18/06/2025, 14:43

Form ID: 138438 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 -1D:138438

Report #: Records Management #: Reporter's Reference #: Report Type:

20011 146628 Final

Report Status: Sponsor's Reported Category: Date of Adverse Event: Date of Initial Report:
Closed 522 |

Date of Final Report:
21/08/2009

Date Completed:
06/05/2010

Source of Report:

Sponsor

Date of Initial TGA Action:
24/08/2009

Operator at Time of Event:

If 'Other' Source Selected:

Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:
For IRIS Meeting

Date Response Received:

Reporter Confidentiality:
No

Document 1

Form Date: 24/08/2009
SIGNED

Clinical Event Information:

Asymptomatic proximal loosening reported in post-op x-ray.

Visual, dimensional, functional and material inspections were not performed as the items currently remain implanted and hence were not available for
examination.

Stryker Orthopaedics conducted an investigation to evaluate other reports of shell loosening. The number of reported cases has a low incidence rate over
the number of sales. Over 500,000 Trident Acetabular Shells have been implanted worldwide to date, with an incidence rate of 0.020% reported for shell
loosening. In addition, these incidents have been reported by a small fraction of the number of institutions currently implanting these shells. Specifically,
analysis of the event data reported between August 2002 and December 31, 2008 indicated almost 43% of the reported events were reported by 15 user
groups, which represent approximately 0.5% of the total number of USA domestic user groups. The fact that 43% of the Product Experience Reports are
among a small number of users suggests the underlying root cause is related to surgical technique, in this user group, rather than the device itself. In these
cases loosening was most likely caused by the failure to achieve initial biological fixation due to inadequate execution of the recommended surgical
technique. Specifically, surgeons were not adequately executing the correct reaming technique required for the preparation of the acetabulum. The
techniques differ between the Trident PSL and Hemispherical Shells.

It is also noted that the event description does mention patient trauma, i.e. "Patient had a fall at the 6-7 week post op mark - heavy bruising”. If additional
information becomes available then this investigation will be reopened for further analysis.

Similar events: 0.02%

Contact: Alternative Person Title: Alternative Person First Name: Alternative Person Surname:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight: Age:

Patient Focused Corrective Action Taken:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:43 Form ID: 138438 - Domain: Production - Template: DIR
Document 1

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname: Reporter #:
]
Reporter Title: First Name: Surname:
Mr 522 522 ]
Position: Company/Institution:
Regulatory Affairs Officer Stryker Australia
Address 1: Address 2: Town/Suburb: State:
8 Herbert Street St Leonards NSW
Country: Postcode: Phone: Fax:
Australia 2065 _ (02) 9467 1010
Mobile: Email:
_@stryker.com
As Above?: Initial Reporter Confidential:

If No, fill out the following:

Search Reporter By Surname: Initial Reporter #:

Title: First Name: Surname:

Position: Company/Institution:

Address 1: Address 2: Town/Suburb: State:
Postcode: Phone: Fax: Mobile:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:43 Form ID: 138438 - Domain: Production - Template: DIR

Email: Document 1
Product Exempt: Search Device ARTG: Device ARTG #:
If No, fill out ARTG No:
No 152396 152396
Therapeutic Licence Type: Product Licence Category: Device Class: GMDN Code:
Medical Device Included Class III 35661
GMDN Text: Brand Name:

Prosthesis, internal, joint, hip, acetabular component

Initial Device Description:

Trident (Mfr 146628)

Usage of Device: Software Version:
Model #: Serial #: Batch #: Lot #:
21693201

Purchase Date: Expiry Date: Date of Implant: Date of Explant:

Reported Device Location: Access Contact Title: Access Contact First Name: Access Contact Surname:

Access Contact Phone: Access Contact Fax:

Manufacturer Name: Manufacturer Client Id: Address 1:

Howmedica Osteonics Corporation 9211

Address 2: Town/Suburb: State/Province: Country:

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:
No

Contact Title: Contact First Name: Contact Surname:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 3/7



18/06/2025, 14:43

Supplier Name:

Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:

No
Potential Effect:
Serious Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

-@stryker.com

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No
Actual Effect:

Serious Injury

Risk Severity:

Name:

Stryker Australia Pty Ltd

Address 1:

PO Box 970
Postcode:

1570

Form ID: 138438 - Domain: Production - Template: DIR

Address 1:

Postcode:

Contact First Name:

Reusable:
No
Injured Party:

Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Address 2:

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:

ARTARMON

Fax:

02 94671010

Exclude report from DIRE:

Document 1

417



18/06/2025, 14:43

Device Analysis Results:

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Search Device ARTG Device ARTG No

DIR # Brand Name

Sample # Sample Requested Sample Received
Correspondence Type Date Sent

Form ID: 138438 - Domain: Production - Template: DIR

Rate of Similar Events:

Product Name Serial #

Reporter First Name Reporter Surname Company/Institution

# Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

Date Received Sponsor's Response

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Investigator's Notes

Document 1
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18/06/2025, 14:43 Form ID: 138438 - Domain: Production - Template: DIR

Date Response

Document 1
Expected
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Other Other Orthopaedic implant loosening/early revision
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint
Outcome of Investigation If Additional Outcome Detail Requested
Not investigated
Recall Number:
Investigation Summary:
Implant loosening follwed by revision of the implant is a known complication associated with the use of this type of device.
The Trident acetabular cup is a popular device in Australia - and the National Joint Replacement Registry has not identified the implant as one that is experiencing higher than
expected revision rates.
It appears that the incidence of this type of problem when this device is used is too low to warrant further investigation. The TGA will continue to monitor the performance of the
device in the Australian market.
28419 DIR-REQ Closed theta IRIS Coordinator 06/05/2010 Normal 0

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:43 Form ID: 138438 - Domain: Production - Template: DIR

Document 1

theta - Theta Technologies
06/05/2010 00:00:00

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 24/08/2009 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717



18/06/2025, 14:10

Form ID: 138473 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 -1D:138473

Report #: Records Management #:
20046 2008/009779

Report Status: Sponsor's Reported Category:
Closed

Date of Final Report: Date of Initial TGA Action:
26/08/2009 01/09/2009

Date Completed: Operator at Time of Event:
16/09/2009

Source of Report: If 'Other’ Source Selected:
Sponsor

Clinical Event Information:

tmptant pate SRR

Post op x-ray showed signs of proximal loosening.

Reporter's Reference #:
146634
Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Type of Initial Action:

For IRIS Meeting

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

Visual, dimensional, functional and material inspection was not performed as no items were returned as they remain implanted.

The device manufacturing history records were reviewed and no reported discrepancies were noted.

It is very difficult to ascertain the exact root cause of the loose stem. A review of Stryker's records reveals the devices were manufactured and accepted
into finished goods with no reported discrepancies. It is noted that the patient here has a BMI of 45, and the packaging insert contains the following
warning: "An overweight or obese patient can produce higher loads on the prosthesis which can lead to failure of the device. The effect of these loads will
be accentuated when a small sized prosthesis must be used because of bone size in such patients.”

At this time, no corrective action is planned due to the difficulty in ascertaining the exact root cause of the loose stem. Product Surveillance will continue to

monitor for trends.
Patient outcome: N/K.
Similar events: 10.

Report sourced from sponsor.

Contact: Alternative Person Title:
Alternative Person Phone: Alternative Person Fax:
Sex: Weight:

Alternative Person First Name:

Age:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Surname:

Document 2

Form Date: 01/09/2009
SIGNED

1



18/06/2025, 14:10

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Regulatory Affairs Officer
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:

Title:

Position:

Address 1:

Postcode:

Reporter #:
First Name:
Address 2:
Postcode:

2065

Email:

R s . com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

Form ID: 138473 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:
NSW

Fax:

(02) 9467 1010

Initial Reporter Confidential:

State:

Mobile:

Document 2



18/06/2025, 14:10

Email:

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade - (mfr ref: 146634)

Usage of Device: Software Version:
Model #: Serial #:

16408602
Purchase Date: Expiry Date:
Reported Device Location: Access Contact Title:
Access Contact Phone: Access Contact Fax:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2: Town/Suburb:
Postcode: Phone:

Email:

Contact Title: Contact First Name:

Form ID: 138473 - Domain: Production - Template: DIR

Search Device ARTG:

145594

Device Class:

Class I11

Brand Name:

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

145594
GMDN Code:

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Document 2
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18/06/2025, 14:10 Form ID: 138473 - Domain: Production - Template: DIR
Document 2

Supplier Name: Address 1: Address 2:

Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:

Contact Phone: Contact Fax:

Date: Assessed By:

Sample Received: Sterile: Reusable: Single Use:

No No No

Potential Effect: Actual Effect: Injured Party:

Serious Injury Temporary Injury Patient

Risk Frequency: Risk Severity: Risk Detectability: Classification: Exclude report from DIRE:
Routine

Search Sponsors: Name: Client #:

St Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:

N PO Box 970 ARTARMON

State: Postcode: Phone: Fax:

NSW 1570 =22 ] (02) 9467 1010

Email:

-@stryker.com

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:10 Form ID: 138473 - Domain: Production - Template: DIR

Device Analysis Results: Document 2
Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:
Search Device ARTG Device ARTG No Product Name Serial #

DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion Notification 16/09/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20046.DOC

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 517



18/06/2025, 14:10

Type of Problem (Level 1) Type of Problem (Level 2)

Mechanical

Cause of Problem (Level 1) Cause of Problem (Level 2)

Unable to confirm complaint

Outcome of Investigation

Not investigated

Recall Number:

Investigation Summary:

Available frequency and severity data do not indicate further investigation is appropriate at this time. The TGA will continue to monitor for similar incidents and may re-open the

file if appropriate.

28454 DIR-REQ Closed theta

theta - Theta Technologies
13/10/2009 00:00:00

Automatically signed off closed DIR forms as part of data
migration

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

If 'Other' Type Selected

If 'Other' Cause Selected

Form ID: 138473 - Domain: Production - Template: DIR

If Additional Outcome Detail Requested

IRIS Coordinator

13/10/2009

Normal

6/7



18/06/2025, 14:10 Form ID: 138473 - Domain: Production - Template: DIR

Document 2
Created By Theta Technologies - 01/09/2009 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717



18/06/2025, 14:12

Form ID: 138522 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 - 1D :138522

Report #:

20097

Report Status:
Closed

Date of Final Report:
07/09/2009

Date Completed:
28/09/2009

Source of Report:
Sponsor

Clinical Event Information:

Implant Date: F
Explant Date: ;

Records Management #:

2008/009779

Sponsor's Reported Category:

Date of Initial TGA Action:
09/09/2009

Operator at Time of Event:

If 'Other’ Source Selected:

Reporter's Reference #:
146633

Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Type of Initial Action:

For IRIS Meeting

One year post op x-rays_presented with asymptomatic proximal loosening of stem.

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

Documet 3

Form Date: 09/09/2009
SIGNED

The investigation team found it difficult to determine the exact root cause for the event reported here, as the item in question remains in situ. A review of
the provided x-rays by a clinician concluded that the asymptomatic x-ray finding suggests the possible failure of biologic fixation in Gruen Zones I and VII,
but the absence of stem subsidence or a distal bony pedestal suggests a stable construct. The non progressive nature of these findings may be due to the
initial reaction to micro motion, which did not progress after biologic fixation subsequently occurred. In the absence of symptoms no treatment or increased
follow-up should be required in this case. There is no evidence of prosthetic design, manufacturer, or materials being associated with these findings.

Patient outcome: N/K.
Similar events: None.

Report sourced from sponsor.

Contact: Alternative Person Title: Alternative Person First Name: Alternative Person Surname:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight: Age:

Patient Focused Corrective Action Taken:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937 1/6



18/06/2025, 14:12 Form ID: 138522 - Domain: Production - Template: DIR
Documet 3
Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname: Reporter #:

[

Reporter Title: First Name: Surname:

Mr s22 | =

Position: Company/Institution:

Regulatory Affairs Officer Stryker Australia

Address 1: Address 2: Town/Suburb: State:

8 Herbert Street St Leonards NSW

Country: Postcode: Phone: Fax:

Australia 2065 N (02) 9467 1010
Mobile: Email:

EZ sty ker-com

As Above?: Initial Reporter Confidential:

If No, fill out the following:

Search Reporter By Surname: Initial Reporter #:

Title: First Name: Surname:

Position: Company/Institution:

Address 1: Address 2: Town/Suburb: State:
Postcode: Phone: Fax: Mobile:
Email:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:12

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade - (mfr ref: 146633)

Usage of Device: Software Version:
Model #: Serial #:

17095403
Purchase Date: Expiry Date:
Reported Device Location: Access Contact Title:
Access Contact Phone: Access Contact Fax:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2: Town/Suburb:
Postcode: Phone:

Email:

Contact Title: Contact First Name:

Supplier Name:

Form ID: 138522 - Domain: Production - Template: DIR

Search Device ARTG:

145594

Device Class:

Class 111

Brand Name:

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

145594
GMDN Code:

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Address 2:

Documet 3
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18/06/2025, 14:12
Town/Suburb:
Fax:
Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:
No

Potential Effect:
Temporary Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

Corrective/Preventative Actions:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No

Actual Effect:
Temporary Injury
Risk Severity:

Name:

Stryker Australia Pty Ltd
Address 1:
PO Box 970

Postcode:

1570

Form ID: 138522 - Domain: Production - Template: DIR

Postcode:

Contact First Name:

Reusable:

No

Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:
ARTARMON

Fax:

(02) 9467 1010

Exclude report from DIRE:

Documet 3
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18/06/2025, 14:12 Form ID: 138522 - Domain: Production - Template: DIR
Documet 3

Details of Similar Events:
Number of Similar Events: Rate of Similar Events:
Countries Similar Events Also Occurred:

Additional Comments:

Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion Notification 28/09/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20097.DOC

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/6



18/06/2025, 14:12 Form ID: 138522 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Unable to confirm complaint

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

28503 DIR-REQ Closed theta IRIS Coordinator 17/11/2009 Normal

theta - Theta Technologies
17/11/2009 00:00:00

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 09/09/2009

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Documet 3

Template Revision Released by Theta Technologies on 26/06/1985 21:02:22
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18/06/2025, 14:12

Form ID: 138521 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 - ID:138521

Report #: Records Management #:
20096 2008/009779

Report Status: Sponsor's Reported Category:
Closed

Date of Final Report: Date of Initial TGA Action:

07/09/2009 09/09/2009
Date Completed: Operator at Time of Event:
28/09/2009
Source of Report: If 'Other’ Source Selected:
Sponsor

Clinical Event Information:
Implant Date: F
Explant Date: .

Loose Stem. Patient had stem revised due to infection.

Reporter's Reference #:
146637

Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Type of Initial Action:

For IRIS Meeting

No analysis of device was performed as it was not returned to the manufacturer for investigation.

A review of the provided x-rays by a clinician concluded "The stem has a 3 to 5 millimetre radiolucency in Gruen Zone I, II, VI and VII with a distal bony

pedestal suggestive of end bearing. There is also a suggestion of subsidence consistent with loosening.

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

If, as stated, the revision was for "septic loosening" of the stem no prosthetic manufacture, design or material factors are involved in this clinical

complication.
Similar events: None.

Report sourced from sponsor.

Contact: Alternative Person Title:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight:

Patient Focused Corrective Action Taken:

Alternative Person First Name:

Age:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Surname:

Document 4

Form Date: 09/09/2009
SIGNED
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18/06/2025, 14:12 Form ID: 138521 - Domain: Production - Template: DIR
Document 4
Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname: Reporter #:

[

Reporter Title: First Name: Surname:

Mr s22 | =

Position: Company/Institution:

Regulatory Affairs Officer Stryker Australia

Address 1: Address 2: Town/Suburb: State:

8 Herbert Street St Leonards NSW

Country: Postcode: Phone: Fax:

Australia 2065 N (02) 9467 1010
Mobile: Email:

EZ sty ker-com

As Above?: Initial Reporter Confidential:

If No, fill out the following:

Search Reporter By Surname: Initial Reporter #:

Title: First Name: Surname:

Position: Company/Institution:

Address 1: Address 2: Town/Suburb: State:
Postcode: Phone: Fax: Mobile:
Email:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:12 Form ID: 138521 - Domain: Production - Template: DIR
Document 4

Product Exempt: Search Device ARTG: Device ARTG #:
If No, fill out ARTG No:

No 145594 145594

Therapeutic Licence Type: Product Licence Category: Device Class: GMDN Code:

Medical Device Included Class 111 35666

GMDN Text: Brand Name:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade - (mfr ref: 146637)

Usage of Device: Software Version:
Model #: Serial #: Batch #: Lot #:
18006102
Purchase Date: Expiry Date: Date of Implant: Date of Explant:
Reported Device Location: Access Contact Title: Access Contact First Name: Access Contact Surname:
Access Contact Phone: Access Contact Fax:
Manufacturer Name: Manufacturer Client Id: Address 1:
Howmedica Osteonics Corporation 9211
Address 2: Town/Suburb: State/Province: Country:
Postcode: Phone: Fax:
Email: Manufacturer Informed: Date Aware of Adverse Event:
Yes
Contact Title: Contact First Name: Contact Surname:
Supplier Name: Address 1: Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 3/6



18/06/2025, 14:12
Town/Suburb:
Fax:
Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:
No

Potential Effect:
Temporary Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

Corrective/Preventative Actions:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No

Actual Effect:
Temporary Injury
Risk Severity:

Name:

Stryker Australia Pty Ltd
Address 1:
PO Box 970

Postcode:

1570

Form ID: 138521 - Domain: Production - Template: DIR

Postcode:

Contact First Name:

Reusable:

No

Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:
ARTARMON

Fax:

(02) 9467 1010

Exclude report from DIRE:

Document 4

4/6



18/06/2025, 14:12 Form ID: 138521 - Domain: Production - Template: DIR
Document 4

Details of Similar Events:
Number of Similar Events: Rate of Similar Events:
Countries Similar Events Also Occurred:

Additional Comments:

Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion Notification 28/09/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20096.DOC

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/6



18/06/2025, 14:12 Form ID: 138521 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Not product related

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

28502 DIR-REQ Closed theta IRIS Coordinator 17/11/2009 Normal

theta - Theta Technologies
17/11/2009 00:00:00

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 09/09/2009

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 4

Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

6/6



18/06/2025, 14:13

Form ID: 138794 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 -1D:138794

Report #: Records Management #:
20370 2010/006922

Report Status: Sponsor's Reported Category:
Closed

Date of Final Report: Date of Initial TGA Action:

30/10/2009 05/11/2009

Date Completed: Operator at Time of Event:

Reporter's Reference #:
155914

Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Report Type:
Final
Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

25/11/2009 No

If 'Other’ Source Selected: Type of Initial Action:

Source of Report:
Sponsor For IRIS Meeting

Clinical Event Information:

Implant Date: F

Explant Date: ;

Surgeon reported that X rays demonstrate stem loosening and a lack of bone in-growth. No revision at this stage.

Visual, dimensional, functional and material inspection was not performed as no items were returned as they remain implanted.

The review of the device manufacturing history records for the reported lot numbers did not indicate any discrepancies.

A review of the provided x-rays by a clinical consultant was conducted. The clinician's report concluded the following "The serial x-rays seem to be more

consistent with stress shielding rather than loosening of this stem whose distal two-third demonstrate maintained excellent fit, fill and fixation. There is no
evidence of subsidence or migration. In the absence of symptoms I would not be concerned with these x-rays."”

No corrective action is planned at this time, as the clinicians review does not indicate any issue with the stem. Product Surveillance will continue to monitor
for trends, and should further information become available this investigation will be re-opened.

Patient outcome: N/A.
Similar events: There have beenl similar events reported worldwide.

Report sourced from sponsor.

Contact: Alternative Person Title: Alternative Person First Name: Alternative Person Surname:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight: Age:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 5

Form Date: 05/11/2009
SIGNED

1/6



18/06/2025, 14:13

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Regulatory Affairs Officer
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:

Title:

Position:

Address 1:

Postcode:

Reporter #:
First Name:
Address 2:
Postcode:

2065

Email:

EEER o

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

Form ID: 138794 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:
Company/Institution:
Town/Suburb:

Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:
NSW
Fax:

(02) 9467 1010

Initial Reporter Confidential:

State:

Mobile:

Document 5

2/6



18/06/2025, 14:13

Email:

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade
Usage of Device: Software Version:
Model #: Serial #:

9356501
Purchase Date: Expiry Date:
Reported Device Location: Access Contact Title:
Access Contact Phone: Access Contact Fax:
Manufacturer Name:
Howmedica Osteonics Corporation
Address 2: Town/Suburb:
Postcode: Phone:
Email:
Contact Title: Contact First Name:

Form ID: 138794 - Domain: Production - Template: DIR

Search Device ARTG:

145594

Device Class:

Class 111

Brand Name:

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

145594
GMDN Code:

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Document 5

3/6



18/06/2025, 14:13

Supplier Name:
Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:

No
Potential Effect:

Temporary Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No
Actual Effect:

Temporary Injury
Risk Severity:

Name:

Stryker Australia Pty Ltd
Address 1:

PO Box 970
Postcode:

1570

Form ID: 138794 - Domain: Production - Template: DIR

Address 1:

Postcode:

Contact First Name:

Reusable:

No
Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Address 2:

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:

ARTARMON

Fax:

(02) 9467 1010

Exclude report from DIRE:

Document 5

4/6



18/06/2025, 14:13 Form ID: 138794 - Domain: Production - Template: DIR

Corrective/Preventative Actions: Document 5
Details of Similar Events:
Number of Similar Events: Rate of Similar Events:
Countries Similar Events Also Occurred:
Additional Comments:
Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion Notification 25/11/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20370.DOC

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/6



18/06/2025, 14:13 Form ID: 138794 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Not product related

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

28775 DIR-REQ Closed theta IRIS Coordinator 28/05/2010 Normal

theta - Theta Technologies
28/05/2010 00:00:00

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 05/11/2009

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 5

Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

6/6



18/06/2025, 14:14

Form ID: 139326 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2-1D:139326

Report #:

20919

Report Status:

Closed

Date of Final Report:
09/03/2010

Date Completed:
20/04/2010

Source of Report:

Sponsor

Clinical Event Information:
Implant Date:-
Explant Date:

Revision of loose femoral stem.

A review of the provided x-ray by a clinical consultant indicated that the implanted Accolade stem was too small for this patient, and he also suggested that

Records Management #:

2010/008178

Sponsor's Reported Category:

Date of Initial TGA Action:
10/03/2010

Operator at Time of Event:

If 'Other’ Source Selected:

Reporter's Reference #:
168759

Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Type of Initial Action:

For IRIS Meeting

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

under sizing of the stem in this case was likely a contributing factor to failure of the prosthesis. The clinician also noted that here is no evidence of

prosthesis design, manufacturing, or material factors contributing to this clinical situation. The patient is obese, with a BMI of 38.3. The packaging insert

states that an overweight or obese patient can produce higher loads on the prosthesis which can lead to failure of the device.

