiegu zaleca sie zastosowanie profilaktyki
antybiotykowej dla zapobiezenia infekcji w miejscu wszczepiania implantu.

Ostrzezenia

Nalezy wyrzuci¢ wszystkie protezy uszkodzone i te, z ktorymi niewtasciwie sie obchodzono.
Nigdy nie uzywac protezy ponownie, nawet w przypadku, gdy wydaje sig nieuszkodzona.
Nie wszczepia¢ podkfadki podbijaka. Wkiadka podbijaka przeznaczona jest do uzytku wytacznie na etapie

osadzania plytki piszczelowej. Nalezy ja usuna¢ i wyrzuci¢ natychmiast po zakoriczeniu procesu osadzania.

Polerowane powierzchnie nosne nie moga stykac sie z powierzchniami twardymi lub $ciernymi.

Przed zamocowaniem nalezy koniecznie upewni¢ sig, ze powierzchnie no$ne sa czyste i wolne od drobin.
Konturowanie lub giecie protezy moze zmniejszy¢ jej wytrzymato$¢ zmeczeniowa, i przyczynic si¢ do jej
uszkodzenia przy obcigzaniu.
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Nie powinno si¢ manipulowa¢ metalowym drutem zabezpieczajacym wktadki ani go wyjmowac, poniewaz
jest to kluczowy element zabezpieczajacy zestawu. Nalezy wyrzuci¢ kazda piszczelowa wkiadke nosna,
ktorej metalowy drut zabezpieczajacy wydaje sie by¢ uszkodzony lub istniejq oznaki, ze niewtasciwie

sie z nim obchodzono. Nieumiejetne manipulowanie zmontowanym zestawem moze doprowadzi¢ do
niewtasciwego dziatania mechanizmu zabezpieczajacego.

Nalezy uwaza¢, aby podczas manipulowania jakimkolwiek ostro zakoriczonym narzedziem
ortopedycznym nie spowodowac przeciecia rekawic chirurgicznych.

Jesli nie okreslono inaczej, firma Howmedica Osteonics Corp. zdecydowanie przestrzega przed stosowaniem
wraz z komponentami catkowitej endoprotezy stawu kolanowego Howmedica Osteonics komponentow
catkowitej endoprotezy stawu kolanowego wyprodukowanych przez innego producenta. Uzycie takie
spowoduje uchylenie odpowiedzialnosci ze strony Howmedica Osteonics Corp. za prawidiowe dziatanie
implantu sktadajacego sie z komponentéw wyprodukowanych przez rznych producentow.

Firma Howmedica Osteonics zdecydowanie przestrzega przed uzywaniem $rub kostnych wyprodukowanych
przez innych producentéw facznie z jakimikolwiek komponentami catkowitej endoprotezy stawu kolanowego
firmy Howmedica Osteonics. Powodem tego jest réznica uksztattowania tba $ruby i gniazda.

Komponent catkowitej endoprotezy stawu kolanowego mozna celowo usunag, uzywajac w ostrozny
sposéb wiertet tnacych, cienkich i waskich osteotomow oraz rozwaznie dobierajac site ekstrakcji.

Umysle wyjecie plastikowej wktadki piszczelowej po jej zamontowaniu w metalowej ptytce piszczelowej
spowoduje zniszczenie tej wktadki. Nalezy uwazac, aby podczas wyjmowania wktadki nie wyszczerbi¢
ani nie nadtama¢ powierzchni plytki piszczelowej.

Nalezy zwréci¢ dostawcy wszystkie opakowania z wadami ostony zabezpieczajacej sterylnosc. Nie
sterylizowac powtdrnie.

Dziatania niepozadane

Przewidywany okres trwatosci klinicznej komponentow catkowitej endoprotezy stawu kolanowego jest
trudny do oceny, ale nalezy mie¢ $wiadomos¢, ze jest on ograniczony. Zbudowane z materiatéw obcych
komponenty endoprotezy umieszczane sa w ciele pacjenta w celu przywrécenia sprawno$ci ruchowej
lub zmniejszenia dolegliwosci bolowych. Nie nalezy jednak oczekiwac, ze komponenty endoprotezy
beda w sposob nieograniczony znosi¢ poziom aktywnosci i obcigzenia na poziomie normalnej, zdrowej
kosci. Jest to spowodowane trudnym do okreslenia w warunkach in vivo wptywem wielu biologicznych,
mechanicznych i fizykochemicznych czynnikéw, ktore oddziatujg na komponenty. Chirurdzy powinni
uswiadomic¢ pacjentom, ze okres trwato$ci klinicznej endoprotezy jest ograniczony, aby nie mieli oni
nierealistycznych oczekiwan.

Niedostosowany do nowych warunkéw poziom aktywnosci pacjenta, uraz lub inne czynniki biomechaniczne
moga spowodowac przemieszczenie komponentu udowego, piszczelowego lub rzepkowego.

Moze nastapi¢ poluzowanie komponentéw catkowitej endoprotezy stawu kolanowego. Mechaniczne
obluzowanie wystepujace we wczesnym okresie moze by¢ wynikiem niedostatecznego poczatkowego
zamocowania, utajonej infekcji, przedwczesnego obcigzania protezy, niewtasciwego ustawienia
komponentu lub urazu. Przyczyna p6znego poluzowania moze by¢ uraz, infekcja, powiktania natury
biologicznej, w tym osteoliza lub problemy mechaniczne. W nastepstwie tego moze powsta¢ nadzerka
kostna i/lub moga wystapi¢ bole.

Ztamanie zmeczeniowe komponentow catkowitej endoprotezy stawu kolanowego, w tym komponentéw
piszczelowych, udowych i rzepkowych, odnotowano w niewielkim procencie przypadkéw. Ztamanie
komponentu endoprotezy stawu kolanowego moze zosta¢ spowodowane nieodpowiednim podparciem
komponentu przez tkanke kostna lezaca glebiej lub jego stabym zamocowaniem.

Moga wystapic takze: neuropatia obwodowa, uszkodzenie nerwu, uposledzenie krazenia i tworzenie
heterotopowych ognisk kostnienia.

W przypadku kazdego zabiegu catkowitej alloplastyki stawu nalezy liczy¢ si¢ z mozliwoscig powaznych
powiktan. Powiktania te to miedzy innymi: zaburzenia uktadu moczowo-piciowego, zaburzenia uktadu
pokarmowego, zaburzenia naczyniowe wigcznie z tworzeniem sie skrzeplin, choroby oskrzelowo-ptucne,
w tym tworzenie sig czopéw zatorowych, zawat migénia sercowego lub zgon.
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+  Zaobserwowano takze zjawisko zuzywania komponentéw polietylenowych. Wedtug danych literaturowych
jest to zwigzane z resorpcja kosci, obluzowywaniem i infekcja.

+  Po wymianie stawu odnotowano tez oznaki wrazliwosci na metal.

+  Dziatania niepozadane moga powodowac koniecznos¢ powtdrnej operacji, operacji rewizyjnej, artrodezy
stawu kolanowego i (lub) amputacji korczyny.

+  Niestabilnos¢ i/lub zwiotczenie tkanki migkkiej zostato powiazane z niewtasciwym ustawieniem
komponentow, ktére moze spowodowac przedwczesne zuzycie i/lub uszkodzenie implantu.

+ W przypadku wszystkich wszczepéw syntetycznych w okolicy komponentéw protezy moze wystapi¢
bezobjawowa, umiejscowiona, postepujaca resorpcja kosci (osteoliza). Zjawisko to jest wynikiem reakcji na
ciata obce, ktorymi sa drobiny cementu, metalu, polietylenu o bardzo duzej masie czasteczkowej (UHMWPE)
ilub materiat ceramiczny. Drobiny powstaja wskutek oddziatywania miedzy samymi komponentami, a takze
pomigdzy komponentami a ko$cia. Jest to giownie nastepstwem zuzywania w wyniku adhezji, $cierania i
zmeczenia materiatu. Dodatkowo powstawanie drobin moze wynikac ze zuzywania powodowanego przez
ciafa trzecie. Osteoliza kosci moze prowadzié do dalszych powikfan, wiaczajac obluzowanie, w wyniku czego
konieczne moze okaza¢ sig usunigcie i wymiana komponentéw protezy.