A review of Stryker's records indicates that the reported device was manufactured and accepted into final stock with no reported discrepancies. There have

been no other reported events for this lot.

There have been other reported events regarding loosening for this product family, but no trends are noted. A trend analysis performed in September 2009
showed the incidence rate for Accolade stems loosening was 0.018%. As a result, no further action is planned at this time, though Product Surveillance will

continue to monitor for trends.
Similar events: 0.018%.

Report sourced from sponsor.

Contact:

Alternative Person Phone:

Sex:

Alternative Person Title:

Alternative Person Fax:

Weight:

Alternative Person First Name:

Age:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Surname:

Document 6

Form Date: 10/03/2010
SIGNED

1



18/06/2025, 14:14

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Regulatory Affairs Officer
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:

Title:

Position:

Address 1:

Postcode:

Reporter #:
First Name:
Address 2:
Postcode:

2065

Email:

R s . com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

Form ID: 139326 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:
NSW

Fax:

(02) 9467 1010

Initial Reporter Confidential:

State:

Mobile:

Document 6



18/06/2025, 14:14

Email:

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade - (mfr ref: 168759)

Usage of Device: Software Version:
Model #: Serial #:

Purchase Date: Expiry Date:
Reported Device Location: Access Contact Title:
Access Contact Phone: Access Contact Fax:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2: Town/Suburb:
Postcode: Phone:

Email:

Contact Title: Contact First Name:

Form ID: 139326 - Domain: Production - Template: DIR

Search Device ARTG:

145594

Device Class:

Class I11

Brand Name:

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

145594
GMDN Code:

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Document 6
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18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR
Document 6

Supplier Name: Address 1: Address 2:

Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:

Contact Phone: Contact Fax:

Date: Assessed By:

Sample Received: Sterile: Reusable: Single Use:

No No No

Potential Effect: Actual Effect: Injured Party:

Serious Injury Serious Injury Patient

Risk Frequency: Risk Severity: Risk Detectability: Classification: Exclude report from DIRE:
Routine

Search Sponsors: Name: Client #:

St Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:

N PO Box 970 ARTARMON

State: Postcode: Phone: Fax:

NSW 1570 =22 ] (02) 9467 1010

Email:

-@stryker.com

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR

Device Analysis Results: Document 6
Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:
Search Device ARTG Device ARTG No Product Name Serial #

DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion Notification 20/04/2010 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20919.DOC

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 517



18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Mechanical problem

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

29307 DIR-REQ Closed theta IRIS Coordinator 28/05/2010 Normal

theta - Theta Technologies
28/05/2010 00:00:00

Automatically signed off closed DIR forms as part of data
migration

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 6
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18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR

Document 6
Created By Theta Technologies - 10/03/2010 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717



18/06/2025, 14:15

Form ID: 140849 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR: 2 - ID : 140849

Report #:

22483

Report Status:
Closed

Date of Final Report:
02/12/2010

Date Completed:
20/12/2010

Source of Report:
Sponsor

Clinical Event Information:

Implant DateF
Explant Date: ;

Post-operative follow up of the patient revealed loosening of the femoral stem.

Records Management #:

2010/020028

Sponsor's Reported Category:

Date of Initial TGA Action:
10/12/2010

Operator at Time of Event:

If 'Other' Source Selected:

Reporter's Reference #:
210384
Date of Adverse Event:

Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

For IRIS Meeting

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

Visual, dimensional, functional and material inspection was not performed as no items were returned. It is reported the device remains implanted. It is
difficult to determine the exact root cause for the loose stem reported here. Additional information including x-rays, the operative report from the primary
surgery, follow-up notes, the return of the reported device for analysis and the patient's medical and clinical history would be useful in completing a full

investigation of this event.

A review of Strykers manufacturing records for the reported device indicates that the device was manufactured and inspected as per procedure and

accepted into final stock with no reported discrepancies that impacted the form, fit or function of the device.

The packaging insert for these devices contains the following applicable warnings:
The correct selection of the implant is extremely important. The potential for success in total joint replacement is increased by selection of the proper size,
shape, and design of the implant. Total joint prostheses require careful seating and adequate bone support.

Warnings: Improper selection, placement, positioning, and fixation of the implant components may result in unusual stress conditions and subsequent
reduction in service life of the prosthetic implant. The surgeon should be thoroughly familiar with the surgical procedure, instruments, and implant
characteristics, prior to performing surgery. Periodic, long-term follow-up is recommended to monitor the position and condition of the prosthetic
components, as well as the condition of the adjoining bone.

(see diary)
Contact:

Alternative Person Phone:

Alternative Person Title:

Alternative Person Fax:

Alternative Person First Name:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Surname:

Document 7

Form Date: 10/12/2010
SIGNED

17



18/06/2025, 14:15 Form ID: 140849 - Domain: Production - Template: DIR
Document 7

Sex: Weight: Age:

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname: Reporter #:

[

Reporter Title: First Name: Surname:

mr 522 522 ]

Position: Company/Institution:

Regulatory Affairs Officer Stryker Australia

Address 1: Address 2: Town/Suburb: State:
8 Herbert Street St Leonards NSW
Country: Postcode: Phone: Fax:
Australia 2065 =22 ] (02) 9467 1010
Mobile: Email:

EEER o

As Above?: - - P Initial Reporter Confidential:
If No, fill out the following:

Search Reporter By Surname: Initial Reporter #:
Title: First Name: Surname:
Position: Company/Institution:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:15 Form ID: 140849 - Domain: Production - Template: DIR

Address 1: Address 2: Town/Suburb: State: Document 7
Postcode: Phone: Fax: Mobile:
Email:
Product Exempt: Search Device ARTG: Device ARTG #:
If No, fill out ARTG No:
No 145594 145594
Therapeutic Licence Type: Product Licence Category: Device Class: GMDN Code:
Medical Device Included Class III 35666
GMDN Text: Brand Name:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Plus - (mfr ref: 210384)

Usage of Device: Software Version:

Model #: Serial #: Batch #: Lot #:

TMZP Hip Stem #3

Purchase Date: Expiry Date: Date of Implant: Date of Explant:

Reported Device Location: Access Contact Title: Access Contact First Name: Access Contact Surname:

Access Contact Phone: Access Contact Fax:

Manufacturer Name: Manufacturer Client Id: Address 1:

Howmedica Osteonics Corporation 9211

Address 2: Town/Suburb: State/Province: Country:

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:
Yes

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 3/7



18/06/2025, 14:15

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:

No
Potential Effect:
Serious Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

B @stryker.com

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Contact First Name:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No
Actual Effect:

Temporary Injury
Risk Severity:

Name:

Stryker Australia Pty Ltd

Address 1:

PO Box 970
Postcode:

1570

Form ID: 140849 - Domain: Production - Template: DIR

Contact Surname:

Address 1:

Postcode:

Contact First Name:

Reusable:

No

Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

Address 2:

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:

ARTARMON

Fax:

(02) 9467 1010

Exclude report from DIRE:

Document 7

417



18/06/2025, 14:15 Form ID: 140849 - Domain: Production - Template: DIR

Device Analysis Results:

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:
Countries Similar Events Also Occurred:

Additional Comments:

Diary Entry: SRS - Adverse Effects: Implants can loosen or migrate due to trauma or loss of fixation.

As there is no indication available at this time to suggest any manufacturing related issues, no action is required at this time.
Patient outcome: N/K.

Similar events: 0.028%.

Report sourced from sponsor.

Search Device ARTG Device ARTG No Product Name Serial #

DIR # Brand Name Reporter First Name Reporter Surname Company/Institution

Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 7

57



18/06/2025, 14:15 Form ID: 140849 - Domain: Production - Template: DIR

Document 7
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected

Completion Notification 20/12/2010 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC22483.DOC
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected

Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Mechanical problem
Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

Revision rate 0.9 revisions per 100 years - Accolade is generally performing slightly higher than or in line with similar device on the registery.

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.
30830 DIR-REQ Closed S22 | OPR Administration User 28/09/2012 Normal 0

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:15 Form ID: 140849 - Domain: Production - Template: DIR

Document 7
theta - Theta Technologies

20/12/2010 00:00:00

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 10/12/2010 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717



18/06/2025, 14:16

Form ID: 142091 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 - ID : 142091

Report #: Records Management #: Reporter's Reference #: Report Type:

23755 Final

Report Status: Sponsor's Reported Category: Date of Adverse Event: Date of Initial Report:
Closed 522 | 21/06/2011

Date of Final Report:

Date of Initial TGA Action:

Reviewed by DIRE:

Date Response Received:

21/06/2011 22/06/2011
Date Completed: Operator at Time of Event: If 'Other' Operator Selected: Reporter Confidentiality:
02/12/2011 Yes

Source of Report:
Specialist

Clinical Event Information:

Explant Date: FEEIEEEN

If 'Other' Source Selected:

Type of Initial Action:
For IRIS Meeting

Document 8

Form Date: 22/06/2011
SIGNED

While in Australia on holiday, the previously painless hip replacement spontaneously fractured at the

The device was implanted in New Zealand in
the initial Ceramic on ceramic bearing surface was revised to a

neck of the prosthesis. There were no identified traumatic incidents. Since being put in
polyethylene cup due to creaking of the bearing surface.

The patient underwent a revision hip replacement on theH. The neck of the prosthesis was found to be broken. The acetabulum and the
polyethylene liner were intact. The femoral side, only, of the prosthesis was revised. The patient recovered well.

Report sourced from Specialist.

Contact: Alternative Person Title: Alternative Person First Name: Alternative Person Surname:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight: Age:
Patient Focused Corrective Action Taken:

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:16

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:

Position:
Consultant Surgeon

Address 1:

Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:
Title:

Position:

Address 1:

Postcode:

Email:

Reporter #:
First Name:
Address 2:
Postcode:

Email:

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

Form ID: 142091 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Town/Suburb:

Phone:

Surname:

Company/Institution:

Town/Suburb:

Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:

VIC

Fax:

Initial Reporter Confidential:

State:

Mobile:

Document 8



18/06/2025, 14:16

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Hip Prosthesis

Usage of Device: Software Version:
Model #: Serial #:
Accolade TMZF 6021-0335
Purchase Date: Expiry Date:

Reported Device Location: Access Contact Title:

Access Contact Phone: Access Contact Fax:

Manufacturer Name:

Stryker Australia Pty Ltd

Address 2: Town/Suburb:
Postcode: Phone:

Email:

Contact Title: Contact First Name:

Supplier Name:

Form ID: 142091 - Domain: Production - Template: DIR

Search Device ARTG:

145594

Device Class:

Class III

Brand Name:

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

1251

State/Province:

Fax:

Manufacturer Informed:

No

Contact Surname:

Address 1:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

145594
GMDN Code:

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Address 2:

Document 8

3/7



18/06/2025, 14:16

Town/Suburb:
Fax:
Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:
No

Potential Effect:
Serious Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

B @stryker.com

Device Analysis Results:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:
No
Actual Effect:

Serious Injury

Risk Severity:

Name:

Stryker Australia Pty Ltd
Address 1:

PO Box 970
Postcode:
1570

Form ID: 142091 - Domain: Production - Template: DIR

Postcode:

Contact First Name:

Reusable:

No

Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:

ARTARMON

Fax:

Exclude report from DIRE:

Document 8

417



18/06/2025, 14:16 Form ID: 142091 - Domain: Production - Template: DIR

Corrective/Preventative Actions: Document 8
Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:
Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing

Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Letter 28/07/2011 Overdue Sponsor Response - > 10 Days
Letter 17/10/2011 Overdue Sponsor Response - > 70 Days

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 517



18/06/2025, 14:16 Form ID: 142091 - Domain: Production - Template: DIR

Document 8
Receipt Acknowledgement 01/07/2011 D:\TEMP\DIR\RN23755.DOC
Sponsor Notification 01/07/2011 D:\TEMP\DIR\SN23755.DOC
SC23755 02/12/2011 R11/531482
RC23755 02/12/2011 R11/531491
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Device not returned
Outcome of Investigation If Additional Outcome Detail Requested
No further action
Recall Number:
Investigation Summary:
The TGA has reviewed this incident. It was confirmed by the sponsor that the explanted device was discarded by the hospital. The sponsor investigation was limited due to the
device, x-rays and medical records being unavailable for examination. No root cause can be attributed to the fractured device. The sponsor confirmed that one other similar
report has been received for this model.
No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.
32072 DIR-REQ Closed 522 | OPR Administration User 02/12/2011 Normal 0

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:16 Form ID: 142091 - Domain: Production - Template: DIR

Document 8
02/10/2015 14:46:35
Created By Theta Technologies - 22/06/2011 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717



18/06/2025, 14:19 Form ID: 142365 - Domain: Production - Template: DIR
Document 9

. . . . . . . o Form Date: 25/07/2011
/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring orm Date: 25/ SI/GNED

DIR:2 - 1D :142365

Report #: Records Management #: Reporter's Reference #: Report Type:

24039 2011/011260 199598 Final
Report Status: Sponsor's Reported Category: Date of Adverse Event: Date of Initial Report:
Closed 522 | 25/07/2011

Date of Final Report: Date of Initial TGA Action: Reviewed by DIRE: Date Response Received:
25/07/2011 25/07/2011

Date Completed: Operator at Time of Event: If 'Other' Operator Selected: Reporter Confidentiality:
29/08/2011 No

Source of Report: If 'Other' Source Selected: Type of Initial Action:

Sponsor For IRIS Meeting

Clinical Event Information:

Implant Date: SEEENNE Exvlant Date: CEEEEEEN

Explant and replacement of implant pursuant to loosening.

No visual, dimensional or functional test was performed as no item was returned for investigation. A review of the manufacturing records for the Accolade
stem reported shows it was manufactured according to specification and inspected as per procedure with no reported discrepancies.

The result of the investigation suggests the implantation of a potentially undersized uncemented stem in an elderly post menopausal female may have led
to the failure of biologic fixation. A reviewing clinician stated the event is unlikely to be related to device design, manufacturing or material factors. The IFU
state that improper selection, placement, positioning, and fixation of the implant components may result in usual stress conditions and subsequent

reduction in service of the prosthetic implant.

As manufacturer determines there is no indication the event was device related, no action is required at this time. However, product surveillance will
continue to monitor for trends.

Other Devices: 32mm + 8 V40 Taper Vit Head - 62605332

Trident PSL HA Solid Back 52mm - 5401152E

Trident 10¢ Crossfire Insert 32mm ID - 6211032E

Similar Events: Globally, there have been. reported events for the product family due to loosening.

Report sourced from Sponsor

Contact: Alternative Person Title: Alternative Person First Name: Alternative Person Surname:

Alternative Person Phone: Alternative Person Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:19

Sex:

Weight:

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:
Mr

Position:
Address 1:

8 Herbert St
Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:

Title:

Position:

Reporter #:

First Name:

Address 2:

Postcode:
2065

Email:

B @stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Form ID: 142365 - Domain: Production - Template: DIR

Age:

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:
NSW
Fax:

02 9467 1042

Initial Reporter Confidential:

Document 9



18/06/2025, 14:19 Form ID: 142365 - Domain: Production - Template: DIR

Document 9

Address 1: Address 2: Town/Suburb: State:
Postcode: Phone: Fax: Mobile:
Email:
Product Exempt: Search Device ARTG: Device ARTG #:

If No, fill out ARTG No:
No 145594 145594
Therapeutic Licence Type: Product Licence Category: Device Class: GMDN Code:
Medical Device Included Class III 35666
GMDN Text: Brand Name:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Hip Prosthesis (Mfr# 199598)

Usage of Device: Software Version:

Model #: Serial #: Batch #: Lot #:

Accolade Plus TMZF H 18029702

Purchase Date: Expiry Date: Date of Implant: Date of Explant:
Reported Device Location: Access Contact Title: Access Contact First Name: Access Contact Surname:
Access Contact Phone: Access Contact Fax:

Manufacturer Name: Manufacturer Client Id: Address 1:

Howmedica Osteonics Corporation 9211

Address 2: Town/Suburb: State/Province: Country:

Postcode: Phone: Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 3/7



18/06/2025, 14:19 Form ID: 142365 - Domain: Production - Template: DIR

Email: Manufacturer Informed: Date Aware of Adverse Event: Document 9
No

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:

Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:

Contact Phone: Contact Fax:

Date: Assessed By:

Sample Received: Sterile: Reusable: Single Use:

No No No

Potential Effect: Actual Effect: Injured Party:

Serious Injury Serious Injury Patient

Risk Frequency: Risk Severity: Risk Detectability: Classification: Exclude report from DIRE:

Routine

Search Sponsors: Name: Client #:

St Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:

<22 PO Box 970 ARTARMON

State: Postcode: Phone: Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:19
NSW 1570

Email:

-@stryker.com

Device Analysis Results:
Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Search Device ARTG Device ARTG No
DIR # Brand Name
Sample # Sample Requested Sample Received

Form ID: 142365 - Domain: Production - Template: DIR

N 02 9467 1042

Rate of Similar Events:

Product Name Serial #

Reporter First Name Reporter Surname Company/Institution

# Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 9

57



18/06/2025, 14:19 Form ID: 142365 - Domain: Production - Template: DIR

Document 9
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected

Completion Notification 29/08/2011 D:\TEMP\DIR\SC24039.DOC
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected

Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Not product related
Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.
32346 DIR-REQ Closed 522 | OPR Administration User 17/08/2015 Normal 0

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:19 Form ID: 142365 - Domain: Production - Template: DIR

17/08/2015 09:17:03

Document 9

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 25/07/2011 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937
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18/06/2025, 14:20

Form ID: 144319 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 - 1D :144319

Report #: Records Management #:
24907 2011/017510

Report Status: Sponsor's Reported Category:
Closed Death / Serious Injury

Date of Final Report: Date of Initial TGA Action:
17/11/2011 18/11/2011

Date Completed: Operator at Time of Event:
30/11/2011 Healthcare Professional
Source of Report: If 'Other’ Source Selected:
Sponsor

Clinical Event Information:

Explant and replacement of implant pursuant to loosening.
Contact: Alternative Person Title:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight:

Patient Focused Corrective Action Taken:
N/K.

Patient History:

N/K.

Patient Outcome/Consequences:

N/K.

Other Devices Involved:

32mmn + 8 V40 Taper Vit Head - 62605332. Trident PSL HA Solid Back 52mm - 5401152E. Trident 10 degrees Crossfire Insert 32mm ID - 6211032E.

Reporter's Reference #:
199598

Date of Adverse Event:

522 |

Reviewed by DIRE:

If 'Other' Operator Selected:
Type of Initial Action:

For IRIS Meeting

Alternative Person First Name:

Age:

ileader production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Report Type:

Final
Date of Initial Report:
17/11/2011

Date Response Received:

Reporter Confidentiality:
No

Alternative Person Surname:

Document 10

Form Date: 18/11/2011
SIGNED

1/6



18/06/2025, 14:20

Search Reporter By Surname:

Reporter Title:

Mr
Position:

Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

No

Search Reporter By Surname:

Title:

Mr

Position:

Address 1:

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Reporter #:
5181

First Name:

Address 2:

Postcode:

2065

Email:

-@stryker

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Form ID: 144319 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

522 |
Fax
s22 |

Search Device ARTG:
145594

Device Class:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:

New South Wales

Fax:

02 9467 1042

Initial Reporter Confidential:

State:

Mobile:

Device ARTG #:

145594
GMDN Code:

Document 10
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18/06/2025, 14:20

Medical Device
GMDN Text:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:
Accolade Plus
Usage of Device:

Single Use
Model #:

TMZF Hip STem #1
Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation
Address 2:

Postcode:

07430

Email:

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Software Version:

Serial #:

18029702

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:
Mahwah

Phone:

Contact First Name:

State:

Email:

Form ID: 144319 - Domain: Production - Template: DIR

Class III

Brand Name:

Accolade Plus

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

NJ

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

325 Corporate Drive
Country:
United States

Date Aware of Adverse Event:

Address 2:
Phone:

Supplier Informed:

Document 10

3/6



18/06/2025, 14:20
Date of Supplier Contact:

Contact Phone:

Date:

18/11/2011

Sample Received:

No
Potential Effect:

Serious Injury
Risk Frequency:
Unlikely

Search Sponsors:

stryker
Attention To:
State:

NSW

Email:

B @stryker.com

Device Analysis Results:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

Yes

Actual Effect:
Serious Injury
Risk Severity:

Serious

Name:

Stryker Australia Pty Ltd
Address 1:

PO Box 970
Postcode:

1570

Form ID: 144319 - Domain: Production - Template: DIR

Contact First Name:

Reusable:

No
Injured Party:
Patient
Risk Detectability:
Likely

Address 2:

Phone:

Contact Surname: Document 10

Single Use:

Yes

Classification: Exclude report from DIRE:

Routine

Client #:
1251
Town/Suburb:
ARTARMON
Fax:

(02) 9467 1042

No visual, dimensional or functional test was performed as no item was returned for investigation. A review of the manufacturing records for the Accolade
stem reported shows it was manufactured according to specification and inspected as per procedure with no reported discrepancies.

The result of the investigation suggests the implantation of a potentially undersized uncemented stem in an elderly post menopausal female may have led
to the failure of biologic fixation. A reviewing clinician stated the event is unlikely to be related to device design, manufacturing or material factors. The
IFU state that improper selection, placement, positioning, and fixation of the implant components may result in usual stress conditions and subsequent
reduction in service of the prosthetic implant.

Corrective/Preventative Actions:

As manufacturer determines there is no indication the event was device related, no action is required at this time. Product surveillance will continue to

monitor for trends.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937
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18/06/2025, 14:20 Form ID: 144319 - Domain: Production - Template: DIR
Details of Similar Events:

From April 2004 to September 2010 there have been. reported events for the product family due to loosening, resulting in a compliant rate of 284 CPM.

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Australia, Austria, New Zealand, United States.
Additional Comments:

None.
Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing

Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected

Completion letter 30/11/2011

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other’ Type Selected

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 10
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18/06/2025, 14:20 Form ID: 144319 - Domain: Production - Template: DIR

Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Unable to confirm complaint Device not returned

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

Document 10

33261 DIR-REQ Closed - - 30/11/2011 Normal 0
09/03/2012 14:45:19
Created By_ -18/11/2011 10:54:39 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937
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18/06/2025, 14:22

Form ID: 152359 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:6 - 1D :152359

Report #: Records Management #:
26031 2012/008184

Report Status: Sponsor's Reported Category:
Closed Other

Date of Final Report: Date of Initial TGA Action:

07/03/2012 19/03/2012

Date Completed: Operator at Time of Event:
28/03/2012 Healthcare Professional
Source of Report: If 'Other’ Source Selected:
Sponsor

Clinical Event Information:

Patient experienced anterior thigh pain.
Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:
Patient was revised.