+  Jestrzecza wiadoma, Ze podczas normalnego uzytkowania i w miare uptywu czasu z komponentéw metalowych
i polietylenowych moga by¢ $cierane bardzo mate drobiny. Chociaz wigkszo$¢ z tych drobin pozostaje w stawie
poddanym zabiegowi (w blonie maziowej) lub zostaje uwieziona w otaczajacej tkance bliznowatej, to jednak
mikroskopijnej wielkosci czastki moga przemieszczaé sie (migrowac) poza obszar stawu do innych czesci
ciata. Obecnie nie ma jeszcze odpowiedzi na wszystkie pytania dotyczace zanieczyszczen i mikroskopijnych
czastek, ktére moga wydzielac sig z tych komponentdw. Mikroskopijnej wielkosci czastki moga rozsiewac
sie (migrowac) po ciele i sporadycznie, jak zaobserwowano, gromadzic sie w weztach chtonnych i innych
czesciach ciata. Pomimo, ze dotychczas nie odnotowano zadnych komplikacji medycznych spowodowanych
tymi czastkami, niemniej ich migracja i (lub) akumulacja w ciele zostata opisana w literaturze. Biorac pod uwage
niewystarczajaco diugi okres obserwacji pacjentow, kidrym wszczepiono endoprotezy, oraz fakt, ze obecnie
produkty te stosowane sa u modszych pacjentow i pozostaja w ciele przez diuzszy czas, nalezy zaznaczy¢, ze

@ efekty diugofalowe, jesli w ogdle wystepuia, s nieznane. Teoretycznie mozliwe efekty diugoterminowe obejmuja; @
- Rak: Obecnie nie ma dowodu naukowego na zwigzek miedzy obecnoscia i migracjq drobin
metalowych lub polietylenowych a zapadalno$cia na raka. Jednakze takiej mozliwo$ci nie mozna
wykluczy€.

g p ie weztéw chtonnych i ak ja w innych tkankach lub
narzadach: Odnotowano kilka przypadkéw akumulacji w weztach chionnych (proksymalnych i
dystalnych) drobin powstatych w wyniku zuzycia materiatow. Chociaz nie zaobserwowano zadnych
komplikacji natury medycznej ani proceséw chorobowych bedacych wynikiem tej akumulacji, to
jednak obecno$¢ drobin powinno sie rozpozna¢ w celu utatwienia diagnozy i unikniecia pomytki z
podejrzanymi zmianami, zmianami nowotworowymi lub jakimikolwiek innymi.
- Choroby ukfadowe: Przypuszcza sig, ze moze istnie¢ zwigzek migdzy migracja drobin a
wystepowaniem dotychczas nie zidentyfikowanych efektow natury uktadowej. Mozliwe jest, ze
niektore efekty diugoterminowe moga objawic si¢ w pewnym stopniu dopiero w przysztosci.
Niewiele jest danych naukowych wskazujacych na zwiazek miedzy migracjg drobin i chorobami
uktadowymi. Dlatego tez przypuszcza sig, ze korzysci ptynace z zastosowania produktu przewazg
wyraznie nad potencjalnym ryzykiem wystapienia jakichkolwiek przewidywanych teoretycznie
efektow diugofalowych.

jaz metoda r gnety g

System do alloplastyki stawu kolanowego Triathlon nie zostat oceniony pod wzgledem bezpieczenstwa
i kompatybilnosci w $rodowisku rezonansu magnetycznego. System do alloplastyki stawu kolanowego
Triathlon nie zostat przetestowany pod wzgledem nagrzewania sig i przemieszczania w $rodowisku rezonansu
magnetycznego.
Sterylizacja
+  Niniejszy komponent do catkowitej alloplastyki stawu kolanowego zostat poddany sterylizacji

promieniowaniem gamma lub sterylizacji plazmowej nadtlenkiem wodoru. Informacje na temat metody

sterylizacji zostaly zamieszczone na etykiecie opakowania.
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+  Przed otwarciem nalezy sprawdzi¢ opakowania wszystkich sterylnych produktow pod katem istnienia
uszkodzen osfony zabezpieczajacej sterylno$¢. W przypadku obecnosci jakichkolwiek wad, produkt
nalezy uzna¢ za niesterylny. W celu unikniecia konieczno$ci otwierania jakiejkolwiek czesci sterylnego
opakowania przed docelowym uzyciem komponentu, dostepne sa specjalne protezy probne.

+  Nalezy uwazac, aby nie zanieczysci¢ ani nie skazi¢ komponentu. W przypadku zanieczyszczenia produkt
ten nalezy wyrzucic.

+  Po otwarciu opakowania, nawet jesli produkt nie byt uzywany, komponentu nie wolno poddawa¢
ponownej sterylizacji i nalezy go wyrzuci¢ lub zwréci¢ dostawcy.

+  Urzadzenia nie nalezy uzywa¢ po wygasnieciu podanej na etykiecie daty waznosci, poniewaz
opakowanie nie zostato zatwierdzone dla okresu wykraczajacego poza te date.

+  Urzadzen jednorazowego uzytku nie mozna usunag¢, a nastepnie ponownie implantowa¢, poniewaz
sity wywierane wskutek wykonywania tych procedur moga wywrze¢ negatywny wptyw na integralno$¢
fizyczna, wymiary i/lub wykoriczenie powierzchni urzadzenia. Ponadto w przypadku ponownie uzytych
urzadzen nie mozna zapewni¢ sterylnosci, poniewaz procedury czyszczenia i ponownej sterylizacji nie
zostaly sprawdzone.

UWAGA: PRAWO FEDERALNE USA DOPUSZCZA SPRZEDAZ TEGO URZADZENIA WYLACZNIE
PRZEZ LUB NA ZLECENIE LEKARZA.

OSTRZEZENIE: Komponenty oznaczone jako przeznaczone ,Wylacznie do uzytku cementowego” nalezy
implantowac tylko z uzyciem cementu kostnego.

Stryker Corporation, jego oddziat lub firmy stowarzyszone, sq wiascicielami, wykorzystujq lub ztozyty wnioski

patentowe dla nastepujacych znakéw handlowych: Howmedica, Osteonics, Stryker, Triathlon. Wszystkie inne
znaki handlowe lub ustugowe naleza do ich wascicieli.

Informacje o statusie znaku CE i legalnym producencie podano na etykiecie produktu. Znak CE jest wazny
tylko wtedy, gdy znajduje sig rowniez na etykiecie produktu.

@ Zamieszczona ponizej tabela zawiera wykaz skrétow uzywanych na etykietach produktow firmy Howmedica
Osteonics Corp. :

Termin Skrot Termin Skrot
Kod alfa ALPH CDE Szyjal szyjka NK
Kat ANG Wyréwnanie OFFST
Stopien DEG or ° Srednica zewnetrzna oD
Srednica DIA Prawa RT B
X Gleboki XDP Otwory na $ruby SCR HLS
XL XLGE Boczne SDE
XS XSM Rozmiar SZE
Glowa HD Maly (S) SM
Wysokos¢ HT Standard STD
Srednica wewnetrzna ID Zwezenie TPR
Wstawka INSR Grubosc THKNS
L LGE Typ TYP
Lewa <« LFT Z Wi
Dlugosé LNTH Bez W/O
Sredni —M MED

Kl
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EAnvikéa

OAHFIEZ XPHZHZ IIA TO ZYZTHMA OAIKHZ APOPOINAAZTIKHZ FONATOZ TRIATHLON TRITANIUM
THZ HOWMEDICA OSTEONICS

Nepiypagn

Ta ouotuara oAikig apBpotAaaTikig yévarog g Howmedica Osteonics Corp. mepiAapBavouv tn Baon
MAdkag Triathlon Tritanium Tou éxel oxediaoTel yia xpAan pe Ta pnpiaia oTeAEXn ApXIKWY GUOTAPATWY
ohikng apBpotrAacTikig yovaTou Triathlon, kvnuiaia kai emmyovamidikd aTeAéxn yia OAIKA avTikaraoTaan

NG ApBpwang yovarou. Ta XapakTnPIOTIKA TIOU €ival GUYKEKPIKEVA yia KABe GUTKeur TreplypagovTal
A€TITOpEP(IG OTNV ETIKET TOU TTPOiGVTOG. H Baian MAdkag Triathlon Tritanium eveikvutal 1000 yia eQappoyég
JE TO1PEVTO GO0 KAl VIO EQOPHOYEG XWPIG TaIHEVTO.

Mnpiaia Z1eAéxn: H Baon MAdkag Triathlon Tritanium eival oupBarm pe Ta oxédia X1a0TAG ouykpamang
Triathlon (CR), kai x1a0Tg oTépnong (omioBia ataBepomoinon — PS).

Kvnpuiaia S1eAéxn: H Baon MAdkag Triathlon Tritanium eival oupBar pe ta oxédia kvnpiaiwy évBeTwy o€
xlaoTh ouykpamon (CR), omioBiag ataBepotroinang (PS), kai kovduAikig aTaBepotoinang (CS). Ta kvnuaica
€vBera diaBéTovtal ot 0pog TaxoUg Kal oe Biapopous Babpols auykpdtang.

Xnueiwon: H Baon MAdkag Triathlon Tritanium éxel ouokeuaaTei padi pe EmiBepa Mpoakpouatipa. To
EmiBepa MpoakpouaTpa TpéTel va xpnaipomoinbei povo kard m didpKela Tou BAATOG TPOTKPOUTTS

oTn kvnuiaia Baon TAGKag kai TPETEl va amoppipBei apdTou oAokAnpweei n Tpodakpouan. To Emibeua
Mpookpoutfpa dev evdeikvutal yia eppiTEUaT).

Emyovaridikd ZreAéyn: Ta oTehéxn emyovamdikng emavopBwang SiatiBevial o oxEdia Tou €ival GUPPETPIKA

Kai aoUppETpa Kal £ oAokAfpou TAAOTIKG Kal o€ oEdIa e peTaMIKR TTAGTN. H xprion emmyovamidikwy oTeAeKwY
eival mpoaipetikn. H Baon MAdkag Triathlon Tritanium eival oupBar pe 6Aa Ta emmyovamidikd aTeAéxn.

@ Materials @

+  ASTM F-75 kpapa koBaAtiou xpwpiou Mnpiaia oTeAéxn
+  ASTM F-90 kpdpa koBaAtiou xpwpiou Y0ppa aopdahiong yia kvnuiaia éveera
+ ASTM F-1537 kpapa koBaAtiou pwpiou  Mnpiaieg o@riveg

« ASTM F-136 kpdpa TiTaviou Kvnpiaia oteAéxn
+  ASTM F-67 CP Titavio Kvnuiaia oteAéxn
+  ASTM F-1185 gwogopikd aoBéaTio Mnpiaia oTeAEXn, ETIyOVaTISIKA OTEAEXN

+ ASTM F-648 MoAuaiBuAévio umrepuynAot  Kvnpiaia évBeta oTApIng, emyovamdika oTeAéxn
popiakoU Bapoug

Evaeigeig

evikés evoeitels yia ok apBpomAaarikn yévarog (OAl):

« Emwduvn vO00g Twv apBpwogwy ToU YOVATOU GUVODEUGHEVN OTTO avaTTnpict Kai TTPOEPXOHEVN amo: un
pAeypovwdng ekpuAITTIKN apBpottaBeia (oupTrepIAauBavopévng Kal TG 00TE0apBPITIdAG, TPAUNATIKAG
apbpiTidag, f avayyelag VEKpwaong), PEVPATOEIB0UG apBpiTIdag f HETATPAUHATIKAG apBpiTIdag.

« Merarpaupariki amwAeia g diapépewang Kai Aeimoupyiag g apBpwang yovarou.

*  'Hmiou Babuol Trapapdppwan BAacou, Bpaxiova i kauwng amv otoia ol dopég cuvdEapou duvavTal
va emavagepBolv ae emapkr Aeimoupyia kar ataBepdtnra.

+  Emavépbwaon mponyoUpevng amotuxnpévng avrikardotaong yovarou i aGAMng diadikaaiag.

+ ©Aaon Tou EPIPEPIKOU Pnpou i/ kau TG eyyUg KvAung Trou dev dUvaral va aTabepotoinbei e TUTTIKEG
TEXVIKES Blaxeipiang BAaong.

H Baon MAdkag Triathlon Tritanium evaeikvuTal 1000 yia XpAon HE TOIEVTO 600 Kal Vi XpAGN Xwpig
TOIHEVTO.
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ZupmAnpwparikés evoeieis yia ateAéxn pe OmioBia Xrabepomoinon (PS):

* Zuvdeopiki aoTabeia Xpdouaa YEWHETPiES EMIQAVEIG OTAPIENG TOU EUQUTEUOTOG HE AUEAVOHEV
GuykpdTnon.

« ATV ) Suoheitoupyikd X1aaTo aUVBETHO.

+  ZoPapn mpoobia kal omioBia acTabeia TG Gpbpwang yovaTou.

Avrevdeigeig

+ Kabe evepyn Aoipwén 1 uoyia AavBavouoag Aoipwgng otnv pBpwan Tou yovarou f yipw amd autAv.

+  Amopakpuopévn oTia Aoipwéng Trou evOEXeTal va TTpoKaAéoer alpaToyevn GamAwan oy Tepioxn
euQUTEUONG.

« KdBe diavonTiki i veupopuiki SuoAeimoupyia n otroia Ba umopoUae va dnuioupyroel amapadekTo
Kivduvo yia aoTdBeia TG TpdBeang, amotuxia aTepéwang TG TPOBEaNG, K EMITTAOKEG O
HETEYXEIPNTIKF QyWYH).

+  Zuppikvwon oaTikAg padag e aitiag vooou, Aoipwgng fi mponyolpevng eppuTEUONG Adyw TG oToiag 10
00T6 aduvartei va aTnpigel i / kal va OTEPEwaE! TV TTPOBEaN.

« Avemmapkng okeAeTIKA avamTugn.

+ ZoPapr aoTaBeia g GpBpwaong yovdTou Seutepeliouaa oTNV aTWAEID EUPETNG AKEPQIOTNTAS KAl
AerToupyiag Tou guvoEapou.

+  Mayuoapkia. Evag umépBapog 1 maxioapkog acBeviig evagxeTal va Tapdyel goptia aTny pdbean
TIOU PTTOpE va 00NnyAOOUV € aTToTUYia TNG OTEPEWANG TNG CUTKEUNS f GTNV ammoTuyia g idiag TG

OUGOKEUNG.

MpoguAdgeig

+ O1 xelpoupyoi TpéTel val GUPBOUAEWOUV TOUG QOBEVEIG OXETIKG g T OpIa TNG AVAKATACKEUNG Kall
TNV avayKn yia TpoaTaaia Tou eppuTEdHaTog amoé AP oTAPIEN Bapoug PEXPIG 6Tou Exel ETTTeUXBel
eTapkig oTepéwan kai faon. H umepBoAIkiy dpacpiomTa Kai To Tpadua Tou eTmpeddouy Ty

avTIkaTaoTaon Tng apBpwang éxouv ouvdEBei pe TV amoTuyia Tng emavopbwong péow xaAdpwaong,
BAaong 1) /kar eBopdg Twv euuTeupETWY TTPBEaNG. H XaAdpwan Twv aTEAEXWY PTTOPET vl £XEl WG
aToTéAET A augavopEVn Trapaywyn Twv popiwv pBopdg, kabug kai BAGRN aTo 00T, KabIoTWVTAG
B0okoAn TV emmiTUxn eméPBacn avabewpnang.

+ O1 xelpoupyoi Ba TPETEN va TTPOEIBOTIOIRGOUY TOUG AOBEVEIS Val TIEPIOPICOUV TI SPATNPIOTNTES KAl Vat
TIpooTaTEUTOUY TNV GpBpwan Tou avtikaBiaTatal amé utepBOAIKEG TATEIG Kal Va TNPATOUV TIG 0dnyieg
TOU 1aTpOU 600V agopd TV emakdAoudn gpovida kai Beparmeia.

+ O1 xeIpoupyoi TIPETTEN VOl TTPOEIBOTIOIOUV TOUG AOBEVEIG OXETIKA e TIG TIBAVES TIAPEVEPYEIEG,
oupTepIAapBavopévng Kal TG TIEPIOPICHEVNG BIAPKEINS TNG GUGKEUNG Kal TNV avaykn yid Ty
ETEYXEIPNTIKI) TTPOOTACC TOU EPQUTEUPATOG. O XEIPOUPYOS TIPETTEI Va TTPOEIGOTTOIET TOUG AIOBEVEIS OTI
n ouokeun 8ev avrikabioTd Ty euhuyiaia, 10X0, aglomioaTia ) avBekTIKOTNTA Piag GualoAoyIkAg uyIfg
AapBpwaong kar 6T T0 EPPUTEUPA EVOEKETAI VO OTIACEI 1 va uTTooTel BAABN W amoTéAeapa emrimovng
BpaoTEIOTNTAS A TPAUPATOG.

*  H kat@MnAn emioyn, TooBETon Kal oTEpéwan Twv OTEAEXWY OAIKAG apBpoTTAACTIKAG yovarog eival
KpigIpo! TIapayovTeg Trou eTmpeadouy T didipkeia {wig Tou eppuTelaTog. OTIwG Kal aTnV TEPITITWON
OAWV TWV TPOCBETWY EUPUTEUPATWY, N QVTOXI| QUTWY TwV OTEAEXWY ETNPEACETal aTTd SIAPOPOUG
BiohoyikoUg, Bio-pnxavikoUg kai GAAoug eEwTepIKOUG TTaPAYOVTEG, Of OTToioI ETTNPEAZOUV TN DIGPKEIT
{wnig Toug. I'a 1o Adyo auTd, amaiteital va akohoubnBolv ToTd o evOEiSEIS, avTevdEiEelg, TPOPUAALEIS
Kal TIPOEIOOTIOIATEIG AUTOU TOU TTPOIOVTOG TIPOKEINEVOU va ETTITEUXBET N PEyIaTn Sldpkela {wrg Tou.