Patient History:

N/K

Patient Outcome/Consequences:

Patient returned for revision 18 months following implantation of Accolade stem. Patient experienced anterior thigh pain. Stem was difficult to remove with

Reporter's Reference #:
297221

Date of Adverse Event:
Reviewed by DIRE:
27/03/2012

If 'Other' Operator Selected:

Type of Initial Action:
For IRIS Meeting

Alternative Person Title:

Alternative Person Fax:

Age:

Report Type:

Final

Date of Initial Report:
21/12/2011

Date Response Received:

Reporter Confidentiality:
No

Alternative Person First Name:

bone fixation proximally. Osteotomy performed to aid removal. Restoration Modular stem inserted. No delay in surgery as a result.

Other Devices Involved:

N/A

ileader production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 11

Form Date: 19/03/2012
SIGNED



18/06/2025, 14:22

Search Reporter By Surname:

Reporter Title:
Position:

Address 1:

8 Herbert Street
Country:
Australia

Mobile:

As Above?:
No

Search Reporter By Surname:

Title:

Mr

Position:

Address 1:

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Reporter #:
5418

First Name:

Address 2:

Postcode:
2065

Email:

-@stryker.oom

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Form ID: 152359 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Fax:

Search Device ARTG:

145594

Device Class:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:

New South Wales

Fax:

02 9467 1042

Initial Reporter Confidential:

State:

Mobile:

Device ARTG #:

145594
GMDN Code:

Document 11



18/06/2025, 14:22

Medical Device
GMDN Text:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Plus TMZF Hip Stem #5
Usage of Device:

Single Use
Model #:

6021-0537
Purchase Date:
Reported Device Location:

With Supplier
Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Email:

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Software Version:

Serial #:

32773602

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

Contact First Name:

State:

Email:

Form ID: 152359 - Domain: Production - Template: DIR

Class III

Brand Name:

Accolade Plus TMZF Hip Stem #5

Batch #:
Date of Implant:

Access Contact First Name:

Manufacturer Client Id:
9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

35666

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Address 2:
Phone:

Supplier Informed:

Document 11
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18/06/2025, 14:22 Form ID: 152359 - Domain: Production - Template: DIR

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:
Contact Phone: Contact Fax:

Date: Assessed By:

22/03/2012 _

Sample Received: Sterile: Reusable: Single Use:

No Yes No Yes

Potential Effect: Actual Effect: Injured Party:

Serious Injury Serious Injury Patient

Risk Frequency: Risk Severity: Risk Detectability: Classification:
Unlikely Serious Likely Routine

DIRE Meeting Notes:

The device has not been highlighted as an implant of concern through the NJRR - Monitor

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251
Attention To: Address 1: Address 2: Town/Suburb:
s22 | PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 _

Email:

BB @stryker.com

Device Analysis Results:

The event was not confirmed.
The exact cause of the event could not be determined due to the lack of information provided to Stryker. No information was provided to indicate a

manufacturing related root cause. A review of the manufacturing records for the reported Lot ID's indicates all devices were manufactured to specification.

A review of the complaints database showed that no other events have been received for the reported lot ID's. A dimensional inspection of the returned
Accolade stem showed it conformed to specification on its profile dimensions and an osteotomy of the femur was required to be performed in order to
remove the Accolade stem indicating a well fixated device.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 11

Exclude report from DIRE:

417



18/06/2025, 14:22 Form ID: 152359 - Domain: Production - Template: DIR
Corrective/Preventative Actions: Document 11

No further investigation for this event is possible at this time. If additional information becomes available, this investigation will be reopened.
No action is required at this time as there was no indication of a product non-conformance or adverse trend. Product Surveillance will monitor for trends.

Details of Similar Events:

No related Lot or Catalogue numbers have been assosicated with any adverse events. No commonalities for region/surgeon/facility/patient factors were
observed.

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

None.

Additional Comments:

Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion letter 28/03/2012

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 517



18/06/2025, 14:22 Form ID: 152359 - Domain: Production - Template: DIR
Document 11

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Other Other Patient factors
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Investigation did not reveal a root cause
Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

34835 DIR-REQ Closed 522 | OPR Administration User 27/04/2012 Normal 0

27/04/2012 13:58:38

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:22 Form ID: 152359 - Domain: Production - Template: DIR

Document 11
Created By_ -19/03/2012 14:42:46 Template Revision Released by Theta Technologies on 01/03/2012 12:04:11

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717



18/06/2025, 14:23

Form ID: 155071 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:6 - ID: 155071

Report #:

26467

Report Status:
Closed

Date of Final Report:
20/04/2012

Date Completed:
04/05/2012

Source of Report:

Sponsor

Clinical Event Information:

Hip Stem revised due to loosening.

Number of Incidents in Report:
1

Alternative Person Surname:

Sex:

Records Management #:

2012/010941

Sponsor's Reported Category:

Other
Date of Initial TGA Action:
24/04/2012
Operator at Time of Event:
Healthcare Professional

If 'Other' Source Selected:

Contact:

Alternative Person Phone:

Weight:
N/K

Patient Focused Corrective Action Taken:

EEEE - <'ision of the right total hip was performed.

Patient History:

No patient demographics, no clinical or past medical history, and no operative reports are available for review.

Patient Outcome/Consequences:

R - < 'ision of the right total hip was performed

Other Devices Involved:

NA

Reporter's Reference #:
285602

Date of Adverse Event:

Reviewed by DIRE:
01/05/2012

If 'Other' Operator Selected:

Type of Initial Action:
For IRIS Meeting

Alternative Person Title:

Alternative Person Fax:

Age:

ileader production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Report Type:

Final
Date of Initial Report:
19/10/2011

Date Response Received:

Reporter Confidentiality:
No

Alternative Person First Name:

Document 12

Form Date: 24/04/2012
SIGNED

17



18/06/2025, 14:23

Search Reporter By Surname:

Reporter Title:
Position:

Address 1:

8 Herbert Street
Country:
Australia

Mobile:

As Above?:
No

Search Reporter By Surname:

Title:
Position:

Address 1:

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Reporter #:
5418

First Name:

Address 2:

Postcode:
2065

Email:

-@stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Form ID: 155071 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Fax:

Search Device ARTG:
145594

Device Class:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:

New South Wales

Fax:

(02) 9467 1010

Initial Reporter Confidential:

No

State:

Mobile:

Device ARTG #:

145594
GMDN Code:

Document 12



18/06/2025, 14:23

Medical Device
GMDN Text:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade 127- Hip Stem # 2.5

Usage of Device:

Single Use
Model #:

6021-2530

Purchase Date:

Reported Device Location:

With Supplier
Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:
Postcode:
Email:

-@stryker.com
Contact Title:

Supplier Name:
Town/Suburb:

Fax:

Software Version:

NA
Serial #:

34246905
Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

Contact First Name:

State:

Email:

Form ID: 155071 - Domain: Production - Template: DIR

Class III 35666

Brand Name:

Accolade 127- Hip Stem # 2.5

Batch #: Lot #:

Date of Implant: Date of Explant:

Access Contact First Name: Access Contact Surname:

Manufacturer Client Id: Address 1:
9211

State/Province: Country:
Fax:

(02) 9467 1010

Manufacturer Informed:

ves 522 |

Contact Surname:

Address 1: Address 2:
Postcode: Phone:

Supplier Informed:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Date Aware of Adverse Event:

Document 12
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18/06/2025, 14:23
Date of Supplier Contact:

Contact Phone:

Date:
26/04/2012
Sample Received:
No

Potential Effect:
Serious Injury
Risk Frequency:
Unlikely

DIRE Meeting Notes:

Log

Search Sponsors:

Stryker Australia
Attention To:

State:
NSW

Email:

BB @stryker.com

Device Analysis Results:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

Yes

Actual Effect:
Serious Injury
Risk Severity:

Minor

Name:
Stryker Australia Pty Ltd
Address 1:

PO Box 970
Postcode:

1570

An event regarding Accolade loosening was reported.

Form ID: 155071 - Domain: Production - Template: DIR

Contact First Name:

Reusable:
No
Injured Party:

Patient

Risk Detectability:

Unlikely

Address 2:

Phone:

Contact Surname:

Single Use:

Yes

Classification:

Routine

Client #:

1251
Town/Suburb:
ARTARMON

Fax:

(02) 9467 1010

The reported event of loosening could not be confirmed from the information provided. A review of the provided x-rays by a clinician indicated that there is
no evidence of subsidence or migration of the femoral component. The clinician goes on to say that there is no clinical, radiographic, or surgical description
confirming a loose femoral component requiring revision and that there is no evidence that factors of faulty prosthetic design, manufacturing, or materials

were responsible for this clinical situation.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 12

Exclude report from DIRE:

417



18/06/2025, 14:23 Form ID: 155071 - Domain: Production - Template: DIR

As the reported event of apparent loosening was not confirmed, a root cause could not be established. A review of the manufacturing records indicates all Document 12
devices were manufactured to specification. Should additional information become available the investigation will be reopened.

Corrective/Preventative Actions:

No action is required at this time as there is no indication of a product non conformance or adverse trend. Product Surveillance will continue to monitor for
trends.

Details of Similar Events:
Trending file # 0000139548 determined the overall complaint rate estimation to be 295 CPM.

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:
NK

Additional Comments:

None
Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion letter 04/05/2012

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 517



18/06/2025, 14:23 Form ID: 155071 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Investigation did not reveal a root cause

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

35460 DIR-REQ Closed 522 | OPR Administration User 04/05/2012 Normal

04/05/2012 13:58:44

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 12
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18/06/2025, 14:23 Form ID: 155071 - Domain: Production - Template: DIR

Document 12
Created By_ - 24/04/2012 16:03:52 Template Revision Released by Theta Technologies on 01/03/2012 12:04:11
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DIR:20 1D:162336

Report #: Records Management #:
27722 2012/017182
Report Status: Sponsor's Reported Category:
Closed Other
Date of Final Report: Date of Initial TGA Action:
01/08/2012 03/08/2012
Date Completed: Operator at Time of Event:
06/08/2012 Healthcare Professional
Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Revision hip surgery performed subsequent to loosening.

Clinical Event Information:

Revision hip surgery performed subsequent to loosening.

Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:
Revision hip surgery performed.
Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 162336 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
271863

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Document 13

Form Date: 03/08/2012
SIGNED

Report Type:

Final
Date of Initial Report:
08/08/2011

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:23 Form ID: 162336 - Domain: Production - Template: DIR
Document 13
NK
Patient Outcome/Consequences:
Revision hip surgery performed.
Other Devices Involved:

Mitch TRH Md Hd Sz50+4 - Cat # 60210435

Search Reporter By Surname: Reporter #:

522 | 5418

Reporter Title: First Name: Surname:

Position: Company/Institution:

Stryker Australia

Address 1: Address 2: Town/Suburb: State:

8 Herbert Street St Leonards New South Wales

Country: Postcode: Phone: Fax:

Australia 2065 =22 ] 02 9467 1042

Mobile: Email: Last External Submission By:

B @stryker.com
As Above?: ) Initial Reporter Confidential:
If No, fill out the following:

No No

Search Reporter By Surname: Initial Reporter #:
Title: First Name: Surname:

Position: Company/Institution:
Address 1: Address 2: Town/Suburb: State:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937
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Postcode:

Email:

Product Exempt:
No
Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade

Usage of Device:

Single Use

Model #:

Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Software Version:

Serial #:

26795203

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 162336 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:
145594
Device Class:

Class III

Brand Name:

Accolade Plus TMZF Hip Stem #4

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

. Document 13
Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/8



18/06/2025, 14:23 Form ID: 162336 - Domain: Production - Template: DIR

Document 13

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:
Town/Suburb: State: Postcode: Phone:
Fax: Email: Supplier Informed:

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:

Contact Phone: Contact Fax:

Date: Assessed By: For website publication: Ready for Publication: Exclude report from DIRE:
03/08/2012 s22 | Yes

Sample Received: Sterile: Reusable: Single Use: Potential Effect:

No Yes No Yes Serious Injury

Actual Effect: Injured Party: Risk Frequency:

Serious Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Patient

Risk Detectability:

Likely

Classification:

Routine

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Investigated:

Unlikely
Date of DIRE Meeting:
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Search Sponsors:

stryker
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

Name:
Stryker Australia Pty Ltd
Address 1:

PO Box 970

Postcode:

1570

Form ID: 162336 - Domain: Production - Template: DIR

Document 13

Client #:
1251
Address 2: Town/Suburb:
ARTARMON
Phone: Fax:

22— (02) 0467 1042

An event regarding an Accolade stem loosening was reported. The event was confirmed.

The profile of the returned Accolade stem was dimensionally inspected and was found to conform to specification.The mating taper surface between the Accolade Stem and Mitch

Head was analysed by the Materials Analysis group. Their report indicated that the taper interface between the internal female taper of the Mitch head and male taper of the
Accolde trunnion showed dark discolorations, indicative of corrosion mechanisms taking place.

All returned material was reviewed by a clinical professional who noted the following; X-ray copies, all undated, include an AP of the pelvis and a lateral of the left hip

demonstrating bilateral uncemented reduced total hip arthroplasties with no screws. The right is in nominal position and the left has a stem subsided approximately 1.5cm into the
femur. Another undated AP of the pelvis and AP and lateral of the left hip shows no change on the right. The left has the same acetabular component but a Restoration Modular

stem is now in place. It is reduced and in nominal position.
No operative reports, no past medical history, and no serial x-rays are available for review.

The exact root cause of this specific event could not be determined with the provided information. There is no indication or likelihood that the minimal corrosion described at the
trunnion was responsible for the stem loosening and subsidence described in this case. Other patient factors such as medication, disease state, infection, and surgical fit and fill

should be ruled out as causative factors.

Corrective/Preventative Actions:

No further actions required. Stryker reserves the right to re-evaluate this investigation if additional relevant information becomes available.

Details of Similar Events:

0.03% incident rate.

Number of Similar Events:

Countries Similar Events Also Occurred:
n/k

Additional Comments:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Rate of Similar Events:
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Form ID: 162336 - Domain: Production - Template: DIR

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:

Device ARTG No

DIR #

Sample #

Correspondence
Type

Completion letter

Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
Finsbury Mitch TRH Md Hd 60210435
Orthopaedics Ltd Sz50+4
Brand Name Reporter First Reporter Surname  Company/Institution
Name
Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
recipient (email) Expected
06/08/2012

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 13
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Type of Problem (Level 1)

Implantable Device Failure

Cause of Problem (Level 1)

Unable to confirm complaint

Outcome of Investigation

Not investigated

Recall Number:

Investigation Summary:

Form ID: 162336 - Domain: Production - Template: DIR

Type of Problem (Level 2) If 'Other' Type Selected

Osseodisintegration

Cause of Problem (Level 2) If 'Other' Cause Selected

Investigation did not reveal a root
cause

If Additional Outcome Detail Requested

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence
and may re-open the file as appropriate.

37064 DIR-REQ

Closed 522 | OPR Administration User 06/08/2012

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 13

Normal 0
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18/06/2025, 14:23 Form ID: 162336 - Domain: Production - Template: DIR
Document 13

06/08/2012 09:47:43

Created By_ - 03/08/2012 14:51:39 Template Revision Released by_ on 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8
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Report #:

28746

Report Status:

Closed

Date of Final Report:

25/09/2012

Date Completed:

12/10/2012
Source of Report:

Sponsor

Event Description for Website Publication:
Femoral hip stem revised, loose.
Clinical Event Information:
Femoral hip stem revised, loose.
Number of Incidents in Report:

1

Alternative Person Surname:

Sex:

Patient Focused Corrective Action Taken:
Revision surgery.

Patient History:

DIR:20 1ID:166519

Records Management #:
2012/021113

Sponsor's Reported Category:
Death / Serious Injury

Date of Initial TGA Action:
27/09/2012

Operator at Time of Event:
Patient

If 'Other' Source Selected:

Contact:

Alternative Person Phone:

Weight:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 166519 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
308856

Date of Adverse Event:

Reviewed by DIRE:
09/10/2012
If 'Other' Operator Selected:

Type of Initial Action:

For IRIS Meeting

Alternative Person Title:

Alternative Person Fax:

Age:

Document 14

Form Date: 27/09/2012
SIGNED

Report Type:

Final
Date of Initial Report:
27/02/2012

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8
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The patients BMI is calculated as 41.6 which is considered obese.

Patient Outcome/Consequences:

Revision surgery.

Other Devices Involved:

Search Reporter By Surname:
Reporter Title:

Position:

Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

No
Search Reporter By Surname:
Title:

Position:

Address 1:

Reporter #:

5418 - AR - - Stryker Australia

First Name:

Address 2:
Postcode:

2065

Email:

B @stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 166519 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 14

State:
New South Wales

Fax:

02 9467 1042

Last External Submission By:

Initial Reporter Confidential:

No

State:

2/8
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Postcode: Phone:
Email:

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN / UMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

ACCOLADE (127 DEG) SIZE 4.5

Usage of Device:

Single Use
Model #:

6021-4535

Purchase Date:

Reported Device Location:

Place of use

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Software Version:

Serial #:

21792702

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 166519 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:
145594
Device Class:

Class III

Brand Name:

ACCOLADE (127 DEG) SIZE 4.5

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Document 14

Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:



18/06/2025, 14:24 Form ID: 166519 - Domain: Production - Template: DIR Document 14

Date Aware of Adverse Event:

ves 522 |

Email: Manufacturer Informed:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:
Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:
Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:
Contact Phone: Contact Fax:

Date: Assessed By: For website publication: Ready for Publication: Exclude report from DIRE:
28/09/2012 522 | ves

Sample Received: Sterile: Reusable: Single Use: Potential Effect:
No Yes No Yes Serious Injury
Actual Effect: Injured Party: Risk Frequency:

Temporary Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Not investigated

Patient

Risk Detectability:

Likely

Classification:

Routine

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Investigated:

Sometimes

Date of DIRE Meeting:
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18/06/2025, 14:24 Form ID: 166519 - Domain: Production - Template: DIR Document 14

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251
Attention To: Address 1: Address 2: Town/Suburb:
=22 ] PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 =22 02 9467 1042
Email:

-@stryker.com

Device Analysis Results:

An event regarding Accolade Stem Loosening was reported. The event was confirmed.

The returned Accolade stem showed deformation around the drive-hole with discolouration on the device taper and neck, heavy scratching was noted on the anterior plasma
coated surface. There was little evidence of bony or fibrous on-growth and some hydroxyapatite coating was present on the stem. On the posterior face of the stem there was
some small evidence of bony on-growth, which was identifiable as a white colour mid way on the plasma coated portion.

A dimensional inspection of the returned stem indicated the stem profile conformed to specification.

A review by a clinical consultant concluded that the root cause of this PER case was procedure-related through inadequate positioning of all components involved. Excessive force
applied to seat the implants caused the damage as listed. It was possible that the patient-related factor of morbid obesity has played an aggravating role to complicate adequate
exposure of the hip during primary arthroplasty. There was no evidence for device-related factors playing a role in this case.

The root cause is most likely patient / user related due to inadequate positioning of all components & the patient-related factor of morbid obesity.

Corrective/Preventative Actions:

There is no indication that the device contributed to the event. Stryker reserves the right to re-evaluate this investigation if additional relevant information becomes available.

Details of Similar Events:

0.0039 similar events per sales (AUS).

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Australia, United Kingdom, United States

Additional Comments:

Narrow femoral canal with thick cortices.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937 5/8



18/06/2025, 14:24 Form ID: 166519 - Domain: Production - Template: DIR

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:
Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
DIR # Brand Name Reporter First Reporter Surname  Company/Institution
Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response  Investigator's Notes
Type recipient (email) Expected

Completion letter 12/10/2012

sent

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 14
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Type of Problem (Level 1)

Implantable Device Failure

Cause of Problem (Level 1)

Not product related

Outcome of Investigation

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

Form ID: 166519 - Domain: Production - Template: DIR
Type of Problem (Level 2) If 'Other' Type Selected

Osseodisintegration

Cause of Problem (Level 2) If 'Other' Cause Selected

Event related to patient condition
or anatomy

If Additional Outcome Detail Requested

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence
and may re-open the file as appropriate.

FILE Inital IRIS 308856 - ACCOLADE (127 DEG) 1 160 Form

FILE Final IRIS 308856 - ACCOLADE (127 DEG) 1 161 Form

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 14
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18/06/2025, 14:24 Form ID: 166519 - Domain: Production - Template: DIR Document 14

38310 DIR-REQ Closed 522 | OPR Administration User 12/10/2012 Normal 0

12/10/2012 09:14:44

Created By CEFII - 27/09/2012 13:46:00 Template Revision Released by SN o~ 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8
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DIR:20 1D :169038

Report #: Records Management #:
29142 2012/022854

Report Status: Sponsor's Reported Category:
Closed Other

Date of Final Report: Date of Initial TGA Action:
07/11/2012 05/11/2012
Date Completed: Operator at Time of Event:
15/11/2012 Healthcare Professional
Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Hip stem loosening requiring revision surgery.
Clinical Event Information:

Hip stem loosening requiring revision surgery.
Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:

Revision surgery was performed on (EEIEGzGGEE

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 169038 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
296223

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Document 15

Form Date: 05/11/2012
SIGNED

Report Type:

Final

Date of Initial Report:
12/12/2011

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:25

Form ID: 169038 - Domain: Production - Template: DIR

B o:tict underwent a primary left total hip arthroplasty due to osteoarthritis.

Patient Outcome/Consequences:

Revision surgery was performed on_.

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:
Mr

Position:

Regulatory Affairs Officer
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

No

Search Reporter By Surname:

Title:
Position:

Address 1:

Reporter #:

5691 - SR - Reoulatory Affairs Officer - Stryker Australia

First Name:
Address 2:
Postcode:

2065

Email:

B @stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 15

State:

New South Wales

Fax:

(02) 9467 1042

Last External Submission By:

Initial Reporter Confidential:

No

State:

2/8



18/06/2025, 14:25

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Plus TMZF Hip Stem

Usage of Device:

Single Use
Model #:

6021-0537

Purchase Date:

Reported Device Location:

With Supplier

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Software Version:

Serial #:

28650201

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 169038 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:
145594
Device Class:

Class III

Brand Name:

Accolade Plus TMZF Hip Stem #5

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

. Document 15
Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/8



18/06/2025, 14:25 Form ID: 169038 - Domain: Production - Template: DIR

Document 15

Date Aware of Adverse Event:

ves 522 |

Email: Manufacturer Informed:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:
Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:
Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:
Contact Phone: Contact Fax:

Date: Assessed By: For website publication: Ready for Publication: Exclude report from DIRE:
09/11/2012 522 | ves

Sample Received: Sterile: Reusable: Single Use: Potential Effect:
Yes Yes No Yes Serious Injury
Actual Effect: Injured Party: Risk Frequency:

Temporary Injury
Risk Severity:
Minor

DIRE Meeting Notes:

Patient

Risk Detectability:

Likely

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Investigated:

Sometimes

Date of DIRE Meeting:
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18/06/2025, 14:25 Form ID: 169038 - Domain: Production - Template: DIR

Document 15

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:
=22 ] PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 =22 ] (02) 9467 1042
Email:

-@stryker.com

Device Analysis Results:

A visual inspection of the returned stem shows no evidence of bony ongrowth and sparse areas of fibrous ongrowth. The HA surface of stem shows shiny wear marks consistent
with loosening of the device. The stem profile was dimensionally inspected as per the in-process inspection and was found to conform to specification.

The exact root cause of the stem loosening cannot be determined with the information provided, however there is no information available to suggest it is device related. A review
of the provided x-rays by a clinical professional confirmed that the stem was loose proximally around the anterior and posterior surfaces, however, he did indicate that there was
no evidence to suggest the event was device related and stated that patient factors such as infection, medication, disease states or metabolic conditions have not been ruled out.
A review of the instructions for use (IFU), noted the following applicable warnings;

Press-Fit Application. Secure fixation at the time of surgery is critical to the success of the procedure. The femoral component stem must press fit into the femur, which
necessitates precise operative technique and the use of specified instruments. Intraoperative fracture of the femur can occur during seating of the prosthesis. Bone stock must be

adequate to support the device. Implants can loosen or migrate due to trauma or loss of fixation. 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.

There is no evidence that factors of faulty prosthetic design, manufacturing, or materials were responsible for this clinical situation.

Corrective/Preventative Actions:

Based on the results of the IFU review, component loosening is a well known potential adverse consequence. Stryker reserves the right to re-evaluate this investigation if
additional relevant information becomes available.

Further investigation is not required at this time, as there is no indication to suggest a product non-conformance.

Details of Similar Events:

0.03%

Number of Similar Events: Rate of Similar Events:

0.03%
Countries Similar Events Also Occurred:

Additional Comments:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937 5/8



18/06/2025, 14:25 Form ID: 169038 - Domain: Production - Template: DIR

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:
Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
DIR # Brand Name Reporter First Reporter Surname  Company/Institution
Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response  Investigator's Notes
Type recipient (email) Expected

Completion 15/11/2012

Letter

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 15
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18/06/2025, 14:25 Form ID: 169038 - Domain: Production - Template: DIR
Document 15

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Implantable Device Failure Osseodisintegration
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Investigation did not reveal a root
cause
Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence
and may re-open the file as appropriate.

FILE ...tial IRIS - PER 296223 Accolade Plus TMZF Hip Stem 252 Form

FILE ...inal IRIS - PER 296223 Accolade Plus TMZF Hip Stem 161 Form

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 718



18/06/2025, 14:25 Form ID: 169038 - Domain: Production - Template: DIR
Document 15

38897 DIR-REQ Closed 522 | OPR Administration User 15/11/2012 Normal 0

05/12/2012 12:30:25

Created By EEFII - 05/11/2012 14:00:50 Template Revision Released by EEZI or 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8



18/06/2025, 14:26

DIR:20 1D :169008

Report #: Records Management #:
29132 2012/022806
Report Status: Sponsor's Reported Category:
Closed Death / Serious Injury
Date of Final Report: Date of Initial TGA Action:
07/11/2012 05/11/2012
Date Completed: Operator at Time of Event:
18/12/2012 N/A
Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

The Accolade Stem fractured 7 years post operatively.

Clinical Event Information:

The Accolade Stem fractured 7 years post operatively.

Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:
N/K.
Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 169008 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
261775

Date of Adverse Event:

Reviewed by DIRE:
27/11/2012
If 'Other' Operator Selected:

Type of Initial Action:

For IRIS Meeting

Alternative Person Title:

Alternative Person Fax:

Age:

Document 16

Form Date: 05/11/2012
SIGNED

Report Type:

Final

Date of Initial Report:
20/06/2011

Date Response Received:
06/12/2012

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:26

N/K.

Patient Outcome/Consequences:

N/K.

Other Devices Involved:

Alumina V40 - Femoral Head 32mm, +0MM NK

Trident Alumina Insert

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Address 1:

8 Herbert St
Country:

Australia

Mobile:

As Above?:

No

Search Reporter By Surname:
Title:

Position:

Address 1:

Reporter #:

5076 —_ - - Stryker Australia

First Name:
Address 2:
Postcode:

2065

Email:

B @stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 169008 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 16

State:

New South Wales

Fax:

02 9467 1042

Last External Submission By:

Initial Reporter Confidential:

No

State:

2/8



18/06/2025, 14:26

Postcode: Phone:
Email:

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:
Medical Device Included

GMDN / UMDN Text:

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Plus TMZF Hip Stem #3

Usage of Device:

Single Use
Model #:

Purchase Date:

Reported Device Location:

Discarded

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Software Version:

Serial #:

9429501

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 169008 - Domain: Production - Template: DIR

522
Fax:
s22 |

Search Device ARTG:

145594

Device Class:

Class III

Brand Name:

Accolade Plus TMZF Hip Stem #3

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Document 16

Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/8



18/06/2025, 14:26
Postcode:

Email:

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:
09/11/2012
Sample Received:
No

Actual Effect:
Serious Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Phone:

Contact First Name:

State:
Email:
Contact Title:
Contact Fax:
Assessed By:
s22 |
Sterile:
Yes

Injured Party:
Patient
Risk Detectability:

Likely

Form ID: 169008 - Domain: Production - Template: DIR

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

Contact First Name:

For website publication:

Yes
Reusable:

No

Classification:

Routine

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Ready for Publication:

Single Use:

Yes

Investigated:

Document 16

Date Aware of Adverse Event:

Address 2:
Phone:
Supplier Informed:

Contact Surname:

Exclude report from DIRE:

Potential Effect:
Serious Injury
Risk Frequency:
Sometimes

Date of DIRE Meeting:

4/8



18/06/2025, 14:26 Form ID: 169008 - Domain: Production - Template: DIR

Obtain actual rates - investigate

Search Sponsors: Name:

stryker Stryker Australia Pty Ltd
Attention To: Address 1:

=22 PO Box 970

State: Postcode:

NSW 1570

Email:

B @stryker.com

Device Analysis Results:

No device associated with the event was returned to Stryker Orthopaedics. It is not possible to determine the exact root cause of the reported event with the limited information

Address 2:

Phone:

Document 16

Client #:
1251

Town/Suburb:
ARTARMON

Fax:

(02) 9467

provided. A review of the provided x-rays and medical information by a clinical professional could not make any determination about the root cause of the stem fracture. A
review of Stryker's records indicates that the reported device was manufactured and accepted into final stock with no reported discrepancies.

Corrective/Preventative Actions:

No further investigation is possible at this time. Further information such as return of the device for analysis and X-rays from before the reported fracture would be helpful in

conducting a full investigation into the reported event. If additional information becomes available, this investigation will be reopened. No action is required at this time. Product

Surveillance will continue to monitor for trends.

Details of Similar Events:

The complaint rate for the reported failure mode is 6 complaints per million (CPM).
Number of Similar Events:

6 complaints per million

Countries Similar Events Also Occurred:

USA, Australia

Additional Comments:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Rate of Similar Events:

5/8



18/06/2025, 14:26

Other Device (Entered): Brand Name:

Device ARTG No Manufacturer Sponsor/Supplier
Name
128024 Howmedica
Osteonics

Corporation
Howmedica

Osteonics
Corporation

DIR # Brand Name

Sample # Sample Requested

Correspondence Correspondence Date Sent

Type recipient (email)

Reporter First
Name

Sample Received

Form ID: 169008 - Domain: Production - Template: DIR

Manufacturer Name: Device ARTG #:

Trade/Brand Name Serial # Model Number GMDN / UMDN
Text
Alumina V40 -
Femoral Head
32mm, +0MM

Trident Alumina
Insert

Reporter Surname  Company/Institution

# Samples from # Samples from Outcome of TGA's Testing

Reporter Sponsor

Date Response Date Received Sponsor's Response  Investigator's Notes

Expected

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 16
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18/06/2025, 14:26 Form ID: 169008 - Domain: Production - Template: DIR

Request for 30/11/2012 13/12/2012 06/12/2012
information
SC19132 18/12/2012 29/12/2012

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Material Crack

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Device not returned

Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, No Further Action Required

Recall Number:

Investigation Summary:
The sponsor was asked to provide the rates for this type of occurrence both in Australia and worldwide. they have stated

the rates as follows based on sales: Australia 0.0004% and worldwide 0.00002%. No further investigation will occur at this
time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

See TRIM R12/1154026.

R12/1169074

Document 16
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18/06/2025, 14:26

FILE Initial IRIS - PER 261775 200611
FILE Final IRIS - PER 261775

FILE SC29132

38882 DIR-REQ Closed 522 ]

18/12/2012 15:40:40

Created By EEFJIl - 05/11/2012 11:53:16

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Form ID: 169008 - Domain: Production - Template: DIR

132 Form

134 Form

260 Form

OPR Administration User 18/12/2012

Document 16

Normal 0

Template Revision Released by EEFI or 25/06/2015 15:11:06
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18/06/2025, 14:27

DIR:20 ID:168051

Report #: Records Management #:
28963 2012/022102

Report Status:
Closed Death / Serious Injury
Date of Final Report: Date of Initial TGA Action:
08/11/2012 23/10/2012
Date Completed: Operator at Time of Event:
30/11/2012 Patient

Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Revision surgery following corrosion and fretting at the head taper junction.

Clinical Event Information:

Revision surgery following corrosion and fretting at the head taper junction.

Number of Incidents in Report: Contact:

1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:
Revision surgery.

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Sponsor's Reported Category:

Form ID: 168051 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
346663

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

For IRIS Meeting

Alternative Person Title:

Alternative Person Fax:

Age:

Document 17

Form Date: 23/10/2012
SIGNED

Report Type:

Final
Date of Initial Report:
24/09/2012

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:27

N/K.

Patient Outcome/Consequences:

Revision surgery.

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:
Position:

Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

No

Search Reporter By Surname:

Title:
Mr

Position:

Address 1:

Reporter #:

5418 - AR - - Stryker Australia

First Name:

Address 2:
Postcode:

2065

Email:

B @stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 168051 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 17

State:

New South Wales

Fax:

02 9467 1042

Last External Submission By:

Initial Reporter Confidential:

No

State:

2/8



18/06/2025, 14:27

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Plus TMZF Hip Stem #5

Usage of Device:

Single Use
Model #:

6021-0537

Purchase Date:

Reported Device Location:

Place of use

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Software Version:

Serial #:

25807003

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 168051 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:
145594
Device Class:

Class III

Brand Name:

Accolade Plus TMZF Hip Stem #5

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

. Document 17
Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/8



18/06/2025, 14:27 Form ID: 168051 - Domain: Production - Template: DIR

Document 17

Date Aware of Adverse Event:

ves 522 |

Email: Manufacturer Informed:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:

Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:
Contact Phone: Contact Fax:

Date: Assessed By: For website publication: Ready for Publication: Exclude report from DIRE:
21/11/2012 522 | ves

Sample Received: Sterile: Reusable: Single Use: Potential Effect:
No Yes No Yes Temporary Injury
Actual Effect: Injured Party: Risk Frequency:

Temporary Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Patient

Risk Detectability:

Likely

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Investigated:

Rarely
Date of DIRE Meeting:
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Search Sponsors:

stryker
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

Name:
Stryker Australia Pty Ltd
Address 1:

PO Box 970

Postcode:

1570

No items were made available for identification or evaluation.

Form ID: 168051 - Domain: Production - Template: DIR
Document 17

Client #:
1251
Address 2: Town/Suburb:
ARTARMON
Phone: Fax:

22— (02) 0467 1042

A review of Stryker’s records indicates that the reported devices were manufactured and accepted into final stock with no relevant reported discrepancies.

A review of the packaging insert noted the following:

"PRECAUTIONS - The surgeon must caution/warn the patient of surgical risks, and made aware of possible adverse effects. The surgeon must caution/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."

The root cause cannot be determined.

Corrective/Preventative Actions:

No action is required at this time. Stryker reserves the right to re-evaluate this investigation if additional relevant information becomes available.

Details of Similar Events:

0.005% rate of similar events per sales (AUS), 0.002% (WW).

Number of Similar Events:

Countries Similar Events Also Occurred:

Australia, Canada, United States.

Additional Comments:

The cup was left in-situ, however the liner was changed.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Rate of Similar Events:

0.005% (Aus) 0.002% (WW)
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18/06/2025, 14:27 Form ID: 168051 - Domain: Production - Template: DIR
Document 17

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:
Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
152396 Howmedica Trident PSL HA
Osteonics Solid Back
Corporation Acetabular Shell
128024 Howmedica Prosthesis, hip,
Osteonics internal, femoral
Corporation head component
128021 Howmedica Prosthesis,
Osteonics internal, joint,
Corporation hip, acetabular
component
DIR # Brand Name Reporter First Reporter Surname Company/Institution
Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/8



18/06/2025, 14:27 Form ID: 168051 - Domain: Production - Template: DIR
Document 17

Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response  Investigator's Notes
Type recipient (email) Expected
Completion letter 30/11/2012 13/12/2012
sent
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Material Degrade
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Device not returned
Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence
and may re-open the file as appropriate.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 718



18/06/2025, 14:27 Form ID: 168051 - Domain: Production - Template: DIR
Document 17

FILE Inital IRIS 346663 - Accolade Plus TMZF 161 Form
FILE Final IRIS 346663 - Accolade Plus TMZF 161 Form
38652 DIR-REQ Closed 522 | OPR Administration User 30/11/2012 Normal 0

06/06/2013 08:42:40

Created By EEFII - 23/10/2012 09:26:21 Template Revision Released by EEFI or 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8



18/06/2025, 14:29

DIR:20 1ID: 232587

Report #: Records Management #:
29811 2013/000575
Report Status: Sponsor's Reported Category:
Closed Other
Date of Final Report: Date of Initial TGA Action:
08/03/2013 09/01/2013
Date Completed: Operator at Time of Event:
20/03/2013 Healthcare Professional
Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Revision surgery planned for pain and reported inflammation in hip.
Clinical Event Information:

Revision surgery planned for pain and reported inflammation in hip.
Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:
Revision surgery.

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 232587 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
332142

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Document 18

Form Date: 09/01/2013
SIGNED

Report Type:
Final

Date of Initial Report:
19/12/2012

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:29 Form ID: 232587 - Domain: Production - Template: DIR
Document 18

N/K.
Patient Outcome/Consequences:
Patient revised.

Other Devices Involved:

Std MITCH TRH Cp Sz 54/60, MAC-9988-5460, 144011.
MITCH TRH Md Hd Sz 54+4, MMH-9988-1454, 138942.

Search Reporter By Surname: Reporter #:

- 5418 —_— - Stryker Australia

Reporter Title: First Name: Surname:

Position: Company/Institution:

Stryker Australia

Address 1: Address 2: Town/Suburb: State:

8 Herbert Street St Leonards New South Wales

Country: Postcode: Phone: Fax:

Australia 2065 =22 02 9467 1042

Mobile: Email: Last External Submission By:

B @stryker.com
As Above?: Initial Reporter Confidential:
If No, fill out the following:

No No

Search Reporter By Surname: Initial Reporter #:
Title: First Name: Surname:

Position: Company/Institution:
Address 1: Address 2: Town/Suburb: State:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:29

Postcode: Phone:
Email:

Product Exempt:
If No, fill out ARTG No:

No

Therapeutic Licence Type: Product Licence Category:

Medical Device Included
GMDN / UMDN Text:

Prosthesis, internal, joint, hip, femoral component
Initial Device Description:

Accolade TMZF Stem

Usage of Device: Software Version:

Single Use

Model #: Serial #:
6021-5537 26115905
Purchase Date: Expiry Date:

Reported Device Location: Access Contact Title:

Access Contact Phone: Access Contact Fax:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2: Town/Suburb:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 232587 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:

145594

Device Class:

Class III

Brand Name:

Accolade TMZF Hip Stem

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Document 18

Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/8



18/06/2025, 14:29
Postcode:

Email:

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:

18/03/2013
Sample Received:
No

Actual Effect:
Temporary Injury
Risk Severity:
Minor

DIRE Meeting Notes:

Phone:

Contact First Name:

State:
Email:
Contact Title:
Contact Fax:
Assessed By:
s22 |
Sterile:
Yes

Injured Party:
Patient
Risk Detectability:

Likely

Form ID: 232587 - Domain: Production - Template: DIR

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

Contact First Name:

For website publication:

Yes
Reusable:

No

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Ready for Publication:

Single Use:

Yes

Investigated:

Document 18

Date Aware of Adverse Event:

Address 2:
Phone:
Supplier Informed:

Contact Surname:

Exclude report from DIRE:

Potential Effect:
Temporary Injury
Risk Frequency:
Unlikely

Date of DIRE Meeting:

4/8



18/06/2025, 14:29

Search Sponsors:
stryk
Attention To:

State:

NSW

Email:

B @stryker.com

Device Analysis Results:

Name:

Stryker Australia Pty Ltd
Address 1:
PO Box 970

Postcode:

1570

Form ID: 232587 - Domain: Production - Template

Address 2:

Phone:

An event regarding an Accolade stem loosening was reported. The event was not confirmed.

No devices were returned.

Device history review indicated that all reported devices were manufactured and accepted into final stock with no reported discrepancies.

A review of the instructions for use (IFU) packaged with the Accolade stem, noted the following applicable warnings;
Press-Fit Application. Secure fixation at the time of surgery is critical to the success of the procedure. The femoral component stem must press fit into the femur, which

necessitates precise operative technique and the use of specified instruments. Intraoperative fracture of the femur can occur during seating of the prosthesis. Bone stock must be

adequate to support the device.

Implants can loosen or migrate due to trauma or loss of fixation.

The root cause of this specific event could not be determined with the limited information provided.

Corrective/Preventative Actions:

No action is required at this time.

Stryker reserves the right to re-evaluate this investigation if additional relevant information becomes available.

Details of Similar Events:

0.0114 similar events per sales (AUS).
0.0005 similar events per sales (WW).

Number of Similar Events:

Countries Similar Events Also Occurred:

Australia, United States.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Rate of Similar Events:

:DIR

Document 18

Client #:

1251
Town/Suburb:
ARTARMON

Fax:

02 9467 1042

5/8



18/06/2025, 14:29 Form ID: 232587 - Domain: Production - Template: DIR

Additional Comments: Document 18

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:

Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text

144011 Finsbury Std MITCH TRH MAC-9988-5460
Orthopaedics Ltd Cp Sz 54/60

138942 Finsbury MITCH TRH Md MMH-9988-1454
Orthopaedics Ltd Hd Sz 54+4

DIR # Brand Name Reporter First Reporter Surname Company/Institution

Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/8



18/06/2025, 14:29 Form ID: 232587 - Domain: Production - Template: DIR
Document 18

Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Type recipient (email) Expected

Completion 20/03/2013

Letter
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected

Other Other Patient Factors

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Unable to confirm complaint Investigation did not reveal a root

cause
Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

National Joint Replacement Register (NJRR) was reviewed, no further action at this stage , the TGA will continue to monitor.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 718



18/06/2025, 14:29 Form ID: 232587 - Domain: Production - Template: DIR

Document 18
FILE DIR 29811 NJRR data Accolade 153 Form

39889 DIR-REQ Closed 527 | OPR Administration User 20/03/2013 Normal 1

20/03/2013 12:10:29

Created By SR - 05/01/2013 17:16:28 Template Revision Released by EEEI o» 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8



18/06/2025, 14:31

Report #:

29864

Report Status:

Closed

Date of Final Report:

15/04/2013

Date Completed:

23/04/2013
Source of Report:

Sponsor

Event Description for Website Publication:
Revision surgery for signs of loosening.
Clinical Event Information:

Revision surgery for signs of loosening.
Number of Incidents in Report:

1

Alternative Person Surname:

Sex:

Patient Focused Corrective Action Taken:
Revision surgery.

Patient History:

DIR:20 1D:233056

Records Management #:
2013/000944

Sponsor's Reported Category:
Death / Serious Injury

Date of Initial TGA Action:
17/01/2013

Operator at Time of Event:
Healthcare Professional

If 'Other' Source Selected:

Contact:

Alternative Person Phone:

Weight:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 233056 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
365179

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Document 19

Form Date: 17/01/2013
SIGNED

Report Type:

Final
Date of Initial Report:
31/12/2012

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:31 Form ID: 233056 - Domain: Production - Template: DIR
Document 19
Osteoarthitis.
Patient Outcome/Consequences:
Revision surgery.
Other Devices Involved:

Tritanium acetabular cup, Model NK, ARTG 128021.

Search Reporter By Surname: Reporter #:
522 | 5418 - EEEN- - Stryker Australia
Reporter Title: First Name: Surname:

22 | 522 |
Position: Company/Institution:

Stryker Australia

Address 1: Address 2: Town/Suburb: State:
8 Herbert Street St Leonards New South Wales
Country: Postcode: Phone: Fax:
Australia 2065 =22 ] 02 9467 1042
Mobile: Email: Last External Submission By:

B @stryker.com

As Above?: Initial Reporter Confidential:
If No, fill out the following:
No No
Search Reporter By Surname: Initial Reporter #:
Title: First Name: Surname:
Mr 522 522 |
Position: Company/Institution:
Address 1: Address 2: Town/Suburb: State:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937 2/8



18/06/2025, 14:31

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Plus TMZF Hip Stem #6

Usage of Device:

Single Use
Model #:

6021-0637

Purchase Date:

Reported Device Location:

Place of use

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Software Version:

Serial #:

24002201

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 233056 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:
145594
Device Class:

Class III

Brand Name:

Accolade Plus TMZF Hip Stem #6

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

. Document 19
Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/8



18/06/2025, 14:31 Form ID: 233056 - Domain: Production - Template: DIR

Document 19

Date Aware of Adverse Event:

ves 522 |

Email: Manufacturer Informed:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:

Town/Suburb: State: Postcode: Phone:

Fax: Email: Supplier Informed:
Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname:
Contact Phone: Contact Fax:

Date: Assessed By: For website publication: Ready for Publication: Exclude report from DIRE:
16/04/2013 522 | ves

Sample Received: Sterile: Reusable: Single Use: Potential Effect:
No Yes No Yes Serious Injury

Actual Effect: Injured Party: Risk Frequency:

Serious Injury
Risk Severity:
Minor

DIRE Meeting Notes:

Patient

Risk Detectability:

Likely

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Investigated:

Unlikely
Date of DIRE Meeting:

4/8



18/06/2025, 14:31 Form ID: 233056 - Domain: Production - Template: DIR

Document 19

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:
=22 ] PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 =22 ] (02) 9467 1042
Email:

-@stryker.com

Device Analysis Results:

A Visual and Dimensional inspection were not possible as the explanted products were not returned. A review of Strykers records indicates that the reported device was
manufactured and accepted into final stock with no reported discrepancies.