Xpfion kai ep@uTeuon

+  XpnolyotoIfaTe Ta GUVIOTWHEVA OTEAEXN yia Tov KaBopiapo peyéBoug, T peiwan SoKIpAg kal Ty
agloAdynan eupoug Kivnang, SIaTNPWVTAG ET01 TNV AKEPAIGTNTA TWV TIPAYHATIKWY EPQUTEUPATWY Kal TV
QaToCTEIPWHEVN CUCKEUATIa TOUG.
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AlariBevral akTivoypagikég TAAKES yia va BonBrigouv aTIg TTPOEYXEIPNTIKES TTPOBAEYEIS yia To péyeBog
Kal 10 OTIA TOU OTEAEXOUG.
Oa mpémel va doBei Tpoooxn yia va agaipeBolv Ta 00TIKG KOPATAKIA, TEMCAXIO OCTIKOU TOIUEVTOU Kall
0 PeTaAAIKG UTIOAEIppaTal O TV TTEPIOXT) EPQUTEUTNG TTIPOG HEIWDT TNG ETITaXUVOUEVNG PBOPAS TG
apBpwrig TPABeaNG ToU EPPUTEUPATOG TTOU TTPOKUTITEI TG T UTIOAEIMPATA TTIOU TIapayovTal.
Ta Xelpoupyikd MpwrokoMa g Howmedica Osteonics Corp. Mapéxouv GUPTTANPWHATIKEG
TAnpogopieg diadikaaiag.
YupBouAeuBEiTE TV ETIKETA TOU TIPOIBVTOG OXETIKA JE T GUYKEKPIPEVN GUPBATOTNTA TOU TIPOTOVTOG.
levikd, 10x0ouv Ta akéAouba:

- XpnoipomoinaTe pnplaia PS pévo pe Kvnpiaia Zmpiyuara PS

- Xpnoipotroifote pnpiaia CR pévo pe Kvnpiaia Zmpiypara CR

- Xpnaipotoinore eite pnpiaia PS 1 CR pe Kvnpiaia Zmnpiyuara CS

MAnpogopieg yia Toug aoBeveig

O yelpoupydg Ba Tpémel va Swoel oupBoUAEG aTOV aoBeEvH yia TOUg TIEPIOPITHOUG TG ETavopBwang
Kal ™y avaykn TpoaTadiag amé TARpn eopTion Bapoug PEXPIG dTou ETEABEI ETTapKIG aTaBEpOTIOinaN
Kal faon. H umepBoiki dpacTnpIdTnTa Kal To TP TIoU ETTNPEACOUV TV AVTIKATAGTAAT ApBpwang
amoteAolv pépog TG amotuyiag g emavopBwaong Adyw xaAdpwang, Bpatong f / kai ¢Bopdag Twv
TIPOCBETIKWY EPQUTEUPATWY. H XaAGpWaT TwV OTOIXEIWY PTTOPET VOl EXEN WG ATTIOTEAETUT QUgNPEVN
Tapaywyl) owpamdiwy Tou Tpokaholv pBopd, kabuwg kai BAGRN oTo 00To, KABIOTWVTAS M0 GUTKOAN
NV EmMTUXN EMEPPaon avabewpnang.

O xelpoupyog Ba Tpémel va aupBouleloel Tov aaBeviy va Trepiopiael Tig SpacTneIOTNTES Kal val
TpooTareloel TRV apBpwan amd Tapaoyn TAon, Kal va TPRcE! TIG 00nYieg TOU 1ATPOU OXETIKA PE T
Bepameia TapakoAoUbnaong.

O xeipoupydg Ba Trpémel va TIpogIdoTToINOEl TOV a0BeV) OXETIKG HE TOUG KIVOUVOUG TG EYXEipnang, Kal
i mBaveg Tapevépyeieg. O xeipoupyds Ba TpéTel va TpoeIdoTIoINaEl TOV aoBevr OTI ) GUTKEUH Oev
avTikaBioTd pia ualoloyIk uyify apBpwan, 0TI To EPPUTEUNA PTTOPET VO OTIATEI ) VA KATAOTPOPE] WG
amotéAeapa uTrepPOAIKIG SpaaTEIOTTAG A TPAUKATOG, Kail 6TI N CUCKEUN £XEI OpIopEVN IGipKela {wig
KaIl PTTOPET vl XPEIAOTET va avTIKaTaoTadei aTo PEMoV.

v kabnuepiviy {wiy prropei va epgaviaTei mapodikr Ummapgn Bakmpiwv aTo aiua. OdovTiaTpIkég
€TEPPATEIG, EVOOOKOTIIKES EEETATEIS Kal AAEG BeuTEPEUOUTAG ONUATTTg XEIPOUPYIKES ETTEPBATEIS £XOUV
emiong ouvdeBei pe TV Tapodikr Urapén Bakmpiwv oo aipa. TNa va amogelyovial poAUVoEIg aTa
oneia eupUTEUONG, iowG TTPETEN var AapBaveral avriBioTikr Tpo@UAagN TpIv Kai Jetd amd emepBaoeig
autoU Tou €idoug.

Mposidomoinaeig

ATToppiyTe OAA TO KATETPOPPEVA EPQUTELHATA ) TO EUQUTELATA TIOU EXOUV TEBET UTTO AOXNUN
petaxeipion.

Mnv emavaypnaoipoToleiTe TOTé éva EPQUTEUPA, KOUN Kal av Qaiveral aképaio.

Mnv epgurelete To Emibepa Mpookpouang. To EmiBepa Mpoakpouong TpEMel va XpnoipotoinBei Jovo

070 BApa Kvnuiaiag TPOTKPOUaNG. AQaIPEDTE TO Kal TIETASTE TO apéows WeTd T Sladikaaia eupiTeuang.

Mnv agrvete Ti yuahiopéveg TrepIoxEG aTAPIENG va EpBouv ae eTTagr pe OKANPES 1 DIBPWTIKEG
ETMQAVEIEG.

O1 mepioxég OTAPIENG TPETEI va eival TTAvTOTe KABapEG Kal Xwpig UTTOAEippaTa TpIv aTmé Tn
ouvappoAdynan.

H xépagn Twv UYopETPIKWY KapTTUAWY ) To AUYIoUa EVOG EUPUTEUNATOG EVOEXETCI VA PEILOEN TNV I0XU
KOTIWONG Tou Kall va Tipokahéael SuaAemoupyia utid @oprio.

To petaMiké oUppa auykpdtong oTo évBeto Bev TPETEN val TeBei UTTO XEIPIONO 1) va agaipedei,

8161l eival Kpiolpo yia Tv ac@aAeia g ouvappoAdynang. Metéére kaBe kvnuiaio €vBeto aTripIgnNg
ev 10 pETAAIKG TUpUa GUYKPATNONG QaIVETAI KATETPAPMEVO A €XEI UTTOOTET KOKI PETAXEipIOT.
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H maparmoinon authg TN ouvappoAdynang uTropei va €xel wg amotéAeapa Ty akatdAAnAn Aeiroupyia
TOU PnXaviopoU GuyKpdtong.

Qa Tpémel va GoBei TPOCOK yia va PNV KOTTOUV Ta XEIPOUPYIKA YavTIar OTav XeIpileaTe omoladimoTe
0pBoTIEdIKM GUOKEUN PE ayUnpd akpa.

Ekrdg kai 6mou onpelwveral, n Howmedica Osteonics Corp. auvioTd Bepud va unv xpnaipotmolouvral
oTeAEXN 0AIKiG apBPOTTAATTIKNG yovaTog ammd GAAOV KATAOKEUAOTH e OTToIadATOTE aTo Ta OTEAEXN
oAikng apBpotAacTikng yovarog Tng Howmedica Osteonics. Omoiadnmorte Tapopoia Xpran ba
avaipéoel Tv eubuvn Tng Howmedica Osteonics Corp. yia Ty amddoan Tou UUTELNATOG TIOU
TIPOEKUWE aTTO TUVPUOAGYNON He EaPTAUATA BICQOPETIKWY KATATKEUTOTRV.

H Howmedica Osteonics Corp. avritifetal an xprjon Bidag ooTwv GAAoU KATAOKEUAOTH e 0TToI00ATIOTE
oTéhexog oAikiig apBpotmhaaTikig yovarog Tng Howmedica Osteonics, e&aitiag diagopotoioewy Tou
TOaVOV va UTIAPKOUV TNV KEQAAr Kal aTov TpOTIo Slapép@wang yia v TomoBéman g Ridag.

H ekotoia agaipean ateAéxoug oAIkig apBpomAaaTIKig yovarog ummopei va emiteuyBei pe v
TIPOTEKTIKM XPAON YAUQAVWY KOTTAG, AETITWV KAl OTEVWV OGTEOTOWY KAl TIPOTEKTIKAG 10XU0G EGaywyNG.
H ekoUoia agaipean TAAOTIKOU Kvnpiaiou vBETOU PETA TN auvappoAdynar Tou ot petahhikr Baon
TAGKAG €XEI WG ATTOTEAET D TV KATAGTPO@N Tou TAOTIKOU évBeTou. Oa Tipémel va dobei TTpodoxr va
pnV KOWETE TV EM@QAVEID TG Kvnpidiag Baang TAGKaAg katé Tn didpKela agaipeang Tou éveetou.

EmoTpéyTe OAG TIG CUOKEUATTEG TIOU PEPOUV EAATTWHATA OTO ATTOOTEIPWHEVO GPAYHA TOUG OTOV
TIpopunBeuT. MV ETAVOTTOOTEIPWVETE.