A review of the provided surgical records, product photographs and x-rays by a clinical consultant confirmed that the stem was loose. It was also concluded that the cup had a
position with zero degrees of anteversion, rendering the arthroplasty very vulnerable to impingement although type and quality of picture do not show enough detail to allow for
detection of possible impingement signs in the stem neck area. Therefore the root cause of this issue is potentially procedure related, but this cannot be confirmed.

A review of Strykers Technical Report noted the following:

Long term survivorship of cementless femoral stems requires initial stable fixation and achievement of biological fixation to bone. Fixation may be compromised where the host
bone is weak or osteoporotic.

Based on the results of the evaluation, insufficient information was received and a root cause could not be determined. Return of the explanted devices would be helpful in
investigating this event further.

Corrective/Preventative Actions:
No action is required at this time; there is no evidence to suggest that the event involved a product problem indicating a non-conformity or unanticipated hazard.

Stryker reserves the right to re-evaluate this investigation if additional relevant information becomes available.

Details of Similar Events:

1 of 184 units sold, 0.543% similar event rate (AUS).
2 of 6433 units sold, 0.031% similar event rate (WW).

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Australia, United States.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937
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18/06/2025, 14:31

Additional Comments:

Form ID: 233056 - Domain: Production - Template: DIR

Device ARTG #:

Other Device (Entered): Brand Name: Manufacturer Name:
Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
128021 Howmedica Prosthesis,
Osteonics internal, joint,
Corporation hip, acetabular
component,
Tritanium
DIR # Brand Name Reporter First Reporter Surname Company/Institution
Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 19
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18/06/2025, 14:31 Form ID: 233056 - Domain: Production - Template: DIR
Document 19

Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Type recipient (email) Expected

Completion 23/04/2013

Letter
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected

Implantable Device Failure Osseodisintegration

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Unable to confirm complaint Investigation did not reveal a root

cause
Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

National Joint Replacement Register (NJRR) was reviewed, no further action at this stage , the TGA will continue to monitor.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 718



18/06/2025, 14:31 Form ID: 233056 - Domain: Production - Template: DIR
Document 19

FILE Initial IRIS - PER 365179 - Accolade TMZF Stem 160 Form
FILE Final IRIS - PER 365179 - Accolade II Femoral Stem 168 Form
FILE DIR 29864 NJRR info 158 Form
FILE ... 365179 - Accolade II Femoral Stem - Amended stats 168 Form
39960 DIR-REQ Closed 527 ] OPR Administration User 23/04/2013 Normal 0

12/06/2013 08:32:45

Created By EEFI - 17/01/2013 08:48:07 Template Revision Released by EEI or 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8



18/06/2025, 14:32

DIR:20 1D: 240854

Report #: Records Management #:
30705 2014/045796

Report Status: Sponsor's Reported Category:
Closed Other

Date of Final Report: Date of Initial TGA Action:
16/10/2014 23/04/2013
Date Completed: Operator at Time of Event:
28/10/2014 Healthcare Professional
Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Patient developed Mantle Cell Carcinoma and requires revision surgery.
Clinical Event Information:

Patient developed Mantle Cell Carcinoma and requires revision surgery.
Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:

Revision surgery planned for the EEEIIIII-

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 240854 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
107881

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Document 20

Form Date: 23/04/2013
SIGNED

Report Type:

Final
Date of Initial Report:
23/04/2013

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



18/06/2025, 14:32 Form ID: 240854 - Domain: Production - Template: DIR
Document 20

Patient Outcome/Consequences:
Revision surgery yet to occur.

Other Devices Involved:

MAC-9988-5056 Std MITCH TRH Cp Sz 50/56 FM063019 MITCH TRH SYSTEM
MMH-9988-0050 MITCH TRH Md Hd Sz50+0 FM061493 MITCH TRH SYSTEM

Search Reporter By Surname: Reporter #:

522

Reporter Title: First Name: Surname:

Mr 522 | s22

Position: Company/Institution:

Regulatory Affairs Manager Stryker

Address 1: Address 2: Town/Suburb: State:

8 Herbert Street St Leonards NSW

Country: Postcode: Phone: Fax:

Australia 2065 =22 02 9467 1042

Mobile: Email: Last External Submission By:

B8 @stryker.com

As Above?: Initial Reporter Confidential:

If No, fill out the following:

Search Reporter By Surname:

Initial Reporter #:

Title: First Name: Surname:
Position: Company/Institution:
Address 1: Address 2: Town/Suburb: State:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937
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18/06/2025, 14:32

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

ACCOLADE femoral component

Usage of Device:

Single Use
Model #:

6021-0537

Purchase Date:

Reported Device Location:

With Patient

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Software Version:

Serial #:

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Mahwah

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 240854 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:
145594
Device Class:

Class III

Brand Name:

ACCOLADE femoral component

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

NJ

Document 20

Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:

24082301/10298483CF
Date of Explant:

Access Contact Surname:

Address 1:

325 Corporate Drive
Country:

United States
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18/06/2025, 14:32
Postcode:

07430

Email:

-@stryker. com
Contact Title:

Mr

Supplier Name:
Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:
16/10/2014
Sample Received:
No

Actual Effect:
Serious Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Phone:

02 9467 1218

Contact First Name:

State:
Email:
Contact Title:
Contact Fax:
Assessed By:
s22 |
Sterile:
Yes

Injured Party:
Patient
Risk Detectability:

Unlikely

Form ID: 240854 - Domain: Production - Template: DIR

Fax:

02 9467 1042

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

Contact First Name:

For website publication:

Yes
Reusable:

No

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Ready for Publication:

Single Use:

Yes

Investigated:

Document 20

Date Aware of Adverse Event:

Address 2:
Phone:
Supplier Informed:

Contact Surname:

Exclude report from DIRE:

Potential Effect:
Serious Injury

Risk Frequency:
Unlikely

Date of DIRE Meeting:

4/8



18/06/2025, 14:32 Form ID: 240854 - Domain: Production - Template: DIR

Document 20
This report has been reassessed due to age of the report, as the final report was not submitted by the sponsor. National Joint Replacement

Register (NJRR) was reviewed, no further action at this stage, the TGA will continue to monitor.

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251
Attention To: Address 1: Address 2: Town/Suburb:
=22 ] PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 s22 | 02 9467 1042
Email:

B @stryker.com

Device Analysis Results:

Pending Manufacturer's investigation

Corrective/Preventative Actions:

Pending Manufacturer's investigation

Details of Similar Events:

NK

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

NK

Additional Comments:

NA

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937 5/8



18/06/2025, 14:32 Form ID: 240854 - Domain: Production - Template: DIR

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:
Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
DIR # Brand Name Reporter First Reporter Surname  Company/Institution
Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response  Investigator's Notes
Type recipient (email) Expected
completion letter 28/10/2014

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 20
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18/06/2025, 14:32 Form ID: 240854 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Other Other patient factors
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Not product related Event related to patient condition
or anatomy
Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

National Joint Replacement Register (NJRR) was reviewed, no further action at this stage, the TGA will continue to monitor.

FILE DIR 30705 NJRR Info 130 Form

41101 DIR-REQ Closed 527 | OPR Administration User 28/10/2014

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 20

Normal 0
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18/06/2025, 14:32 Form ID: 240854 - Domain: Production - Template: DIR
Document 20

18/11/2014 09:23:45

Created By Theta Technologies - 23/04/2013 14:51:01 Template Revision Released by EEFI or 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8



18/06/2025, 14:38

DIR:20 1ID:169695

Report #: Records Management #:
29257 2012/023261

Report Status:
Closed Death / Serious Injury
Date of Final Report: Date of Initial TGA Action:
22/08/2013 13/11/2012
Date Completed: Operator at Time of Event:
03/01/2014 Patient

Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Sponsor's Reported Category:

Form ID: 169695 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
308279

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Document 21

Form Date: 13/11/2012
SIGNED

Report Type:

Final

Date of Initial Report:
27/02/2012

Date Response Received:

Reporter Confidentiality:

No

The acetabular cup had came away from the cement mantel and slipped down out of Acetabulum. The patient required unanticipated revision surgery due to pain and difficulty

walking.

Clinical Event Information:

The acetabular cup had came away from the cement mantel and slipped down out of Acetabulum. The patient required unanticipated revision surgery due to pain and difficulty

walking.
Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:
Revision surgery.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Title:

Alternative Person Fax:

Age:

Alternative Person First Name:

1/9



18/06/2025, 14:38

Patient History:
NK.

Patient Outcome/Consequences:

Patient successfully revised.

Other Devices Involved:

TRIDENT 10° X3 INSERT 32mm ID, 623-10-32F, ARTG # 128021

Search Reporter By Surname:

Reporter Title:
Position:

Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

No

Search Reporter By Surname:

Title:

Ms

Position:

Address 1:

Reporter #:

Form ID: 169695 - Domain: Production - Template: DIR

5801 _ - Stryker Australia Pty Ltd

First Name:

Address 2:
Postcode:

2065

Email:

-@stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Surname:

Company/Institution:

Stryker Australia Pty Ltd
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 21

State:

New South Wales

Fax:

02 9467 1042

Last External Submission By:

Initial Reporter Confidential:

No

State:

2/9



18/06/2025, 14:38

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, acetabular component

Initial Device Description:

Trident PSL HA Solid Back 54MM

Usage of Device:

Single Use
Model #:

540-11-54F

Purchase Date:

Reported Device Location:

With Reporter

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Software Version:

Serial #:

34877201

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Form ID: 169695 - Domain: Production - Template: DIR

522 |
Fax:
s22 |

Search Device ARTG:

152396

Device Class:

Class III

Brand Name:

Trident PSL HA Solid Back 54MM

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Document 21

Mobile:

Device ARTG #:

152396
GMDN / UMDN Code:

35661

Lot #:
Date of Explant:

Access Contact Surname:

Address 1:

Country:

3/9



18/06/2025, 14:38
Postcode:

Email:

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:
23/08/2013
Sample Received:
No

Actual Effect:
Serious Injury
Risk Severity:
Minor

DIRE Meeting Notes:

Phone:

Contact First Name:

State:
Email:
Contact Title:
Contact Fax:
Assessed By:
s22 |
Sterile:
Yes

Injured Party:
Patient
Risk Detectability:

Likely

Form ID: 169695 - Domain: Production - Template: DIR

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

Contact First Name:

For website publication:

Yes
Reusable:

No

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Ready for Publication:

Single Use:

Yes

Investigated:

Document 21

Date Aware of Adverse Event:

Address 2:
Phone:
Supplier Informed:

Contact Surname:

Exclude report from DIRE:

Potential Effect:
Serious Injury

Risk Frequency:
Unlikely

Date of DIRE Meeting:

4/9
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Document 21

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/9



18/06/2025, 14:38 Form ID: 169695 - Domain: Production - Template: DIR

Document 21

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:
=22 ] PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 =22 ] (02) 9467 1042
Email:

-@stryker.com

Device Analysis Results:

An event regarding loosening of a cemented Trident shell was reported. The event was confirmed.

Visual Inspection: The returned Trident Shell has a 40mm x 15mm area of cement on its peripheral rim on one side of the device. There are sporadic areas of fibrous bone
ongrowth on the back-side of the shell. There are also many shiny wear marks on the back-side, indicating micro-motion during in-vivo use. The returned head and liner are
unremarkable apart scratching which was most likely caused during explantation.

Based on the results of the packaging insert and surgical protocol review, cementing a Trident shell is not an indication for use, therefore further investigation is not required.
Stryker Orthopaedics can only address approved indications for use.

A review of Stryker’s records indicates that the reported devices were manufactured and accepted into final stock with no reported discrepancies

Corrective/Preventative Actions:
No action is required t this time. The event did not involve a product problem indicating a non-conformity, adverse trend or unanticipated hazard.

Product surveillance will continue to monitor for trends.
Stryker reserves the right to re-evaluate this investigation if additional relevant information becomes available.

Details of Similar Events:
0.00008 similar events per sales (WW), 0.0006 (AUS).

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:
Australia.
Additional Comments:

During primary surgery the surgeon had difficulty inserting the PSL cup.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937 6/9



18/06/2025, 14:38 Form ID: 169695

Other Device (Entered): Brand Name: Manufacturer Name:

Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial #
Name
128021 Howmedica Trident x3 insert
Osteonics 32mm -
Corporation Prosthesis,
internal, joint,
hip, acetabular
component
DIR # Brand Name Reporter First Reporter Surname
Name
Sample # Sample Requested Sample Received # Samples from
Reporter Sponsor
Correspondence Correspondence Date Sent Date Response Date Received
Type recipient (email) Expected
Completion letter 14/01/2014

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

# Samples from

- Domain: Production - Template: DIR

Device ARTG #:

Model Number GMDN / UMDN

Text
623-10-23F

Company/Institution

Outcome of TGA's Testing

Sponsor's Response Investigator's Notes

Document 21

7/9



18/06/2025, 14:38 Form ID: 169695 - Domain: Production - Template: DIR

Document 21

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected

Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Not product related Off-label, unapproved or contra-

indicated use

Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

This report describes the use of an uncemented prosthesis being used with cement. Subsequently the cement mantle has
failed causing the implant to move. The use of this implant in this manner is user error.

The TGA monitors use as well as safety and performance of medical devices. This type of problem is known to occur
occasionally.

No further investigation will occur at this time.

FILE Initial IRIS 308279 - Trident Cemented PSL Cup

161 Form
ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937
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18/06/2025, 14:38 Form ID: 169695 - Domain: Production - Template: DIR

Document 21
FILE DIR 29257 NJRR Info 730 Form

39047 DIR-REQ Closed 522 | OPR Administration User 14/01/2014 Normal 0

14/01/2014 09:05:26

Created By EEFNI - 13/11/2012 14:04:45 Template Revision Released by EEFI o~ 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 9/9



18/06/2025, 14:39 Form ID: 152887 - Domain: Production - Template: DIR
Document 22

. . . . . . . o Form Date: 26/03/2012
/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring orm Date: 26/ SI/GNED

DIR:6 - ID:152887

Report #: Records Management #: Reporter's Reference #: Report Type:

26109 2012/008562 267217 Final
Report Status: Sponsor's Reported Category: Date of Adverse Event: Date of Initial Report:
Closed Death / Serious Injury 522 | 18/07/2011
Date of Final Report: Date of Initial TGA Action: Reviewed by DIRE: Date Response Received:
14/03/2012 26/03/2012 03/04/2012

Date Completed: Operator at Time of Event: If 'Other' Operator Selected: Reporter Confidentiality:
04/04/2012 Healthcare Professional No
Source of Report: If 'Other' Source Selected: Type of Initial Action:

Sponsor For IRIS Meeting

Clinical Event Information:

Following patient fall, cup had moved which subsequently resulted in sublaxation. The ceramic liner was replaced and a Biolox ceramic femoral head with a
longer neck was implanted.

Number of Incidents in Report: Contact: Alternative Person Title: Alternative Person First Name:
1

Alternative Person Surname: Alternative Person Phone: Alternative Person Fax:

Sex: Weight: Age:

Patient Focused Corrective Action Taken:

Removal and replacement of right acetabular components.

Patient History:

Clinically obese with a B.M.I. of 32.4. She had bilateral hip arthroplasties and these were both revised, possibly on EEEIIEEN-
Patient Outcome/Consequences:

Revision surgery it was noted that the Trident cup was solid and unable to be moved, indicating that the cup was placed in a vertical position at the patients
primary surgery.

Other Devices Involved:

N/A

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:39

Search Reporter By Surname:

Reporter Title:
Position:

Address 1:

8 Herbert Street
Country:
Australia

Mobile:

As Above?:
No

Search Reporter By Surname:

Title:
Position:

Address 1:

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Reporter #:
5418

First Name:
Address 2:
Postcode:

2065

Email:

-@stryker.oom

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Form ID: 152887 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Fax:

Search Device ARTG:
152396

Device Class:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:

New South Wales

Fax:

02 9467 1042

Initial Reporter Confidential:

State:

Mobile:

Device ARTG #:

152396
GMDN Code:

Document 22



18/06/2025, 14:39

Medical Device
GMDN Text:

Included

Prosthesis, internal, joint, hip, acetabular component

Initial Device Description:
Ceramic Liner

Usage of Device:

Single Use

Model #:

Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Email:

Contact Title:

Supplier Name:

Town/Suburb:

Fax:

Software Version:

Serial #:

N/K

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

Contact First Name:

State:

Email:

Form ID: 152887 - Domain: Production - Template: DIR

Class III

Brand Name:

Ceramic Liner

Batch #:
N/K
Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

35661

Lot #:
N/K
Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Address 2:
Phone:

Supplier Informed:

Document 22
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18/06/2025, 14:39 Form ID: 152887 - Domain: Production - Template: DIR

Date of Supplier Contact: Contact Title: Contact First Name: Contact Surname: Document 22
Contact Phone: Contact Fax:

Date: Assessed By:

26/03/2012 _

Sample Received: Sterile: Reusable: Single Use:

No Yes No Yes

Potential Effect: Actual Effect: Injured Party:

Serious Injury Serious Injury Patient

Risk Frequency: Risk Severity: Risk Detectability: Classification: Exclude report from DIRE:

Unlikely Minor Likely Routine

DIRE Meeting Notes:

The device has not been highlighted as an implant of concern through the NJRR
Procedural and patient factors - no investigation

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251
Attention To: Address 1: Address 2: Town/Suburb:
s22 | PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 s22 |

Email:

-@stryker.com

Device Analysis Results:

An event regarding dislocation of a Trident hip was reported on H The event was not confirmed.

The exact cause of the event could not be determined however the reported dislocation in this obese patient may be due to the vertical positioning of the
shell, as noted in Strykers technical report for dislocation. It is noted in the review of the provided x-rays by a clinical professional that the shell on the right
hand side is vertically placed. It is not possible to determine if the shell was placed in this position at the primary surgery or if it was displaced after the

reported trauma the patient suffered. No further investigation for this event is possible at this time because no devices and insufficient information was
received by Stryker Orthopaedics. If devices and / or additional information become available, this investigation will be reopened.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937



18/06/2025, 14:39 Form ID: 152887 - Domain: Production - Template: DIR
Corrective/Preventative Actions: Document 22

No action is required at this time as there was no indication of a product non-conformance or adverse trend. Product Surveillance will monitor for trends.
Details of Similar Events:

Unable to calculate, no Lot or Catalogue # provided.

Number of Similar Events: Rate of Similar Events:
Countries Similar Events Also Occurred:

Additional Comments:

Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion letter 04/04/2012

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 517



18/06/2025, 14:39 Form ID: 152887 - Domain: Production - Template: DIR
Document 22

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Not product related Event related to patient condition or anatomy
Not product related User error caused or contributed to event

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

34966 DIR-REQ Closed - OPR Administration User 08/01/2015 Normal 0

04/04/2012 11:41:53

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:39 Form ID: 152887 - Domain: Production - Template: DIR

Document 22
Created By_ - 26/03/2012 11:07:33 Template Revision Released by Theta Technologies on 01/03/2012 12:04:11

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717
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Form ID: 140353 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 - 1D :140353

Report #:

21961

Report Status:
Closed

Date of Final Report:
08/09/2010

Date Completed:
29/09/2010

Source of Report:
Sponsor

Clinical Event Information:

Implant date: Not known
Explant date:

Records Management #:

Sponsor's Reported Category:

Date of Initial TGA Action:
17/09/2010

Operator at Time of Event:

If 'Other’ Source Selected:

Reporter's Reference #:
206372
Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Type of Initial Action:

For IRIS Meeting

Cup was implanted_
decided to revise. Upon removal of the cup, there was no appearance of ongrowth.

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

in Canada, patient reported feeling pain for last 1.5 years. A bone scan confirmed that the cup was loose, and the surgeon

It is not possible to confirm the reported event nor to determine a root cause with the limited information provided. No items associated with the event
were returned to Stryker Orthopaedics, and the device details, such as catalog and lot numbers, were not available. No further investigation is possible at
this time. Further information such as return of the explanted devices, device details, pre- and post-operative reports and X-rays from both primary and
revision surgeries as well as patient history and follow-up notes would be helpful in conducting a full investigation into the reported event. If additional
information becomes available, this investigation will be reopened.

Investigations have previously been conducted on individual product complaints which reported loosening, or poor fixation of Trident Hemispherical and
Peripheral Self Locking (PSL) shells. Stryker Orthopaedics conducted an investigation to evaluate reports of shell loosening involving Trident Hemispherical
and PSL acetabular shells. The analysis conducted as part of this investigation determined the root cause of reports of Trident Shell loosening was failure to
achieve initial biological fixation due to inadequate execution of the recommended surgical technique. Specifically, some surgeons were not adequately
executing the correct reaming technique required for the preparation of the acetabulum.

(see diary).
Contact:

Alternative Person Phone:

Sex:

Alternative Person Title:

Alternative Person Fax:

Weight:

Alternative Person First Name:

Age:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Surname:

Document 23

Form Date: 17/09/2010
SIGNED

1



18/06/2025, 14:40

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Regulatory Affairs Officer
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:

Title:

Position:

Address 1:

Postcode:

Reporter #:
First Name:
Address 2:
Postcode:

2065

Email:

EEER o

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

Form ID: 140353 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:
Company/Institution:
Town/Suburb:

Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:
NSW
Fax:

(02) 9467 1010

Initial Reporter Confidential:

State:

Mobile:

Document 23



18/06/2025, 14:40

Email:

Product Exempt:
No
Therapeutic Licence Type:

Medical Device

GMDN Text:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, acetabular component

Initial Device Description:
Trident - (mfr ref: 206372)
Usage of Device:

Model #:

Not known

Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Email:

Contact Title:

Software Version:

Serial #:

Not known

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

Contact First Name:

Form ID: 140353 - Domain: Production - Template: DIR

Search Device ARTG:

152396

Device Class:

Class 111

Brand Name:

Batch #:

Not known

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

152396
GMDN Code:

35661

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Document 23
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18/06/2025, 14:40

Supplier Name:
Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:

No
Potential Effect:

Serious Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No
Actual Effect:

Serious Injury

Risk Severity:

Name:

Stryker Australia Pty Ltd
Address 1:

PO Box 970
Postcode:

1570

Form ID: 140353 - Domain: Production - Template: DIR

Address 1:

Postcode:

Contact First Name:

Reusable:

No
Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Address 2:

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:

ARTARMON

Fax:

02 9467 1010

Exclude report from DIRE:

Document 23

417



18/06/2025, 14:40 Form ID: 140353 - Domain: Production - Template: DIR

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:
Countries Similar Events Also Occurred:

Additional Comments:

Diary Entry:* - Stryker Orthopaedics has implemented preventative actions to reduce the likelihood of Trident Shell Loosening. Stryker
Orthopaedics created and released separate and distinct surgical techniques, one for the Trident PSL Shell and one for the Trident Hemispherical Shell in
order to further clarify the different reaming techniques recommended to achieve initial fixation. As the root cause of this particular event could not be
determined based on the limited information provided, no further corrective/ preventative action is planned at this time. Product surveillance will continue to
monitor for trends.

Similar events: 0.018%.

Report sourced from sponsor.

Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Received Sponsor's Response Investigator's Notes

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Document 23
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18/06/2025, 14:40 Form ID: 140353 - Domain: Production - Template: DIR

Date Response Document 23
Expected
Completion Notification 29/09/2010 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC21961.DOC
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Not product related
Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

30334 DIR-REQ Closed theta IRIS Coordinator 29/09/2010 Normal 0

theta - Theta Technologies

29/09/2010 00:00:00

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7



18/06/2025, 14:40 Form ID: 140353 - Domain: Production - Template: DIR

Document 23
Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 17/09/2010 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 717
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Form ID: 138802 - Domain: Production - Template: DIR

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:2 - 1D :138802

Report #: Records Management #:
20378 2010/006922

Report Status: Sponsor's Reported Category:
Closed

Date of Final Report: Date of Initial TGA Action:
04/11/2009 06/11/2009

Date Completed: Operator at Time of Event:
27/11/2009
Source of Report: If 'Other’ Source Selected:
Sponsor

Clinical Event Information:

Implant Date:
Explant Date:

Reporter's Reference #:
146812

Date of Adverse Event:

Reviewed by DIRE:

If 'Other’ Operator Selected:

Type of Initial Action:

For IRIS Meeting

Report Type:
Final

Date of Initial Report:

Date Response Received:

Reporter Confidentiality:

No

Patient experienced a sense of impingement in groin- post op. but he returned to vigorous exercise.- post op x-ray showed signs of

loosening. No revision surgery at this time.

The items were not returned to the manufacturer for investigation as they remain implanted at this stage. Investigations have been conducted on individual
product complaints which reported loosening, or poor fixation of Trident Hemispherical and Peripheral Self Locking (PSL) shells. Stryker has received some
reports of shell loosening involving Trident Hemispherical and PSL acetabular shells. The number of reported cases has a low incidence rate over the number
of sales. Over 500,000 Trident Acetabular Shells have been implanted worldwide to date, with an incidence rate of 0.020% reported for shell loosening. In
addition, these incidents have been reported by a small fraction of the number of institutions currently implanting these shells. The fact that a large number
of the PERs are among a very small number of users demonstrates the underlying root cause is related to surgical technique rather than the device itself.

Patient outcome: N/K.
Similar events: 0.02%.

Report sourced from sponsor.

Contact: Alternative Person Title:

Alternative Person Phone: Alternative Person Fax:

Sex: Weight:

Alternative Person First Name:

Age:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Alternative Person Surname:

Document 24

Form Date: 06/11/2009
SIGNED

1/6



18/06/2025, 14:41

Patient Focused Corrective Action Taken:

Patient History:

Patient Outcome/Consequences:

Other Devices Involved:

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Regulatory Affairs Officer
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

Search Reporter By Surname:

Title:

Position:

Address 1:

Postcode:

Reporter #:
First Name:
Address 2:
Postcode:

2065

Email:

EEER o

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Phone:

Form ID: 138802 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker Australia
Town/Suburb:

St Leonards

Phone:

Surname:
Company/Institution:
Town/Suburb:

Fax:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

State:
NSW
Fax:

(02) 9467 1010

Initial Reporter Confidential:

State:

Mobile:

Document 24

2/6



18/06/2025, 14:41

Email:

Product Exempt:
No
Therapeutic Licence Type:

Medical Device

GMDN Text:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, acetabular component

Initial Device Description:
Trident - (mfr ref: 146812)
Usage of Device:

Model #:

PSL HA Solid Back
Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Email:

Contact Title:

Software Version:

Serial #:

22481201

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Phone:

Contact First Name:

Form ID: 138802 - Domain: Production - Template: DIR

Search Device ARTG:

152396

Device Class:

Class 111

Brand Name:

Batch #:

Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

Fax:

Manufacturer Informed:

Yes

Contact Surname:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Device ARTG #:

152396
GMDN Code:

35661

Lot #:

Date of Explant:

Access Contact Surname:

Address 1:

Country:

Date Aware of Adverse Event:

Document 24
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18/06/2025, 14:41

Supplier Name:
Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:

Sample Received:

No
Potential Effect:

Serious Injury

Risk Frequency:

Search Sponsors:

St
Attention To:

State:

NSW

Email:

-@stryker.com

Device Analysis Results:

State:

Email:

Contact Title:

Contact Fax:

Assessed By:

Sterile:

No
Actual Effect:

Temporary Injury
Risk Severity:

Name:

Stryker Australia Pty Ltd
Address 1:

PO Box 970
Postcode:

1570

Form ID: 138802 - Domain: Production - Template: DIR

Address 1:

Postcode:

Contact First Name:

Reusable:

No
Injured Party:
Patient

Risk Detectability:

Address 2:

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=-63697937

Address 2:

Phone:

Supplier Informed:

Contact Surname:

Single Use:

Classification:

Routine

Client #:

1251
Town/Suburb:

ARTARMON

Fax:

(02) 9467 1010

Exclude report from DIRE:

Document 24
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18/06/2025, 14:41 Form ID: 138802 - Domain: Production - Template: DIR

Corrective/Preventative Actions: Document 24

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Search Device ARTG Device ARTG No Product Name Serial #
DIR # Brand Name Reporter First Name Reporter Surname Company/Institution
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Type Date Sent Date Response Date Received Sponsor's Response Investigator's Notes
Expected
Completion Notification 27/11/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20378.DOC

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/6



18/06/2025, 14:41 Form ID: 138802 - Domain: Production - Template: DIR

Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Mechanical
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected

Not product related

Outcome of Investigation If Additional Outcome Detail Requested

Not investigated

Recall Number:

Investigation Summary:

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of occurrence and may re-open the file as appropriate.

28783 DIR-REQ Closed theta IRIS Coordinator 28/05/2010 Normal

theta - Theta Technologies
28/05/2010 00:00:00

Automatically signed off closed DIR forms as part of data
migration

Created By Theta Technologies - 06/11/2009

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937

Document 24

Template Revision Released by Theta Technologies on 26/06/1985 21:02:22
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Date: 28/09/2009
Printed By:

DIR /20096

Therapeutic Goods Administration Page:
Device Incident Reports Document YRCFrint]

Full Details Report

Accolade TMZF 127? HA Hip Stem - Prosthesis, internal, joint, hip, femoral
component/Howmedica Osteonics Corporation

Exempt/Not on Artg:
Syst/Artg No

Ecri Code:
Device:

Model No:

Manufacturer:

Sponsor:

N
ARTG / 145594
35666 Prosthesis, internal, joint, hip, femoral component
Accolade - (mfr ref: 146637)
Batch No: Serial No: 18006102

Howmedica Osteonics Corporation 9211
USA

Stryker Australia Pty Ltd 1251
PO Box 970
ARTARMON NSW 1570 AU

Contact: _ phone: (RIS Fax: (02) 9467 1010

Reporter Details:
Position:

Institution:

Phone:

Incident Description:

Date Received:
Date Entered:

Date Completed:

Confidential: No

Regulatory Affairs Officer
Stryker Australia

8 Herbert Street

St Leonards NSW 2065 AUST

Implant Date: F
Explant Date: N/K.
Loose Stem. Patient had stem revised due to infection.

No analysis of device was performed as it was not returned to the manufacturer for
investigation.

A review of the provided x-rays by a clinician concluded "The stem has a 3 to 5 millimetre
radiolucency in Gruen Zone I, I, VI and VII with a distal bony pedestal suggestive of end
bearing. There is also a suggestion of subsidence consistent with loosening,.

If, as stated, the revision was for "septic loosening' of the stem no prosthetic manufacture,
design or material factors are involved in this clinical complication.

Similar events: None.

Report sourced from sponsor.
07/09/2009
09/09/2009
28/09/2009



Date:  28/09/2009 Therapeutic Goods Administration "ag;=i
P B . .
primieciy Device Incident Reports pocument 2811
Full Details Report
DIR /20096 Accolade TMZF 127? HA Hip Stem - Prosthesis, internal, joint, hip, femoral
component/Howmedica Osteonics Corporation
Date Closed: 28/09/2009

Associated Files:

S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20096.DOC

Device Type - Sterile:

- Reusable:

Sample Received:

Classification:
Potential Outcome:

Actual Outcome:
Injured Party:
Reporter Category:

Type of Incident:

Cause of Incident:

Investigation Result:

Recommendation:

Investigator Name:

N

N

N

Routine
Temporary Injury
Temporary Injury
Patient

Other - Sponsor

Mechanical
Not Device Related

Not Investigated

No further investigation will occur at this time, however the TGA will continue to monitor
the rate and pattern of occurrence and may re-open the file as appropriate.

_ 09/09/2009

wdkdd End Of DIR/ 20096 ***%*



Document 25

Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Australian Medical Device
Incident Report Investigation Scheme

Stryker Australia Pty Ltd
PO Box 970
ARTARMON NSW 1570

DEVICE INCIDENT REPORT DIR 20096 - Accolade TMZF 127? HA Hip Stem -
Prosthesis, internal, joint, hip, femoral component/Howmedica Osteonics Corporation

We have now completed our evaluation of the incident reported to the Therapeutic Goods
Administration concerning the above device.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
complete with closing recommendations is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme.

Should you have any further queries concerning this report please do not hesitate to contact
i horé f Caneers o (RN

Yours sincerely

Incident Report and Investigation Scheme
Market Vigilance and Monitoring Section
Therapeutic Goods Administration

28/09/2009 AN G

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8695 Facsimile: 02 6232 8555 ABN 40 939 406 804



IRIS Program DIRE Committee Results Document 25

DIR #: 15 File No:

Device Name: ' [ O File Location:
Classification: Urgent: []Expedite: [ | Routine: [] NotInvestigated: [}
Resolution: Investigate I e e

Information Only [] Await sponsor response and review [_|
Attendees: AECS []  MDAS [[] LABS []  CLINICAL [ MVMS []
Investigator: Competitor report (o not sendtetiers) [_|
Letters: Yes [ ] No []
Is the sample going to be tested by Lab staff? Yes [] No [7]
Name of person testing the sample:
Special Instructions on Letters: (to be completed by [ )

(Please provide any additional questions for letters and tick in the brackets if you require any of the information below)

Sample of product ( ) - if requesting samples please tick above if they will be tested by Lab staff or not.

Product Specifications ( )

Descriptive product promotional documentation ( )

Instructions for use, as supplied with the device ( )

Device Packaging with printed instructions ( )

Operator's manual ( )

Technical Service Manual ( )

Clinical training manual in printed or video form ( )

In-house training documentation ( )

Evidence of compliance with the Essential Principles ( )

A summary of risk management activities performed by the manufacturer for the device, e.g. Risk
Management Report required by Clause 8 of ISO 14971:2000 ( )

DIRE Committee comments for the investigator or rationale for not investigating:

Path and Filename: s:\CO\TGA\TDB\Market Vigilance and Monigorine Unin\IRIS\Templates\DIRE Committee Results v4 23 Oct 2008.doc
Version: 4 Last Edited by: Date: 12/11/2008
0



IRIS Program DIRE Committee Results Dgeument 25

Causeof Incident ~ Resultof Investigation
] Biocompatibility [J Bulletin Anicle

O Component Failure O Company Warned

[ contamination O Compliance Testing
] Design [J No Further Action

O Diagnostic Inaccuracy Q/Not Investigated

[] Electrical L] Other

] Inadequate Instructions [] Problem Not Confirmed
] Labelling [ Product Improvement
[J Maintenance [ Recall / Hazard Alert
[J Manufacture [J Referto ADRAC

[ Material / Formulation Deficiency [ Refer to GMP

[0 Mechanical [ Refer to Surveillance
O ot Applicable - ADR Ol Safety Alert

B)N'ot Device Related [J User Education

[ other

] Packaging / Sterility
| Quality Assurance
[] Unknown

[0 wear / Deterioration

Recommendation (please circle the appropriate recommendation):

¢

o

3.

>

The cause of this problem has not been conclusively determined; however the low level of occurrence is not
currently cause for concern.

No further investigation will occur at this time, however the TGA will continue to monitor the rate and pattern of
occurrence and may re-open the file as appropriate.

Available frequency and severity data do not indicate further investigation is appropriate at this time. The TGA
will continue to monitor for similar incidents and may re-open the file if appropriate.

This product is not a therapeutic device within the meaning of the Therapeutic Goods Act 1989. This report will
not be investigated.

The framework for the regulation of disinfectants and sterilants is not fully implemented. Sponsors have until
October 1998 to fully comply with labelling requirement.

This report is entered for the record, and is not investigated at this time. The incidence of failure with this device
is reviewed regularly for changes in trending or significant failure modes.

The information is entered for the record. This report is not being investigated at this time.

Other recommendations:

Form completed by: -

Path and Filename: s:\CO\TGA\TDBMarket Vigilance and MonWlS\Templates\DlRE Committee Results v4 23 Oct 2008 .doc
0

Version: 4 Last Edited by:

Date: 12/11/2008



Last revised: December 2008

Australian Government Form # MDIR03, for use by medical device spoasors /
Department of Health and Ageing focturers, or authorised representatives for mandalory Mfr report#* | 146B9FuMeNt 25
Therapeutic Goods Administration reportng. For voluntary user reporfing please use Form # UDIR03

TGADR ¢#

In.w: Medical Device Incident Report Investigation Scheme

TINISL

Report Type (select oe) Name
Inial [J Follow-Up [ Final [ Trend [J|| Address
e a—
SPbicHIth Threat []  Death/Serious Injury []  Other [J|| Tel
A) Date of this report (dd-mm-yyyy) 07/09/2009 E-mail n/a
B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy) - .
D) Date of next report (max 30 days fromA) | n/a Generic Device Information
. eret T : ng This Re Device ARTG#* | 145594

GMDN Code 35666
GMDN Code Text (eg catheters, central venous, peripherally inserted)

Fax | nfa

Contact name at site of event

Company Stryker Australia

b SO [ i Prosthesis, intemal, joint, hip, femoral component

Specific Device Information
Fax | 02 9467 1010 BiaidNama® Accolads
R @' er.com Model # * ACCOLADE (127 DEG)

::iesn:g’y)o c:f1 ‘a;llla‘ztzasroRg‘l:'Iatory Authorities, Notified Bodies, etc., where Catalogue # 6021-0335

none Ser. or Lot#s 18006102
Mfr. Name* Howmedica Osteonics Corporation
Contact Name * -

[ Ciinical Event intormation Simm | -~

St. Leonards, NSW, 2065
Description of event or problem

. on of event or prob o | R Fax | 029467 1010

Ifthe device is an implantable device indicate both implant and explant dates below

Implant Date: Explant Date: | n/k E-mail * I sty com
Loose Stem. Patient had stem revised due to infection. ARTGMfr #* | 9208
Operator of D Time of Event (select one

HCProfnal [X] OtherCaregiver [] Patient (] NA [

E @ E ﬂ V E Usage of Device”

-7 SEP 2009

Single Use Reuse of Single Use  []
Reuse of Reusable [} Re-serviced/Refurbished []

Device Disposition/Current Location *

S p—— Implanted




.__aufacturers Device Analysis Results

(Specify, forthis event, details of investigation methods, results, and conclusions)

No analysis of device was performed as it was not returned to the
manufacturer for investigation.

A review of the provided x-rays by a clinician concluded "The stem has
a 3 to 5 millimetre radiolucency in Gruen Zone |, II, VI and VIl with a
distal bony pedestal suggestive of end bearing. Thereisalsoa
suggestion of subsidence consistent with loosening.

If, as stated, the revision was for "septic loosening" of the stem no
prosthetic manufacture, design or material factors are involved in this
clinical complication.

Remedial Action/Corrective Action/Preventive Action

(Specify iffiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

No corrective action is planned at this ime. Product Surveillance will
continue to monitor for trends

Age (yrs, mths)

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:
N/A

Patient history (co-morbidities & medication):
N/A

* Patient outcome:
nlk

* List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

621-10-32E TRIDENT 10? CROSSFIRE INSERT 32 mm ID

540-11-52E TRIDENT PSL HA SOLID BACK 52mm
6565-0-232 ALUMINA V40-FEMORAL HEAD 32MM, +4MM NK

Mfr/Sponsor aware of other similar events? (*number or *rate)

None

Countries where these similar adverse events occurred:

None

Additional Comments

N/A

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax.  +61(0) 2 6232 8555

By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




Document 25

To <iris@tga.gov.au>

ker.com>
7 becc

Subject IRIS Final Reports PER#s 146633, 146637

07/09/2009 12:41 PM

FULL HEADER

DOCUMENT NOT YET CLASSIFIED

To Whom It May Concern:

Please find attached final IRIS reports for incidents reported at (EENSESEEE -~ SR

Kind Regards,

a!! !oor!mator

Stryker South Pacific-Head Office
8 Herbert Street

St. Leonards NSW Australia

Ph:
Fax: + 0

Please consider the environment before printing this email

khkkhkhhkhkkhkdhhhhkhkdhhhhkdhhbhkhkdrhkhbkhkhkrdhhhkkhkdhhdhhbkhkhbdhhhrhdrhkhbhhkxrhkhkhkhbrxkkhdhhkhhhd
Ahkkhkdhhkhkhkhkhkhkhkdhkhkhkhdhkhhkhkdbhhbhhkrhhhkdddhhdhhbhhdhkhbhkhhkdrhhkhhkdrhhkhhkdhhkkhdkhiid
Kk ok kkkkkhk Kk

This email and any attachments may contain confidential or
privileged information intended solely for the use of the
intended recipient. If you are not the intended recipient, you
must not copy, distribute disclose or use any of the information
contained within. Confidentiality and privilege are not waived
or lost by reason of mistaken delivery to you. If you have
received this communication in error, please notify us by reply
e-mail and immediately and permanently delete this message and
any attachments. It is your responsibility to scan this message
and any attachments for computer viruses or other defects.

Thank you.

IRIS Final Report PER 146637 07 03 2009.doc RIS Final Report PER 146633 07 09 2009.doc

DOCUMENT NOT YET CLASSIFIED



Last revised: Uecember 2008

*
Australian Government Form # MDIR03, for use by medical device sponsors /
Department of Health and Ageing manufacturers, or authorised representatives for mandatory Mfr report#* | 146B3%.ment 25
Therapeutic Goods Administration reporting. For voluntary user reporting please use Form # UDIR03
TGADR #

Ikio: Medical Device Incident Report Investigation Scheme

Report Type (select one) Name
Inital [ Follow-Up [X Final [ Trend []|| Address

Report Category
SPbicHIth Threat []  Death/Serious Injury [] Other [X]

Tel Fax | n/a

A) Date of this report (dd-mm-yyyy) 03/09/2009 E-mail n/a

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy) 1

D) Date of next report (max 30 days fromA) | 01/10/2009 Generic Device Information
Person (authorised representative) Submitting This Report Device ARTG#* | 152396

Name s22 ] GMDN Code 35661

Company Stryker Australia
Address 8 Herbert St
St. Leonards, NSW, 2065

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

rel. | gl e BrandName*® | TRIDENT
i 22 Model #* TRIDENT PSL HA SOLID BACK 52mm
Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent. Catalogue # 540-11-52E
none Ser. or Lot #'s 18310301

Mfr. Name* Stryker Orthopaedics (Cork)

Contact Name * -

1| Address * 8 Herbert St.

St. Leonards, NSW, 2065
0 tevent or pr Tel* _ Fax | 029467 1010
If the device is an implantable device indicate both implant and explant dates below
Implant Date: _:] Explant Date: | E-mail * -@stryker.oom
Loose Stem. Patient had stem revised due to infection. ARTG Mfr. #* | 40670

Operator of Device at Time of Event (select one)
HCProfnal [X] OtherCaregiver [] Patent [ NA [

Usage of Device"

ECEIVE

3 SEP 2009

SingleUse [X Reuse of SingleUse [
Reuse of Reusable [] Re-serviced/Refurbished [

Device Disposition/Current Location *

Implanted




Manufacturers Device Analysis Results

(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's Invesitgation

Age (yrs, mths) Wt. (kg)

Patient Focused Resolution of Events and omes

Corrective action taken relevant to the care of the patient:
N/A

Patient history (co-morbidities & medication):

N/A

* Patient outcome:

Further details to be confirmed

Remedial Action/Corri e Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Manufacturer was notified and awaiting investigation to be finalised
before any further action is planned.

* List of other devices involved in the event:
if other implants involved — list brand, model & ARTG #

621-10-32E TRIDENT 10?7 CROSSFIRE INSERT 32 mm ID
6021-0335 ACCOLADE (127 DEG)
6565-0-232 ALUMINA V40-FEMORAL HEAD 32MM, +4MM NK

Mfr/Sponsor aware of other similar events? (*number or *rate)

To be confirmed

Countries where these similar adverse events occurred:

To be confirmed

Additional Comments

N/A

Submitting ﬂ_j"is [gl"p_' ort:

By mail:  ReplyPaid 100
IRIS : Medical Device. Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax:  +61(0) 26232 8555 e |
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




Document 25

To <iris@tga.gov.au>

bce
Subject IRIS Follow-up Reports PER#s 146633, 146637, 146812

03/09/2009 10:29 AM

FULL HEADER

DOCUMENT NOT YET CLASSIFIED

To Whom It May Concern:

Please find attached follow up IRIS reports for incidents reported at m “
I # Please note thers has 0! BESN Sy CTANGE 10 1
status of these reports as we are awaiting the results of the manufacturer’s investigations.