AvemiBOpnTEG TTOPEVEPYEIEG

Av kai n Sidipkeia wng Twv oTeAeXwV OAIKAG apBPoTTAACTIKAG yovaTog gival SUoKoAo va ekTiunBei,
yeyovog eival 6Tl eival Trepiopiopévn. Ta oTeAEXN auTd €ival KATaoKeEUAOpEVa aTTo &Eva TTpog

Tov avBpwITIvo opyaviaud UAIKG, Ta oTroia euguTejovTal aTo avBpwIvo alua yia v mav
QTTOKATATTAON KIVATIKOTNTAG TOu aTtépou fi TNV eAdTTwan Tou Tévou. Mapdia autd egaitiag evog
peyahou apiBpoU BIOAOYIKWY, UNXAVIKWY Kal QUTIKOXNUIKWY TTapayovTwy ol OTroiol ETNPEAouv

N owaTh AeIToupyia auTwyv Kai o1 oTroiol Sev UTToPoUV va ekTIUNBoUV ev {wn (in vivo), dev TpéTel
KATTOI0G v avapével 0TI Ta oTeAEXN auTd Ba avTégouv €T’ adpiaTo To BaBpd cwyaTikig dpaaTpeIeTTag
Kal Ta dlagopa gopTia Tar oTroia avTEXE! Eva PUaIOAoyIKG LyiEG 0aTo. O1 xelpoupyoi Ba Trpémel va
oupBouAeUouv Toug aoBeveig va punv €xouv uTepBOAIKEG TIPOTBOKIEG TXETIKG pE TN SIGipKela {wng TG
OUOKEUNG.

Mmopei va eméABEI §pBpwan Tng Pnpiaiag, kvnuiaiag, fi emyovamdikig mpoBeang egaiTiag avappooTg
OWHATIKAG dpaaTnpIdTTag Tou aoBevols, TpPaUPATOG ) KATTOI0U BIOUNXAVIKOU TrapdyovTa.

Eivar mBavév va aupBei xahapwan Twv ateAexwv oAikig apBpotAacTikig yovarog. H mpwipn pnxaviki
XaAdpwon pTTopei va gival To amoTéAeopa avemrapkoug apxikng otpigng, Aavedvouoag Aoipwéng,
TPOWPNG KBeaNG TG TTPABeaNg o€ opria, AavBaapévng EuBUYPAPPIONG TOU OTEAEXOUS ) TPAUUATOG.
Oyiun xahdpwan Mg TpodBeang propei va pokAnBei amd Tpaupariopd, Aoipwén, BIoAoyikég eTTITTAOKEG
oupmepiAauBavopévng TG 0aTeGAUONG, 1 amo pnxaviké mpoPARUaTa, pe amotéAeapa evdexOpevn
S1aBpwan Tou 0oToU A / kai TTvo.

‘Exer avagepbei Bpaton Twv aTeAexwv oAk aBpoAACTIKAG yovaTog amé KOTTwar, Tou
mepiAapBavouy Ta kvnpiaia, pnpiaia kar emyovaTidika oTeAexn, ot pikpd ToooaTo acBeviv. H Bpadon
OTEAEXWV YOVATOU eVOEXETaI VOl TIPOKUWEI eanTiag avemapkoUs utroaTpIEng Tou aTeAéxoug amé To
UTTOKEIEVO 00TO 1 e§aITiag aoxnpNg OTEPEWONG TOU OTEAEXOUG.

Eival mBavov va eméABel TepIepIKr veupottaBela, BAGRN Twv veUpwy, KukAo@opikd TTpoRANua, Kai
k10T 0OTEOTIOINOM.

Evdéxetal va oxetiovral copapég emTAOKEG He KGBE emépBaan oAikng apBpotAacTikrg. O1 eTITTAOKEG
autég TepIAapBavouy, PeTagu aAwv: dlatapayég TOU OUPOTIOIOYEVVNTIKOU GUGTAUATOG, YOOTPEVTEPIKES
dlarapaygg, ayyelakég dlarapayés ouptepiAapBavopévng g BpduPwang, BPOoyXOTTVEUHOVIKEG
diarapayég oupmepiAapBavopévng g pBoAng, éugpaypa Tou puokapdiou i kal Bavaro.

‘Exel avagepBei pBopd Twv ateAexwv ToAuaiBuAeviou Kai ol avagopég aTn BIBAIoypagia guvdéouv autd
T0 GUPRAV e TV ETTavappdenan oaTol, T XaAdpwan Kai T Aoipwgn.
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+  Exouv avagepBei avidpaoeig euaiobnaiag ata pétalAa peté amo emépBacn apBpotAacTIKAG.

*  Heppdvion avemBOpnTwy evepyeiv mavov va amairei mpoadem eyxeipnan, d16pBwan, apBpddean
NG OXETIKAG ApBpwang f /kal aKpWTNPIACHS Tou PEAOUG.

+  'Exel ouoyemoTei n avigoppoTria pakakoU 10ToU 1y / kal xahapdmra pe ™ AavBaapévn euBuypaupion
OTEAEXOUG, TTPAYA TO OTI0I0 EVOEXETAI VA EXEI WG ATTOTEAET A TNV TTPWILN PBOPd 1} / Kai TNV ammoTuyia
TOU EUQUTEUATOG.

+ Omuwg eivar uaIKO e OAEG TIG EUPUTEUNEVEG CUOKEUEG, MTTOPET VO TIApaTNEnBEi ACUTITWHATIKG
TIPOOOEUTIKN aTTOpPPOPNAN Tou 00TOU (00TEGAUGN) TOTTIKG YUpW aTTd Ta §apTAUATT TNG TPABENG WG
emakoAoubo Tng avtidpaong TPog To &vo yia ToV 0pyavioud CWHA P TO KOKKiwpa Ta1uéVTou, PETAAAOU,
T0 UTIEPUYNAOU popiakoU Bapoug ToAuaiBulévio (ultra-high molecular weight polyethylene [UHMWPE])
1 Kal TO KepapIko UAIKG. Anpioupyeitar kokkiwpa egaitiag g aAMnAemidpaong petag Twv oTeAeXwy,
KaBwg kal PETagU Twv oTeAEXWV kal 00ToU, KUpiwg eEaiTiag Pnxaviopwy ¢Bopdg, oUpuang, ekdopag
Kai kémwaong. EmimAéov, umopei va dnuioupynBei emmiang kokkiwpa egaitiag Tng emidpaong kdmoiou
TpiTou owpatog. H oatedAuon pmopei va 0dnyAoEl G HEAOVTIKEG ETTITTAOKEG GUPTIEPIANAUBAVOpEVNG TG
¥aAdpwaong, yeyovag Tou kabioTd avaykaia Ty agaipean Kal avTikataoTaon tng mpdbeang.

«  Eival yvwoTo 611 pepikd TOAU pIKpd popia amo egaptApara petéAlou kai ToAuaiBuleviou pmopei va
TIégOUV amd Ta EGapTARATA KaTdl T didipkelar cuviBoug XprRaNG Kal Pe TV TTEAPOG0 Tou Xpovou. Av Kal
0 TIEPICTOTEPA OTTO AUTE T UTTOAEIUPATA TIAPAPEVOUV EVIOG TOU OXETIKOU GUVBETHOU (TT.Y. TrEpIEXOVTal
oTov apBpoaieho) f eival TrayIGEUPEVa aTTo TIAPAKEILEVO 10TO, Ta JIKPOOKOTTIKA popial dUvavTal va
peTakivnBolv Siapéaou Tou owuaTog. Mpog To Tapov, UTTAPXOUV EPWTACEIG TToU BEV JTTOpOUHE va
QTTAVTAOOUKE OXETIKA PE TA UTOAEIMUATA Kall Ta JIKPOOKOTTIKG JOpIa TIou dnpioupyolvral amé autd
Ta eapmuara. Exer amodelxBei 0TI Ta PIKPOOKOTTIKG popIa UTIoAEIPATWY duvavtal va diaaTrapbolyv
(HeTakivnBoUv) Siapécou ToU GRUATOG Kal O€ OPITHEVEG TIEPITITWOEIG EXel avapepBei 0TI auoowpedovTal
0ToUG Aeppadeveg Kal o€ AN pEPN TOU OWHATOG. AV Kal PEXPI TWPa BEV £XOUV avagepBei anuavTikég
10TPIKEG ETTITTAOKEG WG ATTOTEAETUA QUTWV TWV HOPIWY, N HETAKIVNGT TOUG ) / Kal ) CUCTWPEUTT TOug
070 OWpa £xel avagepbei o BIBAIOypagia. Adyw Tou averapkoUs Xpovou Kard Tn SIGipKela Tou oTToiou

@ TapakoAouBouvTal ol aaBeveig TOU EXOUV AUTEG TIC GUOKEUEG Kail AGyw TOU 6T O GUOKEUEG QUTEG @
XPNO1HOTI0I00VTal TIPOG TO TIAPGV O€ VedTEPNG NAIKICG AOBEVEIG Kal TIapapévouv evidg Tou OWHaTO yia
augavopieveg TepIGdoUg Xpovou, TIpETel va dnAwBEi 0TI o1 PaKpoXPOVIES ETTIOPATEIS aTTO auTA Ta PopIa,
€qv uTrapyouy, eivar ayvwaTeg. Ymapxel n Bewpia 0TI o1 JaKpoxpOVieg EMOPATEIG TrepIAABAVOUV:

- Kapkivo: Mpog 1o Trapdv Sev UTIAPXOUV ETTIOTNHOVIKEG ATTOBEIEEIG TTOU OXETICOUV Ta HETAAAIKG
uTroAeippaTa 1 Ta uTroAgippara ToAuaiBuleviou pe kapkivo. QaTooo, Sev duvaral va amakeipBei
n moavomra.

- Aepgad G Kal O wpeuon g€ GAAoug 10ToUg i) o€ GAAa Gpyava: YTTAPKOUV HEPIKES
avagopég aUCTWPEUONS UTTOAEIPATWY PBOPAS Ot Aep@adéveg (eyyUg Kal TTEPIPEPIKA). AV Kal
Oev £xouv avaepBei 1aTPIKES ETTITTAOKEG I AOBEVEIEG WG ATTOTEAETUA QUTWV TWV CUTCWPEUTEWY,
n UTmapéy} Toug TTPETTEl va avayvwpIoTel yia Ty dieukdAuvan didyvwaong Kai Ty amoguyn
aUyXUONG HE UTIOYIACOPEVES KAKWOEIG, KAPKIVOYOVEG A pn.

- ZuoTnpariki acBéveia: Yapyxouv opiopéveg Bewpieg TTou uTrooTpifouv OTI PTTopEi va UTIApYE!
GUOYETION PETAgD TG HETAKIVAONG TWV UTIOAEIPATWY Kal TwV €wg TWPaA aTTpoadIopIoTwY
ouoTnpaTIKWY emdpacewv. Eivar mbavév va amodelybei kamoia pakpoxpovia emidpacn ato
péMov, ahhd Adyw Tou 611 uTIdipyoUV TTOAU EAGYIOTA ETTIOTNHOVIKG DEBOPEVA TTOU UTTODEIKVUOUV
OUOYETION PeTagy TG PeTaKivnong Twv UTTOAEIMPATWY Kal KATrolag ouaTnpaTikig aobéveiag,
Bewpeitar 0TI Ta 0QEAN aTTO AUTEG TIG CUOKEUEG UTTEPRAiVOUV TIPOPAVG TOUG TIBavoUg KIvOUvoug
yia oTroladATIOTe BEWPNTIKY PaKpOXPOVIa ETdpacn.

AMnAeTridpaon pe Ameikovian MayvnTikig Topoypagiag

To Z0ompa ApBpotAacTikrg Fovdrou Triathlon dev Exel agioAoynBei yia acpaAeia kar oupBaréTTa ot
TrepIBAAovV payvnTikig Topoypagiag. To Zuotua ApBpotAacTikng Movérou Triathlon Sev éxel TeBei uTd
dokipaaia yia Béppavan A peraromon e TepIBAoV payvnTikig Topoypagiag.
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AmooTeipwon

« Auté 1o €§apTnua OAIKAG apBpPOTTAACTIKAG yovaTou éxel amooTelpwei pe akTivoBoAia yappa ) TAdoua
agpiou uTrepogeIdiou Tou udpoydvou. AvagepbeiTe OTNV ETIKETA TG CUOKEUATTaG OXETIKA pe T PéBodO
aTmooTEipwong.

+ O Tpémel va EMBEWPEITE T CUOKEUATTT GAWV TWV ATIOOTEIPWHEVWV TIPOIOVTWY Yid TUXOV EAATTWHAT
OTO ATTOOTEIPWHEVO PPAYMA TOUG TTPOTOU Ta avoiceTe. EAv UTIApXE! KATTOI0 EAGTTWA, TO TTPOIOV TPETTEI
va BewpnBei pn amooTelpwpévo. AlatiBevral eI5IKEG TPoBETEIG DOKIAG Yia va PNV XPeIdeTal va avoigete
OTT0I0BITTOTE PEPOG TNG ATTOOTEIPWHEVNG CUTKEUATTAG TIPIV OTTO TN XPROT TOU ESIPTARATOC.

+ Oampémel va dwbei TPOoOXN PO ATTOPUYH HOAUVONG TOU EGAPTAHATOG. Z€ TTEPITITWAN TToU MOAUVEET
T0 TIPOiOV, Ba TTPETEI Val TO TTOPPIYETE.

+  Edv n ouokevaaia éxel avoiyTei, aAAd To Tpoidv Sev £xel xpnaotpotoinBei, To egpmua Sev TpéTel va
eTavarooTelpwbei Kal TTPETE! va aTroppipBei f va emoTpagei aTov TpounBeuTr.

« Houokeun Sev Tpémel va xpnaipooinBei agoTou TapéABel n npepopnvia Agng Tou avaypageral
0TV ETIKETA TNG GUOKEUATIaG, SIOTI TO TPoidv Sev éxel aglohoynBei yia xprion PeTd amd autiv Ty
nuepopnvia.

+ ZUOKEUEG Piag Xxpriong dev HTTOPOUV val EKQUTEUTOUV Kall VO EJPUTEUTOUV €K VEOU KATOTTIV KABWG
0l PUOTKEG DUVAEIG TIOU aoKOUVTaI aTTO QUTEG TIG EVEPYEIEG EVOEXETAI va DIAKUBEUTOUV TN QUOTKN
aKepaidTTa, TIG INCTACEIG A/ Kal TO QIvipIopa TG em@Avelag Twv ouokeuwy. Emiong, dev duvaral
va d1a0QaNITTET ) OTEIPOTNTA TWV GUTKEUWV TTOU £X0UV XPNTIHOTIOINGET €K VEOU KaBWG BeV EXouv
emaAnBeutei o1 diadikaaieg kaBapIouoU Kal EMavaTIOOTEIPWONG.

NPOZOXH: TO OMOZIMONAIAKO AIKAIO (H.N.A.) MEPIOPIZEI THN NQAHZH THZ ZYZKEYHZ
ZE IATPO 'H KATONIN ENTOAHZ IATPOY.

MPOEIAOMOIHZH:  Ta efaptApata Tou @épouv TV emionpavan «Movo yia xprion e TaIPEVIOn TIpETEl va
EUQUTEUOVTAI OVO HE OOTIKG TOIPEVTO.
@ H Stryker Corporation fj Ta utrokaraoTuard g fj GAeg BuyaTpikéS ETaIPEiES EXOUV OTNV KATOXI| TOUG, @
Xpnotpotololv 1 éxouv utroBaAel aItoEIg yia Ta akéAouba epmopikd afjpara: Howmedica, Osteonics,
Stryker, Triathlon. OAa Ta GMa epmopikd onuara amoteAoUV 13I0KTNTia TwWV aVTIOTOIXWY KATOXWY i
BIKAIOUXWV TOUG.

Avarpégre aTnV ETIKETA TOU TPOIOVTOG yial TNV UTIéaTaon TG onpavang CE kar Tov vopIo kataokeuaoTr.
H orpavon CE eival éykupn pévo av avaypd@etar Emiang aTnv ETIKETA TOU TTPOIOVTOG.
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O akoouBog Tivakag mepIAapBaver évav KataAoyo Twv GUVTPATEWY TToU XpNalhoTIolodvTal oTV
€TIKETOTTOINON TwV TP0idvTwWY TG Howmedica Osteonics Corp.

‘Opog Z0vtunon ‘Opog T0vrunon
Kwdikog Ahpa ALPH CDE Aaipég NK
Twvia ANG AméaTaon OFFST
BaBuog DEGor ° E¢wrepikn AidpeTpog oD
AidpeTpog DIA Aegiog RT P>
E¢aiperika Babug XDP Orég Bidwv SCRHLS
E€aiperika peyahog XLGE MAeupa SDE
Egaipetika pikpog XSM MéyeBog SZE
Kepahi HD Mikpdg SM
“Yyog HT Yuviieng STD
Eowrtepiki Aldperpog ID Kwvikdg TPR
‘EvBepa INSR Mayog THKNS
Meydhog LGE Tomog TYP
ApiaTepdg <« LFT Me W/
Mrkog LNTH Xwpig W/O
@ Méoo MED
78

‘Print Date: Dec 12, 2013 21:25:41 GMT@

iGN Release Date: Apr 30, 2013 1:15:565 BMew



—:I:I:I:D@E_:EEF

#ifEh3r Chinese
HOWMEDIGA OSTEONICS B9 TRIATHLON TRITANIUM £ f%35%5( AR
L
Howmedica Osteonics Corp. UL ATI ARG EIE Triathlon Tritanium &R, AFS
Triathlon FEFXTHARGREEN. BEANMEEHEG—RERUHITHRXTHEGE
EEHR. TREELAXTEAGEHFHENEMIER. Triathlon Tritanium RIRERT
FBKER BRI A -

BREHEM: Triathlon Tritanium JEIRS Triathlon +F#HWENL (CR) F+FEHHHIKR
(ERR - PS) BITHRE.