Kind Regards,

!!!! !oor!mator

Stryker South Pacific-Head Office
8 Herbert Street

St. Leonards NSW Australia

Ph:
0

Email: stryker.com

Please consider the environment before printing this email

Axhkkhkkhkhkdhhkhhhhkhhkhkhkdrhkhhhdthbhkhkhkdrhhhkhkdhhhhdbdbhhkhhdhdkhhbrhbhbkhkhkdrhhrhohkhhrhhkhkk*x
hAhkhkhkhkdhhkhkhkrkhhkhkhkrxhkhhkhrhbhkhkhkdrhkhkhbhkdrhhhkhbhhbhkhkhdhbhbhkhkhbhkhkhkhhkdhb ik kdhxhkdkdx
% K kK ok ok ok ok

This email and any attachments may contain confidential or
privileged information intended solely for the use of the
intended recipient. If you are not the intended recipient, you
must not copy, distribute disclose or use any of the information
contained within. Confidentiality and privilege are not waived
or lost by reason of mistaken delivery to you. If you have
received this communication in error, please notify us by reply
e-mail and immediately and permanently delete this message and
any attachments. It is your responsibility to scan this message
and any attachments for computer viruses or other dcfects.

Thank you.

) =

IRIS Follow Up Report PER 146633 03 09 2009.doc IRIS Foliow Up Report PER 146637 03 03 2009.doc

i

IRIS Foliow Up Report PER 146812 03 09 200S.doc

DOCUMENT NOT YET CLASSIFIED



Last revised: December 2008

s
Australian Government Form # MDIR03, for use by medical device sponsors /
Department of Health and Ageing manufacturers, or authorised representatives for mandatory Mfrreport#* | 14663b0cument 25
Therapeutic Goods Administration reporting. For voluntary user reporting pease use Form # UDIRD3
TGADIR #

IRIS: Medical Device Incident Report Investigation Scheme

I Administrative Informa | M
Report Type (select one) Name
Inifial ] Follow-Up [X Fina [ Trend []|| Address

Report Category
SPbicHIth Threat []  Death/Serious Injury [J  Other [X]|| Tel

n/a

A) Date of this report (dd-mm-yyyy) 07/08/2009 E-mail

B) Date of adverse event (dd-mm-yyyy) Contact name at site of event

C) Date mfr aware (dd-mm-yyyy) Device Information Primary D
D) Date of next report (max 30 days from A) | 05/09/2009 Generic Device Information

Person (authorised representative) Submitting This Report Device ARTG#* | 152396

Name e GMDN Code | 35661

Company Stryker Australia
Address 8 Herbert St
St. Leonards, NSW, 2065

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, intemal, joint, hip, acetabular component

Specific Device Information

. | ol (e U BrandName* | TRIDENT
enal | (atyicon Model # * TRIDENT PSL HA SOLID BACK 52mm
Itggnrtg :rft :Illac;ﬂ;?sroi'\’seegnlﬂatory Authorities, Notified Bodies, etc., where Catalogue # I
none Ser. or Lot #'s 18310301
Mfr. Name* Stryker Orthopaedics (Cork)
ContactName * | (ECIEN
|| Address * 8 Herbert St.

St. Leonards, NSW, 2065

Uescription of event or problem
Description of eventor problem - Tel* | 029467 1219 Fax | 02 9467 1010
Ifthe device is an.ii vice indicate both implant and explant dates below
Implant Date: % Explant Date: l E-mail * -@stryker.oom
Loose Stem. Patient had stem revised due to infection. ARTGMfr. #* | 40670
i ime of Even n

HC Profnal OtherCaregver [] Patient [J] NA [

ECEIVIE Usage of Device"
- Single Use  [X] Reuse of Single Use  []

7 AUG 2009 Reuse of Reusable || Re-serviced/Refurbished [

Device Disposition/Current Location *

Implanted




Manufacturers Device Analysis Results

(Specify, for this event, detalls of investigation methods, results, and conclusions)

Pending Manufacturer's Invesitgation

Age (yrs, mths) M/F Wt. (kg)

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:
N/A

Patient history (co-morbidities & medication):
N/A

* Patient outcome:

Further details to be confirmed

Remedial ve A ventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans,)

Manufacturer was notified and awaiting investigation to be finalised
before any further action is planned.

* List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

621-10-32E TRIDENT 10? CROSSFIRE INSERT 32 mm ID
6021-0335 ACCOLADE (127 DEG)
6565-0-232 ALUMINA V40-FEMORAL HEAD 32MM, +4MM NK

Mfr/Sponsor aware of other similar events? (*number or *rate)

To be confirmed

Countries where these similar adverse events occurred:
To be confirmed

Additional Comments

N/A

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax:  +61(0) 2 6232 8555
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




Document 25

To <iris@tga.gov.au>

bcc

Subject IRIS Follow-up Reports PER#s 146628, 146633, 146634, 146637, 1

07/08/2009 10:00 AM

FULL HEADER

DOCUMENT NOT YET CLASSIFIED

To Whom It May Concern:

Please find attached follow up IRIS reports for incidents reported atm,*
I ﬁ Please ot there hes ot DESN Sy ChaNGe o 1

status of these reporis as we are awaiting the results of the manufacturer's investigations.

Kind Regards,

M!! !oor!lnator

Stryker South Pacific-Head Office
8 Herbert Street

St. Leonards NSW Australia

Ph:

Fax: + 0

Email: (RN @s'ryker.com

Please consider the environment before printing this email

hAhkkhdhkhhkhkhdhhhhkhbhkkhkhkhkhhbhkhkdhkhkdhhhhbhkhhhkhrhhkhbhbdrhhhhdrdrhhbhkdhbhbhkhdhd bk khk
hkhkkhkrkhkhkhkkhdrhhhhkdhkhhhkhhhhhkhhhdhhhhkhbrxhhhkhkrhkhhhdbhhhkhbdrhbbhkhkdrhkhbhhkdhkbhhkkhk
* ok Kk ok kK k ok

This email and any attachments may contain confidential or
privileged information intended solely for the use of the
intended recipient. If you are not the intended recipient, you
must not copy, distribute disclose or use any of the information
contained within, Confidentiality and privilege are not waived
or lost by reason of mistaken delivery to you. If you have
received this communication in error, please notify us by reply
e-mail and immediately and permanently delete this message and
any attachments. It is your responsibility to scan this message
and any attachments for computer viruses or other defects.

Thank you.

IRIS Follow Up Report PER 146812 07082009 .doc IRIS Follow Up Report PER 146628 07082008 doc

) )
IRIS Follow Up Report PER 146633 07082003.doc IRIS Follow Up Report PER 146634 07082009 .doc
IRIS Follow Up Report PER 146637 07082003.doc

DOCUMENT NOT YET CLASSIFIED



Last revised: December 2008

B
Australian Government Form # MDIR03, for use by medical device sponsors / T ToE
oo™ Department of Health and Ageing manufacturers, or authorised representatives for mandatory Mfr report #* 146%
Therapentic Goads Administration reporting. For voluntary user reporting please use Form # UDIR03
TGADR #

IRIS: Medical Device Incident Report Investigation Scheme

I- Administrative Information “vanseory || IlI- Healthcare Facility Information *wvandatory
Report Type (select one) Name
Inial  [] Follow-Up Final [ Trend []|| Address

Report Category
SPblcHith Threat [ DeathSerious Injry [ Other [ || Tel - Fax | n/a
A) Date of this report (dd-mm-yyyy) 10/07/2009 E-mail n/a

B) Date of adverse event (dd-mm-yyyy) Contact name at site of event

Fr A R N AV okl gy
| IV- Device Information Primary Device
Generic Device Information
Person (authorised representative) Submitting This Report Device ARTG#* | 1523%

Name Z GMDN Code | 35661

Company Stryker Australia
Address 8 Herbert St
St. Leonards, NSW, 2065

C) Date mfr aware (dd-mm-yyyy)

D) Date of next report (max 30 days fromA) | 08/08/2009

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

Tel. | Fax | 02 9467 1010 g A
=l ‘ -@swker'com Model # * TRIDENT PSL HA SOLID BACK 52mm
:giesnrtg; (;); 3L<;tglesroR;%t:fatory Authorities, Notified Bodies, etfc., where Catalogue # 540-11-50F
none Ser. or Lot#'s 18310301
Mfr. Name* Stryker Orthopaedics (Cork)
Contact Name * -
11- Clinical Event Information “wuwy |
e Sl 1. Leonards, NSW, 2065
sleh::g:ct:sn a::me‘ll:::b:r(:::: ilre)dr':ate both implant and explant dates below Ly - BaC| 2SI 010
Implant Date: _: Explant Date: | E-mail * s 1y er.com
Loose Stem. Patient had stem revised due to infection ARTG Mfr. #* | 40670

Operator of Device at Time of Event (select one)

HCProfnal [X] OtherCaregiver [] Patient [ NA [J

Usage of Device"
Single Use [X] Reuse of Single Use [
Reuse of Reusable [] Re-serviced/Refurbished []

Device Disposition/Current Location *

Implanted




.ufacturers Device Analysis Results

(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's Invesitgation

Age (yrs, mths)

Patient Focused Resolution of Events and Qutcomes

Corrective action taken relevant to the care of the patient;
N/A

Patient history (co-morbidities & medication):
N/A

* Patient outcome:

Further details to be confimed

Remedial Actio Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Manufacturer was notified and awaiting investigation to be finalised
before any further action is planned.

* List of other devices involved in the event:
if other implants involved — ist brand, model & ARTG #

621-10-32E TRIDENT 10? CROSSFIRE INSERT 32 mm ID
6021-0335 ACCOLADE (127 DEG)
6565-0-232 ALUMINA V40-FEMORAL HEAD 32MM, +4MM NK

Mfr/Sponsor aware of other similar events? (*number or *rate)

To be confirmed

Countries where these similar adverse events occurred:
To be confirmed

Additional Comments

N/A

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax:  +61(0) 2 6232 8555
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




Document 25

To <iris@tga.gov.au>
il - A - <> R <

@st Subject IRIS Follow-up Reports PER#s 146628, 146633, 146634, 146637, 146812

ryker.com

09/07/2009 04:13
PM

FULL HEADER

DOCUMENT NOT YET CLASSIFIED

To Whom It May Concern:

Please find attached follow up IRIS reports for incidents reported at H, *
H. and # Please note there has not been any change to the
status of these reporis as we are awaiting the results of the manufacturer’s investigations.

Kind Regards,

!!!! !oor!mator

Stryker South Pacific-Head Office
8 Herbert Street
St. Leonards NSW Australia

Ph:

0

Email: stryker.com

Please consider the environment before printing this email

khkdhhkdrhhkhkhkd bk hhbhbhbhdhbhkbdhhbbhbdbdbhbhbhbhbdhhbhbhdhhkhhkdhhdhhkdhdhhhdhhkhkdhkdhkhkhhdkkih
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e e ke e o ke ke ok

This email and any attachments may contain confidential or
privileged information intended solely for the use of the
intended recipient. If you are not the intended recipient, you
must not copy, distribute disclose or use any of the information
contained within. Confidentiality and privilege are not waived
or lost by reason of mistaken delivery to you. If you have
received this communication in error, please notify us by reply
e-mail and immediately and permanently delete this message and
any attachments. It is your responsibility to scan this message
and any attachments for computer viruses or other defects.

Thank you.

= = =

IRIS Follow Up Report 3 PER 146634.doc IRIS Follow Up Report 3 PER 146628.doc IRIS Follow Up Report 3 PER 146633.doc

IRIS Follow Up Report 3 PER 146637.doc IRIS Follow Up Report 3 PER 146812.doc

DOCUMENT NOT YET CLASSIFIED



»
& Australian Government Form # MDIR03, for use by medical device sponsors / Becument 75
et =* Department of Health and Ageing manufacturers, or authorised representatives for mandatory Mfr report # * | 14663
Therapeutic Goods Administration reporting. For voluntary user reporting please use Form # UDIR03
TGADIR #

IRIS: Medical Device Incident Report Investigation Scheme

Last revised: December 2008

I- Administrative Information *vandatory

I1I- Healthcare Facility Information *mandatory

B) Date of adverse event (dd-mm-yyyy)

Report Type (select one) Name
Initial [] Follow-Up [ Final [ Trend []|| Address
Report Category
SPolcHIth Threat []  Death/Serious Injury [J  Other [x]|| Tel s22 | Fax | n/a
A) Date of this report (dd-mm-yyyy) 11/06/2009 E-mail n/a

Contact name at site of event

B

C) Date mfr aware (dd-mm-yyyy)

10/07/2008

D) Date of next report (max 30 days from A)

IV- Device Information Primary Device *Mandatory

Generic Device Information

Person (authorised representative) Submitting This Report

Company Stryker Australia
Address 8 Herbert St

St. Leonards, NSW, 2065

Device ARTG#* | 152396

GMDN Code

35661

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

Tel. Fax | 029467 1010

E-malil

’ -@stryker.oom

Identity of all other Regulatory Authorities, Notified Bodies, elfc., where
this report was also sent.

none

'1I- Clinical Event Information *wandatory

Brand Name * TRIDENT

Model # * TRIDENT PSL HA SOLID BACK 52mm
Catalogue # 540-11-52E

Ser. or Lot #'s 18310301

Mfr. Name* Stryker Orthopaedics (Cork)

Contact Name * -

Address * 8 Herbert St.

Description of event or problem
If the device is an implantable device indicate both implant and explant dates below

St. Leonards, NSW, 2065

Implant Date: Explant Date:

Loose Stem. Patient ha! stem revised due to infection.

ECEIVE

e | N Fax | 029467 1010
E-mail * -@stryker.com
ARTG Mfr.#* | 40670
Operator of Device at Time of Event (select one)
HCProfnal [X] OtherCaregiver [] Patient [] NA []
Usage of Device”
Single Use  [X] Reuse of Single Use  [_]
Reuse of Reusable [ ] Re-serviced/Refurbished []

Device Disposition/Current Location *

Implanted




**- Results of Mfr's Investigation *wsndstory

manufacturers Device Analysis Results
(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's Invesitgation

n 3 : Document 25
- P n nation " Mandatory as marked below
VI- Patient Information *wand arked belo

Age (yrs, mths) MIF Wi, (kg)

Paﬁgnt Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:
N/A

Patient history (co-morbidities & medication):

N/A

* Patient outcome:

Further details o be confirmed

Remedial Action/Corrective Action/Preventive Action

(Specify iffwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Manufacturer was notified and awaiting investigation to be finalised
before any further action is planned.

* List of other devices involved in the event:
if other implants involved ~ list brand, model & ARTG #

621-10-32E TRIDENT 10? CROSSFIRE INSERT 32 mm ID
6021-0335 ACCOLADE (127 DEG)
6565-0-232 ALUMINA VA40-FEMORAL HEAD 32MM, +4MM NK

Vil- Other Reporting Information *wvandarory

Mfr/Sponsor aware of other similar events? (*number or *rate)

To be confirmed

Countries where these similar adverse events occurred:

To be confirmed

Additional Comments

N/A

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax:  +61(0) 2 6232 8555
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




Report Type (select one)
Iniial [] Follow-Up [X Fina [] Trend []

., Australian Government Form # MDIR03, for use by medical device sponsors /
94 Department of Health and Ageing manufacturers, or authorised representatives for mandatory
Therapeutic Goods Administration reporfing. For voluntary user reporting please use Form # UDIR03

Mfr report # *

1468gxl‘ument 25

TGADIR #

Address

Report Category
SPblcHith Threat []  Death/Serious Injury [] ~ Other [R]

A) Date of this report (dd-mm-yyyy) 14/05/2009

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy)
D) Date of next report (max 30 days fromA) | 13/06/2009

Tel

nla

E-mail n/a

Contact name at site of event

Generic Device Information

Person (authorised representative) Submitting This Report
Name -

Company Stryker Australia

Address 8 Herbert St

St. Leonards, NSW, 2065

Device ARTG #* | 152396

GMDN Code 35661

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

Tel, ‘ s2 | Fax | 02 9467 1010
E-mail R @ty ker.com

Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent.

none

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
Implant Date: Explant Date: |

Loose Stem. Patient had stem revised due to infection.

ECEIVIE

1,"\ 'r;'v ’}"’\Q

e —————— Y S

Brand Name * TRIDENT

Model # * TRIDENT PSL HA SOLID BACK 52mm

Catalogue # 540-11-52E

Ser. or Lot #s 18310301

Mfr. Name* Stryker Orthopaedics (Cork)

Contact Name * -

Address 8 Herbert St.

St. Leonards, NSW, 2065

Fax

02 9467 1010

E-mail * -@stryker.oom

ARTG Mir. #* | 40670

HC Profnal Other Caregiver

O

Operator of Device at Time of Event (select one)
Patent [] NA [

Usage of Device”
Single Use
Reuse of Reusable []

Reuse of Single Use  []
Re-serviced/Refurbished  []

Device Disposition/Current Location *

Implanted




. _dfacturers Device Analysis Results
(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's Invesitgation

W. (kg)

Age (yrs, mths) M/F

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:
N/A

Patient history (co-morbidities & medication):
N/A

* Patient outcome:

Further details to be confirmed

Remedial Action/Corrective Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products, Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Manufacturer was notified and awaiting investigation to be finalised
before any further action is planned.

Mfr/Sponsor aware of other similar events? (*number or *rate)

* List of other devices involved in the event:
if other implants involved — list brand, model & ARTG #

621-10-32E TRIDENT 10? CROSSFIRE INSERT 32 mm ID
6021-0335 ACCOLADE (127 DEG)
6565-0-232 ALUMINA V40-FEMORAL HEAD 32MM, +4MM NK

To be confirmed

Countries where these similar adverse events occurred:

To be confirmed

Additional Comments

N/A
Submitting this report:
By mail:  Reply Paid 100

IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax.  +61(0)2 6232 8555
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




_ Australian Government

- Department of Health and Ageing
Therapentic Goods Administration

IRIS: Medical Device Incident Report Investigation Scheme

Report Type (select one)

Form # MDIR03, for use by medical device sponsors /
manufacturers, or authorised representatives for mandatory
reporting. For voluntary user reporting please use Form# UDIR03

Mfr report # *

1465)é)fument 25

TGADIR #

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy)

D) Date of next report (max 30 days fromA) | 14/05/2009

Name
Iniial [ Follow-Up [ Final [ Trend []|| Address
Report Category ZIE
SPblcHith Threat []  Death/Serious Injry [] ~ Other [3]|| Tel
A) Date of this report (dd-mm-yyyy) 14/04/2009 E-mail n/a

Fax

n/a

Contact name at site of event

Generic Nevice Infarmation

Person (authorised representative) Submitting This Report

Company Stryker Australia
Address 8 Herbert St

St. Leonards, NSW, 2065

Te. | Fau
E-mail | I sty ier.com

Identity of all other Regulatory Authorities, Notified Bodies, efc., where
this report was also sent.

02 9467 1010

none

Description of event or problem

If the device is an implantab ice indicate both implant and explant dates below
Implant Date: Explant Date:

Loose Stem. Patient had stem revised due to infection.

J

ECEIVE

15 APR 2009

Device ARTG #*
GMDN Code

152396

35661

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

Brand Name *
Model # *
Catalogue #
Ser. or Lot #'s
Mfr. Name*
Contact Name *

Address *

TRIDENT

TRIDENT PSL HA SOLID BACK 52mm

540-11-52E

18310301

Stryker Orthopaedics (Cork)

8 Herbert St.

St. Leonards, NSW, 2065

Fax

02 9467 1010

E-mail * -@stryker.com
ARTG Mfr. #* | 40670
Operator of Device at Time of Event (select one)
HCProfnal [X] OtherCaregiver [] Patient [] NA [
Usage of Device"
Single Use [X] Reuse of Single Use  [_]

Reuse of Reusable []

Re-serviced/Refurbished [

Device Disposition/Current Location *

Implanted




__ufacturers Device Analysis Results
(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's Invesitgation

Remedial Action/Corrective Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Manufacturer was notified and awaiting investigation to be finalised
before any further action is planned.

Age (yrs, mths)

Patient Focused Resolution of Events and Out

Corrective action taken relevant to the care of the patient:
N/A

Patient history (co-morbidities & medication):
N/A

* Patient outcome:

Further detalils to be confirmed

* List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

621-10-32E TRIDENT 10? CROSSFIRE INSERT 32 mm ID
6021-0335 ACCOLADE (127 DEG)
6565-0-232 ALUMINA V40-FEMORAL HEAD 32MM, +4MM NK

Mfr/Sponsor aware of other similar events? (*number or *rate)
To be confirmed

Countries where these similar adverse events occurred:
To be confirmed

Additional Comments

N/A

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

Byfax.  +61(0) 2 6232 8555
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.




IRIS — Initial Risk Assessment & Data Entry Checklist

pocument Zo

Device
Description: IE’\CCO\QLQZ/ p"meﬂ'ﬂw
Date > ;
Assessed: 4 '%p}_ 2804 Assossed By:

Sample | (1YES |  Sample | O YES Received | O Reporter | Device | o Some
Requested: | [1 NO Received: | CINO From: | OJ Other Type: &Single Use
Classification: | [J Urgent (48hrs) [J Expedite (5days) | iZRoutine (10days) [J Not Investigated

: If Not CApSeN Tk sl ROSUIE: . &1 or s imsasenssive || ROCOMIMBIIAATION:: v s ctessonasssssonaniosivbrvenioas donses
Investigated:
Bl dlant:gﬁ:l 9T Investigate (to IRIS Meeting) | [] Information Only [] Refer to Surveillance

Type of Incident

(tick maore than one if
necessary)

Outcome of
Incident

(tick one only for
each criteiia)

Reporter Type

(Source Category)

Risk Analysis

(tick one only for
each critfera)

O Advertising L] Fails TGO / Standard | O Product Mix Up

[0 Biocompatibility 0 Labeling/Product Info | [ software

O contamination L Material / Formulation | ] Supply of Unlisted

[J piagnostic Inaccuracy 4 Mechanical Device

O Electical O Packaging B e R R R
Potential Outcome Actual Outcome Injured Party

[J peath L] Death [4 Patient

[ serious Injury O serious Injury | Operator

4" temporary Injury

Temporary / Minor

[J Not Applicable

O No Injury [ No Injury

Administrator Clinician Nurse

O Medical [0 General Practitioner ] Community

O Lay O specialist [ Hospital
L] private

Government Agency Paramedical Technical

[ Consumer Affairs

O Ambulance

[J Biomed Engineer

O coroner [0 pentist ] Biomed Technician
O 1GA - Recalls O pharmacist [ clinical Technician
L] 1GA - Labs L] Physiotherapist [ Hospital Engineer
O 1cA-cmp O Radiographer [ Medical Physicist
L] 71GA-CAB [1 Rehabilitation

[] 1GA - Surveillance 5 WY e R

Other Overseas Advice

[ Blood Bank (1 Ecri

Ol Competitor O eu Vigilance

[J Hospital Supply Service L] FDA (uUsA)

| goiiem‘ / User ] mba (UK)

[& " sponsor [J MDB (Canada)

1 e Elioher. . o i,

Frequency Severity Detectable

| Frequently
[J sometimes
O Rarely
[+-Uniikely

[ Life Threatening

gyrious
Minor

O il

E/Likely

[ occasionally
] Rarely
[ unlikely

IRIS - Initial Risk Assessment & Data Entry Checklist - Nov08.doc




DA 09/09/2009 Therapeutic Goods Administration Page:
ety Device Incident Reports Document BCFFIN

Report to Sponsor

DIR /20096 Accolade TMZF 127? HA Hip Stem - Prosthesis, internal, joint, hip, femoral
component/Howmedica Osteonics Corporation

Exempt/Not on Artg: N

Syst/Artg No ARTG / 145594
Ecri Code: 35666 Prosthesis, internal, joint, hip, femoral component
Device: Accolade - (mfr ref: 146637)
Model No: Batch No: Serial No: 18006102
Manufacturer: Howmedica Osteonics Corporation 9211
USA
Sponsor: Stryker Australia Pty Ltd 1251
PO Box 970

ARTARMON NSW 1570 AU

Contact: _ Phone: _ Fax: (02) 9467 1010

Reporter Details: Confidential: No
Position: Regulatory Affairs Officer
Institution: Stryker Australia

8 Herbert Street
St Leonards NSW 2065 AUST

Incident Description: Implant Date:
Explant Date: N/K.