BB Triathlon Tritanium EARS+FHHEG (CR) « FRRX (PS) MUKBREL
(CS) ®ItHH Triathlon BREAWRHRE. REAWRE—RIIEEMSHARE.

i : Triathlon Tritanium EARSEAFRBRARE—R. EAZREATRBREASER
HAlE, —B#HATER, BFUEFR. EAFBETEESATEN.

BEEAN: 2EINMEFIHHUREBHERINREETEABREYE. BEEAGNERR
ik, Triathlon Tritanium JEARSETAER) Triathlon SREHEERE.

Ezesl
« ASTM F-75 §44&A % REHEE
ASTM F-90 $#$EA% BENNNIEL
ASTM F-1537 $H$&A & REBE
¢+ ASTM F-136 $k&%& BEEt
¢« ASTM F-67 CP %k A=
¢« ASTM F-1185 BAERES BRBEME. BREAN
¢« ASTM F-648 BENTREREZHE BEEEAF, IRBENE
TERIfE

LREXBELRAR (TKR) —HRIERE:

© BTUTEESIENRERRE. BURMATER: EMEMRITHXTER (BFE8%
TR BGMXTRELEEIFE) « REMEATREBGRE XK.
BXTHEMINEE R ETe sk .
FERBE. NIRRT, SENTHARATRSWE NEEMEEN.
EEURARINNREERKEHMEF R,
Pz k3= S s RN E YA b A= e A BT 2= =

Triathlon Tritanium RIREFIER TR BKEMEAKEEEMAIE.

iRt ER! (PS) fAMFAYE fhiE RIfE:
BTFHEARE, MEKREMAREEWENEEITRE LA,
BROFKREBNETFIE.
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IE

BRET NSk E B A MR MRS, SIREEAR RIS,

T B8 S IR M AL TR BN SR ALA AL RSkt o

EAATSHBETTRE. BFEEERNERBIFEH LESH LUK R RIE Z R 0%
RN AER .

BERHETER. BARAIMEATMER, TEMBRERETSHFN/KEEER.
BRELBERZ.

MEFEHRAMNGER LS L X ERR.

BBRHE. BEREHEBETRETBRAERAT, NISBREREARKZEERG K
Ro
1

SIMEENYENEHELTEEZNERY, TERREAIAZSHLE, HERSE
EMAE. SRFNFIMETRERBRBENIONREN, BB/ LERSHEREN, A
ST FIRYININEE. EAYB RN AT REIE N BEIR BRI =2, X B BEmR
=, ERIEFREMERI.

SMEE R ERBEERGES, BEERATAZTIEESN, HEEEREEENETR
HATREPIRFIATT o

SIMEENEEBEBENTRIER, SERENEGREAESURFARBIENEH
RiP. SIREENLELEEE, EARERAEERRXTHREN. BE., TEMR
AN, FEFTRRBTRIZUEESIME TR SIRT.
SRAMHNERLE. RENEE, RE¥NBEEASGNXRER. XEBHRHR
BREMEANY—H#, FRSHENSE, EPNFMEGIMEERHZME, REEERE
o Eitt, SAFIEETATAMRENE. RSE. WHEENERERNAE, 7
BERSEK T RIERESD.
FIEN

EAEFENREE G RORERERN . RRENATFEENE, AMRIFSEORENE
KRR B RRE.

EHMEHERER, AATHBEFARITNESRTIES.
EREANEBANEE. BACREAMEBERARE G, MBEEEANEXSREM
TR EEIR TS & B XU o

{Howmedica Osteonics Corp. RSMRIFARMIE) PIRM T FARREWMRER.
BRAGEROREMN, BEAERARE. BEERATIER:

- 5 Ps BEFAIE—EHEM PS RE

- X5 R BEEIE—EMEA R RE

- 5 cs BEEIE—EEMA PS 3 R BRE
givl

SMBEELREMBEXTEEZNERY, TERREANIAZTSGLE, HEFRS

EEMAE. TEEDFIMITER BIEENINRE . R/ K ERSHERKY,
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TIN5 B HRIMIhEE . ENE LR AT REE N ERER A=, B BRIER
E, EBEFARBMMRIN.

SMBIEEN HEEBEERGES, BRERXTAZTLEES , FEEUREEN
R ITRE P EEAATT .

SIMEENHEEBEFRANEREAIRLENTRRE. IMMEENLESBEEN
REBFREFBRXTNESNR, EFRSHTRIZUESNSRIMMBRRIE, FHE
EREDER, RRAGEFEEHK.
BEEABERFIRSBEERME. FiSRE ARFREMEL N IIMIFRALS
WERMEAX. AFLEENISBLE RS, TEEARGERAMERRR.
R

EFBCIRIFRIRET LHEN K.

PINEHFERENGE, BEENEENTLT.

BENBANEE. BEARENATREBRRBGNSEE. SNEFEEBIRH
EFe

PN EH S RO RIE R AR IR A ok BRI M R H

AR AR L IUAERIF TR, MEXERHE.

RSN T S B AT BERR IR R 538, HEZERTTRRR.

FRMEHHE TN ENEREMLZ, X—EfL BN ERGNFEEMERAETE. M
REBEMLBIRARE T LMD, BREEEANEFT. MEREHARRAGRTE
SHEENHINEERE .

BAEEAL G RF TR IR R L, YI2EINNFARFE.
BRAESHIHAA, BN Howmedica Osteonics Corp. E)SRENEIN AN TG H iy 4 =
2R 5121 Howmedica Osteonics 2fRHMF—iEIEM . Howmedica Osteonics
Corp. RIFHEM_LIRIR & B HHENFRITIEUR T RIBTT.
BTIRETAIRFLMELE S ER, Howmedica Osteonics Corp. BISEZIERIN AN E G H fthil
ERE PR B IRE] SE Howmedica Osteonics 2RREM—ER{ERM.

MEBRL LA, AEABHAEMENEY, FIOREE.
MELRBRBANERAEREREBESNE, SKIFERAN. B AR R/ G
BAE, URERBRIRTAE TIREZIR.
AEEaRMNEFREHRENTR, FREAMNE. TATERIERELE.

LRERAMFHTHERASGREGT, BEERAMEN. XLBHERBINEMRIEH]
EH, HHENBEFR, UREBRENEDENIROER. B2, BTXEAN
ZENESEYFE . NEMYBUFEERNZE, MXLELETEEERITE, i
THERAE X LetR (4 RE TR MR [E BB BRAT AR Z AR M AT, SMREER
HHBENNREFGETIYILRNAR.

BEENTY, SMRHMEMNFRRHNLSIRERS . BEIERE R
ARER R ESBREMHNRIEER. ARV T ERBE THREET S,
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BAMRER. BREATIR. BHEHPIRFIIMIMEIE. RS IEREGRNEIN
FEGEM . BRRURGIEE RAREANENFF LELNFEE, HETESE
RSB R/ A

© BREGDSRAEN, SRS, REMESAFNESERRER, BRENERND.
ATREEMAFNZETBRBFAGEETE, FURSERHRANKR.
AR KEINAMEERR. MERl . BRZRMRAME IR,
FEREXTERFARBEARESIRTENHLIE. REFLEQBBRIRT: EHEBR
wim; BAERR; MEFMERR; BEFISEMER; OIURERET.

¢ BRESRZHBEMHEROERL, FAXEELHERS SR, MIFERER.

¢ BEXTERFARRESRIPRMARE.

¢ MRREFRER, TRFENEEXTENBFARHTHER, XBEEARF/
B2 8

© BUALRKER/ S —ESEHITITSTEX, ARESEEA RN RIER/ HEM.

© ERETEARESBETENEKE €. BESFERZE (UHWPE) F1/I0EK
MRMRLERERR, FEEERPAFIEHATER. HIMEEERE (R
AR o REMRREATZEURATSERZENEEERIRED~EN, TER
BBITRER . EERFE S A RAEIER . R, WRERRTEZNMRERMm~E. &R
AR SBARII L, GENR, MLFEEHBRREAH.

c AR, EEBERMERKAERG, AHNERMEZIHIBARERE — LR/
BB, RAKMAEELBAERXNXTT (MEIERED) SEABGREALNRE
@% K, BRANFRBATEEALTINESEE MR RBNEITE. L5, MTFAgEAxLE @%
LA R B AU N R G BMARMEE R . BEIER, BNkt TR EEAN S
IR (7B, BREFNARTHEBEARSEEMIUNERE BRESAILRE
B3 L R T S A = BT H RIEMIRGE, BRIk A X T X LR SRR/
FARMIEH. ATHREREBMASENMEHATEABRES, MEXEREBFIER
ATRERNES, HEWREFAEFERKMOEE, Mz, mRXEFNSERTA
KHRIWEIE, XLEFREFLIMEMTELE. MNER LS, XEKRARIGEIE:
- BE: BREEEMRNFEHEETERARCHEBRESRAEGRX. BTRHRX

TATREME

- HBESHRUREA AR/ BEPORR: DE/LAXTRESRRETHES GE
IRFEIRHELE) MiRE. BAMTEXLFRARRMSBH OEORE, BRIZ
TR, LIRS, #RSRER AR TLERE.

- EHNERR: FUEIAN, BETRRMNEETRESEARRRN S SMENE
Ko HIPRREN IR LKA AT RERT IS ENESE, 1BRAT BaTaESHENIX
LIRS S BMRBHXNMFRIRERD, RUBERTRRE, ERXLRE
HIR A R A THEMIR L LK M BE R .

SHSHRRIRNZEIER

Triathlon BEXTIRGEARZIHIRFE THREUMBEMITME. Triathlon BXTHR
GRS SRR T INASERB R o
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¢ AEBEHERMISLIEREUESHEFETRELE. RESHELLRNRE.

¢ ENFRBRESAREBEZHE, MNARSIEGRRTAREG. WRLABRE, &
AR LR AELE~ R, ERRBAREER, UREERAHZIHTFLE™
SRR SR .

© BUMVENE, PIERAHZISR. MRERZIER, LIREER.

¢ MRERFTFHERER, BNTERRMAGENES, MAEEEFRREAMNE.

¢ RETNERE LERMEMBEZEER, BRERERETBTIZERNUGHEIE.

© —RMERNRET MG ZEEEEN, BRNRXETREMEYIEN B ST
ZENYIEEN. KNF/RREALE. ATEENERNERFEREIWIE, Eit
WIHEMRERERN R ENTEN.

R Bk (RE) M, HERBMRMELHEREERHEE.
s RA UREAGREIEMR” BAHREEERBKEEN.
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Appendix H

Patient Retention Program




stryker

Orthopaedics

A prospective, post-market, multi-center study of the outcomes of the
Triathlon Tritanium Knee System

Patient Retention Program

Program Details
The intent of this program is to provide birthday, holiday, and study surgery anniversary letters to the subjects who are part
of the study. These letters will be provided to the site by Stryker Orthopaedics, they will thank the subject for his/her study

participation and serve as a reminder to come in for the relevant follow-up visits.

Additionally, Stryker Orthopaedics is in the process of implementing a Patient Rewards Program as part of the Patient

Retention Program. The details of this program will be made available when they have been finalized.

Participation in the Patient Retention Program is optional for each study site, and dependent on IRB approval at each site.




%Icn_stitustion AZd.dgess] [Instutition Letterhead]
1ty, State, Zip
[Phone]

[Today’s Date]

[Subject Name]
[Street Address]
[City, State, Zip]
[Phone]

Dear [Subject Name],
Congratulations!

Now that you have completed your [X] year visit in the study, you have earned your $[X]
reward. Please find this reward enclosed. Thank you again for your continued
participation in the Stryker Triathlon Tritanium Knee Outcomes Study and | look forward
to seeing you at your future follow-up visits.

Sincerely,

[Study Coordinator Name]
[Institution Name]

[Street Address]

[City, State, Zip]

[Phone]

[Email}



%Icn_stitustion AZd.dgess] [Instutition Letterhead]
1ty, State, Zip
[Phone]

[Today’s Date]

[Subject Name]
[Street Address]
[City, State, Zip]
[Phone]

Dear [Subject Name],
Congratulations!

[Date] is the [X]-year anniversary of your [Left/Right] total knee replacement. Thank you
for your continued participation in the Stryker Triathlon Tritanium Knee Outcomes Study,
and | look forward to seeing you for your next follow-up visit.

Sincerely,

[Study Coordinator Name]
[Institution Name]

[Street Address]

[City, State, Zip]

[Phone]

[Email}



%Icn_stitustion AZd.dgess] [Instutition Letterhead]
1ty, State, Zip
[Phone]

[Today’s Date]

[Subject Name]
[Street Address]
[City, State, Zip]
[Phone]

Dear [Subject Name],

Happy Birthday! Thank you for your participation in the Stryker Triathlon Tritanium Knee
Outcomes Study. | look forward to seeing you in the office for your future follow-up visits!

Sincerely,

[Study Coordinator Name]
[Institution Name]

[Street Address]

[City, State, Zip]

[Phone]

[Email}



%Icn_stitustion AZd.dgess] [Instutition Letterhead]
1ty, State, Zip
[Phone]

[Today’s Date]

[Subject Name]
[Street Address]
[City, State, Zip]
[Phone]

Dear [Subject Name],

Happy Holidays! Thank you for your participation in the Stryker Triathlon Tritanium Knee
Outcomes Study. | look forward to seeing you in the office for your future follow-up visits!

Sincerely,

[Study Coordinator Name]
[Institution Name]

[Street Address]

[City, State, Zip]

[Phone]

[Email}
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Component Listing




Cohort 1 (cementless) Study Device Component Listing:

Catalog Number

Triathlon Tritanium Tibial Baseplate
5536-B-100

5536-B-200

5536-B-300

5536-B-400

5536-B-500

5536-B-600

5536-B-700

5536-B-800

Triathlon Tritanium Asymmetric Patella
5552-L-299

5552-L-320

5552-L-350

5552-L-381

5552-L-401

Triathlon Tritanium Symmetric Patella
5556-L-319

5556-L-339

5556-L-360

5556-L-391

Cohort 1 (cementless) Compatible Ancillary Component Listing:

Catalog Number
Triathlon PS Beaded Femur with PA
5516-F-101
5516-F-102
5516-F-201
5516-F-202
5516-F-301
5516-F-302
5516-F-401
5516-F-402
5516-F-501
5516-F-502
5516-F-601
5516-F-602
5516-F-701
5516-F-702
5516-F-801
5516-F-802
Triathlon CR Beaded Femur with PA
5517-F-101
5517-F-102
5517-F-201
5517-F-202
5517-F-301
5517-F-302
5517-F-401
5517-F-402
5517-F-501
5517-F-502




5517-F-601

5517-F-602

5517-F-701

5517-F-702

5517-F-801

5517-F-802

Triathlon CR Conventional Polyethylene Tibial Inserts*

5530-P-X09**

5530-P-X11**

5530-P-X13**

5530-P-X16**

5530-P-X19**

Triathlon CR X3 Tibial Inserts*

5530-G-X09**

5530-G-X11**

5530-G-X13**

5530-G-X16**

5530-G-X19**

Triathlon CS Conventional Polyethylene Tibial Inserts*

5531-P-X09**

5531-P-X11**

5531-P-X13**

5531-P-X16**

5531-P-X19**

5531-P-X22**

5531-P-X25**

Triathlon CS X3 Tibial Inserts*

5531-G-X09**

5531-G-X11**

5531-G-X13**

5531-G-X16**

5531-G-X19**

5531-G-X22**

5531-G-X25**

Triathlon PS Conventional Polyethylene Tibial Inserts*

5532-P-X09**

5532-P-X11**

5532-P-X13**

5532-P-X16**

5532-P-X19**

5532-P-X22**

5532-P-X25**

Triathlon PS X3 Tibial Inserts*

5532-G-X09**

5532-G-X11**

5532-G-X13**

5532-G-X16**

5532-G-X19**

5532-G-X22**

5532-G-X25**




Cohort 2 (cemented) Control Device Component Listing:

Catalog Number

Triathlon Cemented Tibial Baseplate
5520-B-100

5520-B-200

5520-B-300

5520-B-400

5520-B-500

5520-B-600

5520-B-700

5520-B-800

Triathlon Symmetric Conventional Polyethylene Patella
5550-L-278

5550-L-298

5550-L-319

5550-L-339

5550-L-360

5550-L-391

Triathlon Asymmetric Conventional Polyethylene Patella
5551-L-299

5551-L-320

5551-L-350

5551-L-381

5551-L-401

Triathlon Symmetric X3 Patella
5550-G-278

5550-G-298

5550-G-319

5550-G-339

5550-G-360

Triathlon Asymmetric X3 Patella
5551-G-299

5551-G-320

5551-G-350

5551-G-381

5551-G-401

Triathlon CR Cemented Femur
5510-F-101

5510-F-102

5510-F-201

5510-F-202

5510-F-301

5510-F-302

5510-F-401

5510-F-402

5510-F-501

5510-F-502

5510-F-601

5510-F-602

5510-F-701

5510-F-702

5510-F-801

5510-F-802

Triathlon PS Cemented Femur
5515-F-101




5515-F-102
5515-F-201
5515-F-202
5515-F-301
5515-F-302
5515-F-401
5515-F-402
5515-F-501
5515-F-502
5515-F-601
5515-F-602
5515-F-701
5515-F-702
5515-F-801
5515-F-802

*Both cohorts utilize the same tibial inserts.
**(X =1,2,3,4,5,6,7 and 8)
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