Loose Stem. Patient had stem revised due to infection,

No analysis of device was performed as it was not returned to the manufacturer for
investigation.

A review of the provided x-rays by a clinician concluded "The stem has a 3 to 5 millimetre
radiolucency in Gruen Zone I, II, VI and VII with a distal bony pedestal suggestive of end

bearing. There is also a suggestion of subsidence consistent with loosening.

If, as stated, the revision was for "septic loosening" of the stem no prosthetic manufacture,
design or material factors are involved in this clinical complication.

Similar events: None.

Report sourced from sponsor.

Datc Reccived: 07/09/2009

#rxx% End Of DIR/ 20096 *#*#*%
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- Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO03, for use by medical device sponsors /
manufacturers, or authorised representatives for mandatory
reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

DOCUITIETIU £0

Mfr report#* | 346663

TGADIR #

I- Administrative Information *mandatory

111- Healthcare Facility Information *wandatory

Report Type (select one) Name _
ital ] FollowUp [J  Final [X] Trend [|| Address | TN
Report Category _
SPblc Hith Threat  []  Death/Serious Injury <] ~ Other []|| Tel Fax | NK
A) Date of this report (dd-mm-yyyy) 08/11/2012 E-mail NK

B) Date of adverse event (dd-mm-yyyy)

Contact name at site of event

C) Date mfr aware (dd-mm-yyyy)

Person (authorised representative) Submitting This Report

IV- Device Information Primary Device *Mandatory

Generic Device Information

e | R
Company Stryker Australia
Address 8 Herbert Street St Leonards NSW 2065

Device ARTG #* | 145594

GMDN Code 35666

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Fax | 02 9467 1042

Prosthesis, internal, joint, hip, femoral component

Specific Device Information

E-mail

-@stryker,com

Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent.

NA

I1- Clinical Event Information *wmandatory

Description of event or problem

Revsion surgery following corrosion and fretting at the head taper
junction.

Brand Name * ACCOLADE PLUS TMZF HIP STEM #5

Model # * 6021-0537

Software Version | NA

Ser. or Lot #s 25807003

Mfr. Name* Stryker Orthopaedics
Contact Name * -
Address * 325 Corporate Drive

Mahwah NJ 07430 USA

If the device is an implantable device indicate both implant and explant dates below

e | R Fax | 02 9467 1042
E-mail * -@stryker com
ARTG Mfr #* | 9211

Operator of Device at Time of Event (select one)

[0 oOther Caregiver [0 Patent X

HC Profnal NA [

Usage of Device"
Single Use [X]
Reuse of Reusable []

Reuse of Single Use [
Re-serviced/Refurbished []

Device Disposition/Current Location *

Surgeon




V- Results of Mfr’s Investigation *wandatory

Manufacturers Device Analysis Results

(Specify, for this event, details of investigation methods, results, and conclusions)

No items were made available for identification or evaluation.

A review of Stryker’s records indicates that the reported devices were
manufactured and accepted into final stock with no relevant reported
discrepancies.

A review of the packaging insert noted the following:
"PRECAUTIONS

The surgeon must caution/warn the patient of surgical risks, and made
aware of possible adverse effects. The surgeon must caution/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 rauma, and that the device has a finite service life and may need to
be replaced in the future."

The root cause cannot be determined.
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VI- Patient Information *mMandatory as marked below

Age s, mins) | [ W ||l wt (ko) |

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Revision surgery.

Patient history (co-morbidities & medication):

NK

* Patient outcome:

Revision surgery.

* List of other devices involved in the event:
if other implants involved — list brand, model & ARTG #

Trident PSL HA Solid Back 56MM, 540-11-56F, 152396
V40 COCR LFIT HEAD 40MM/+4, 6260-9-240, 128024
TRIDENT 0 DEG INSERT 40MM, 623-00-40F, 128021

Remedial Action/Corrective Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

No action is required at this time.

Stryker reserves the right to re-evaluate this investigation if additional
relevant information becomes available.

VII- Other Reporting Information *wandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

0.005% rate of similar events per sales (AUS), 0.002% (WW)

Countries where these similar adverse events occurred:

Australia, Canada, United States

Additional Comments

The cup was left in-situ, however the liner was changed.

Submitting this report:

Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

+61(02) 6203 1713

By mail:

By fax:
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete report

Please answer every question with an appropriate answer, N/A
(not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not
available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be
submitted containing all the available information. Such a report
should be marked “initial” in Section I.

The form may be filled long-hand or electronically using Word®
- simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or
saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the
submission (This section is not protected and may be deleted).

The following provides some guidance on what information is
required in some parts of the form. It is envisaged that the fields
not mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor,
manufacturer) is submitting about an event. The reporter
expects to have to submit further information about the event at
a later date.

Report Type, Follow-up: Additional information to a previous
(initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to
submit about an event. It is possible for the final report to also
be the initial report about an event. If so, please indicate by
crossing both boxes.

Report Type, Trend: Under Quality Management System
requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of
occurrence or severity of events associated with devices must
be reported. These reports are called “trend” reports.

Report Cateqgory, S Pblc Hlth Threat:: (Serious Public Health
Threat or concern) these reports must be submitted within 48
hours of the manufacturer becoming aware of the event, please
refer to the Medical Devices Regulations and Guidance for
interpretation on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category
where the event subject of the report resulted in the death or
serious injury of a patient, user or other person.

Report Category, Other: Choose this category where the event
subject of the report was a “near miss” or is the result of testing

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: 1800 020 653 Fax: 02 6232 8605 Email: inffo@tga.gov.au www.tga.gov.au

or other analysis and an event or further occurrence could lead
to the death or serious injury of a patient, user or other person.

Section Il - Clinical Event Information

Provide as much detail about the event as possible, including
what happened and what lead up to the vent (eg the type of
surgery or treatment) If the device is implantable, provide date
of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the
ARTG.

GMDN Code & Text: Global Medical Device Nomenclature
(GMDN) Code and explanatory text, (eg 40589 — clamp, surgical
tubing, single use).

ARTG Mfr #: The number assigned to the device manufacturer
in the ARTG.

Device Disposition/Current Location: Where and in what
state the device is at the time of the report — eg destroyed/lost
or with manufacturer undergoing testing, or with original
reporter, etc.

Section VI — Patient Information

(Note: in some cases, the patient’s age gender and/or weight
will be irrelevant. In others this information will be essential - eg
weight of patient in regards to orthopaedic implants — The
reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are
caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the
time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If
there have been other similar events reported to either the
sponsor or the manufacturer enter the number or rate. The rate
should preferably be provided in the form of an incidence rate,
for example: 0.4%, the number should include the number sold
for example12 of 3,000 units sold over two years in Australia or
25 of 5 million units sold over 5 years worldwide. If none, write
“0” or “nil".

When submitting a final report this section must be completed.
This information will be requested if it is not provided at the time
of the final report.

Afinal report is considered to be a complete report and
therefore all fields marked with an % must be completed.

Health Safety
Regulation




- Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO03, for use by medical device sponsors /
manufacturers, or authorised representatives for mandatory
reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

pocurmernt £7

Mfr report#* | 346663

TGADIR #

I- Administrative Information *mandatory

111- Healthcare Facility Information *wandatory

Report Type (select one) Name _
ital [ FollowUp [J  Final [J Trend || Address | EEEEGNG
Report Category _
SPblc Hith Threat  []  Death/Serious Injury <] ~ Other []|| Tel Fax | NK
A) Date of this report (dd-mm-yyyy) 24/09/2012 E-mail NK

B) Date of adverse event (dd-mm-yyyy)

Contact name at site of event

C) Date mfr aware (dd-mm-yyyy)

Person (authorised representative) Submitting This Report

IV- Device Information Primary Device *Mandatory

Generic Device Information

vne | S
Company Stryker Australia
Address 8 Herbert Street St Leonards NSW 2065

Device ARTG #* | 145594

GMDN Code 35666

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, femoral component

Tel. - Fax | 029467 1042 Specific Device Information
ke R @stryker com BrandName * | ACCOLADE PLUS TMZF HIP STEM #5
Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent. Model #* B2
NA Software Version | NA
Ser. or Lot #s 25807003
Mfr. Name* Stryker Orthopaedics
Contact Name * -
11- Clinical Event Information *wandatory :
Address * 325 Corporate Drive

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below

Revsion surgery following corrosion and fretting at the head taper
junction.

Mahwah NJ 07430 USA

e | R Fax | 02 9467 1042
E-mail * -@stryker com
ARTG Mfr #* | 9211

Operator of Device at Time of Event (select one)

HC Profnal [] OtherCaregiver [] Patient [X] NA [J
Usage of Device"

Single Use [X] Reuse of Single Use [

Reuse of Reusable [] Re-serviced/Refurbished []

Device Disposition/Current Location *

Surgeon




V- Results of Mfr’s Investigation *wandatory

Manufacturers Device Analysis Results

(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's investigation

Document 27
VI- Patient Information *Mandatory as marked below

Age yrs.mirs) | wr |l wt. (ko) | i

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

NK

Patient history (co-morbidities & medication):

NK

* Patient outcome:

NK

* List of other devices involved in the event:
if other implants involved — list brand, model & ARTG #

Trident PSL HA Solid Back 56MM, 540-11-56F, 152396
V40 COCR LFIT HEAD 40MM/+4, 6260-9-240, 128024
TRIDENT 0 DEG INSERT 40MM, 623-00-40F, 128021

Remedial Action/Corrective Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Pending Manufacturer's investigation

VII- Other Reporting Information *wandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

NK

Countries where these similar adverse events occurred:

NK

Additional Comments

The cup was left in-situ, however the liner was changed.

Submitting this report:

Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

By fax:  +61(02) 6203 1713
By e-mail: iris@tga.gov.au

By mail:

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete report

Please answer every question with an appropriate answer, N/A
(not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not
available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be
submitted containing all the available information. Such a report
should be marked “initial” in Section I.

The form may be filled long-hand or electronically using Word®
- simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or
saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the
submission (This section is not protected and may be deleted).

The following provides some guidance on what information is
required in some parts of the form. It is envisaged that the fields
not mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor,
manufacturer) is submitting about an event. The reporter
expects to have to submit further information about the event at
a later date.

Report Type, Follow-up: Additional information to a previous
(initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to
submit about an event. It is possible for the final report to also
be the initial report about an event. If so, please indicate by
crossing both boxes.

Report Type, Trend: Under Quality Management System
requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of
occurrence or severity of events associated with devices must
be reported. These reports are called “trend” reports.

Report Cateqgory, S Pblc Hlth Threat:: (Serious Public Health
Threat or concern) these reports must be submitted within 48
hours of the manufacturer becoming aware of the event, please
refer to the Medical Devices Regulations and Guidance for
interpretation on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category
where the event subject of the report resulted in the death or
serious injury of a patient, user or other person.

Report Category, Other: Choose this category where the event
subject of the report was a “near miss” or is the result of testing

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: 1800 020 653 Fax: 02 6232 8605 Email: inffo@tga.gov.au www.tga.gov.au

or other analysis and an event or further occurrence could lead
to the death or serious injury of a patient, user or other person.

Section Il - Clinical Event Information

Provide as much detail about the event as possible, including
what happened and what lead up to the vent (eg the type of
surgery or treatment) If the device is implantable, provide date
of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the
ARTG.

GMDN Code & Text: Global Medical Device Nomenclature
(GMDN) Code and explanatory text, (eg 40589 — clamp, surgical
tubing, single use).

ARTG Mfr #: The number assigned to the device manufacturer
in the ARTG.

Device Disposition/Current Location: Where and in what
state the device is at the time of the report — eg destroyed/lost
or with manufacturer undergoing testing, or with original
reporter, etc.

Section VI — Patient Information

(Note: in some cases, the patient’s age gender and/or weight
will be irrelevant. In others this information will be essential - eg
weight of patient in regards to orthopaedic implants — The
reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are
caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the
time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If
there have been other similar events reported to either the
sponsor or the manufacturer enter the number or rate. The rate
should preferably be provided in the form of an incidence rate,
for example: 0.4%, the number should include the number sold
for example12 of 3,000 units sold over two years in Australia or
25 of 5 million units sold over 5 years worldwide. If none, write
“0” or “nil".

When submitting a final report this section must be completed.
This information will be requested if it is not provided at the time
of the final report.

Afinal report is considered to be a complete report and
therefore all fields marked with an % must be completed.

Health Safety
Regulation
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From: W@stryker.com
To: . tga.gov.au

Cc:

Sent: 24/09/2012 at 12:21 PM

Received: 24/09/2012 at 1:00 PM

Subject: Initial IRIS

Attachments: Inital IRIS 348019- UNITRAX HEAD.docx

Inital IRIS 346663 - Accolade Plus TMZF.docx

To whom it may concern,

Pl ease see attached IRI'S for your approval

Thank you,

Regul atory Affairs Co-ordinator
Stryker South Pacific

St Leonards, NSW 2065, Australia
t:

f: +61 (0)2 9467 1042

SEER G YKo - com

- Inital RS 348019- UN TRAX HEAD. docx -
TMZF. docx

Inital RIS 346663 -

Accol ade Pl us

file:///C:/UsersER/ A ppD ata/Roaming/Mi cro%:20f ocus/content%20manager/T...  24/06/2025
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IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO3, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

Mfr report # *  [348019

TGADIR #

I- Administrative Information *Mandatory

Report Type (select one)

Initial  [X] FolIow-Up- []- Final- []- Trend- [1
1 | | |

| |
Report Category
S Pblc Hith Threat [1 Death/Serious Injury [X] Other []

A) Date of this report (Idd-mrln-yyyy) I24/09)2012
B) Date of adverse event (dd-mm-yyyy) 21/09/2012
C) Date mfr aware (dd-mm-yyyy) 21/09/2012
Person (authorised representative) Submitting This Report
Name -

Company Stryker Australia

Address 8 Herbert Street St Leonards NSW 2065

Tel. _ 629467 1042
E-mail B @stryker.com

[dentity of all other Regulatory Authorities, Notified Bodies, etc., wherg this
report was also sent.

NA

[I- Clinical Event Information *mandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
mpiant ot | NK R —

Revision surgery.

IlI- Healthcare Facility Information *Mandatory

paves: | SO




E-mail NK

ol 522 ] 520
|
522 |

Contact name at site of event

IV— Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG # * 128024

GMDN Code 44855

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, hip, internal, femoral head component

Specific Device Information

Brand Name * UNITRAX Head
Model # * NK

Software Version NA

Ser. or Lot #s NK

Mfr. Name* Stryker Orthopaedics
Contact Name * -

Address * 325 Corporate Drive

Mahwah NJ 07430 USA

el * | ‘Fﬁ?x9467 1042
I

E-mail * B @stryker.com

ARTG Mfr. # * 9211

Operator of Device at Time of Event (select one)

HC Profnal [] Other Caregiver [] Patient [X] N/A

(]

| | | | | | |
Usage of Device*

Single Use [X]Reuse of Single Use
Reuse of Reusable Rédserviced/Refurbished

I
Device Disposition/Current Location *

In situ.

V- Results of Mfr’ s Investigation *Mandatory

Manufacturers Device Analysis Results

Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer’s investigation

Remedial Action/Corrective Action/Preventive Action

jor products. Include what action was taken to prevent recurrence. Clarify the timeframe:
completion of various action plans.)

Pending Manufacturer’s investigation

Specify ifiwhat action was taken for the reported specific event or for all similar type of pvents|

for

VI~ Patient Information *Mandatory as marked below

Age (yrs, mths) NK M/F| NK Wt. (kg) NK

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

[]
[]

Document 28



NK

Patient history (co-morbidities & medication):

NK

* Patient outcome:

NK

¥ List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

32MM +12 LFIT V40 HEAD, 6260-9-432, 128024

VII- Other Reporting Information *Mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

NK

Countries where these similar adverse events occurred:

NK

Additional Comments

32mm +12 size head implanted & left insitu.

Submitting this report:
By mail:  Reply Paid 100

PO Box 100, Woden, ACT 2606
By fax:  +61 (02) 6203 1713

By e-mail: iris@tga.gov.au

IRIS : Medical Device Incident Report Investigation Schem

to the event.

[Submission of this report does not constitute an admission that medical personn|
healthcare facility, sponsor, distributor, manufacturer or product caused or contr

el,
buted

Document 28
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete
report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section |.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 I < ;AHcallh Su_fcty
Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tgagov.au WwWw.tga.gov.au Regulation
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Section VI — Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

Afinal report is considered to be a complete report and therefore all fields marked with an % must be completed.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
Regulation

Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO3, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

Mfr report # *  [346663

TGADIR #

I- Administrative Information *Mandatory

Report Type (select one)

Initial  [X] FolIow-Up- []- Final- []- Trend- [1
1 | | |

| |
Report Category
S Pblc Hith Threat [1 Death/Serious Injury [X] Other []

A) Date of this report (Idd-mrln-yyyy) I24/09)2012
B) Date of adverse event (dd-mm-yyyy) 17/09/2012
C) Date mfr aware (dd-mm-yyyy) 17/09/2012
Person (authorised representative) Submitting This Report
Name -

Company Stryker Australia

Address 8 Herbert Street St Leonards NSW 2065

Tel. _ 629467 1042
E-mail B @stryker.com

[dentity of all other Regulatory Authorities, Notified Bodies, etc., wherg this
report was also sent.

NA

[I- Clinical Event Information *mandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
Implant Date: [- Explant Daté-

Revsion surgery following corrosion and fretting at the head taper jungtion.

IlI- Healthcare Facility Information *Mandatory

piess | SRR




Tel Tr— W
E—mail NK
Contact name at site of event s22 ]

IV- Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG # * 145594

GMDN Code 35666

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, femoral component

Specific Device Information

Brand Name * ACCOLADE PLUS TMZF HIP STEM #5
Model # * 6021-0537
Software Version NA
Ser. or Lot #s 25807003
Mfr. Name* Stryker Orthopaedics
Contact Name * -
Address * 325 Corporate Drive
Mahwah NJ 07430 USA
el * | ‘m(9467 1042
E-mail * B @stryker.com |
ARTG Mfr. # * 9211

Operator of Device at Time of Event (select one)

HC Profnal [] Other Caregiver [1 Patient [X] N/A []

| | | | | |
Usage of Device*

Single Use [X]Reuse of Single Use
Reuse of Reusable Rédserviced/Refurbished

I I
Device Disposition/Current Location *

Surgeon

V- Results of Mfr’ s Investigation *Mandatory

Manufacturers Device Analysis Results

Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer’s investigation

Remedial Action/Corrective Action/Preventive Action

Specify ifiwhat action was taken for the reported specific event or for all similar type of
jor products. Include what action was taken to prevent recurrence. Clarify the timeframe:
completion of various action plans.)

Pending Manufacturer’s investigation

pvents|

for

VI- Patient Information *Mandatory as marked below

Age (yrs, mths) 522 M/F| Wt. (kg) 527

Patient Focused Resolution of Events and Outcomes

[]
[]
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NK

Corrective action taken relevant to the care of the patient:

Patient history (co-morbidities & medication):

NK

* Patient outcome:

NK

I List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

Trident PSL HA Solid Back 56MM, 540-11-56F, 152396
V40 COCR LFIT HEAD 40MM/+4, 6260-9-240, 128024
TRIDENT 0 DEG INSERT 40MM, 623-00-40F, 128021

VII- Other Reporting Information *Mandatory

NK

Mfr/Sponsor aware of other similar events? (*number or *rate)

Countries where these similar adverse events occurred:

NK

Additional Comments

The cup was left in-situ, however the liner was changed.

Submitting this report:
By mail:  Reply Paid 100

PO Box 100, Woden, ACT 2606
By fax:  +61 (02) 6203 1713

By e-mail: iris@tga.gov.au

IRIS : Medical Device Incident Report Investigation Schem

ISubmission of this report does not constitute an admission that medical personn|
healthcare facility, sponsor, distributor, manufacturer or product caused or contr
to the event.

el,
buted
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete
report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section |.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 I < ; AHcaIlh Su_fcty
Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tgagov.au Www.tga.gov.au Regulation
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Section VI — Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

Afinal report is considered to be a complete report and therefore all fields marked with an % must be completed.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
Regulation

Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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Document 29

From:

To:

Cc:

Sent: 19/11/2012 at 4:19 PM

Received: 19/11/2012 at 4:19 PM

Subject: Final IRISes

Attachments: Final IRIS PER 342960 - Trident Cup & Liner.docx

Final IRIS PER 343253 - LFIT V40 Head.docx

Final IRIS 349206 - DELTA V-40 CERAMIC HEAD.docx
Final IRIS 348022 - Mitch Cup.docx

Final IRIS 345950 - Mitch Cup v1.1.docx

Final IRIS 346663 - Accolade Plus TMZF.docx

To whom it may concern,

Please see attached final IRIS reports for your review.

Thank you,

RAQA Co-ordinator

Stryker South Pacific

St Leonards, NSW, Australia

t:

f: +61 (0)2 9467 1042

SEER e - con

- Final IRIS PER 342960 - Trident Cup & Liner.docx - Final
IRIS 349206 - DELTA V-40 CERAMIC HEAD.docx - Final
IRIS 345950 - Mitch Cup vl.1l.docx - Final

LFIT V40 Head.docx - Final
IRIS 348022 - Mitch Cup.docx - Final

IRIS 346663 - Accolade Plus TMZF.docx

IRIS PER 343253 -

file:///C:/Users Y/ AppData/Roaming/Micro%20focus/content%20manager/T...  24/06/2025
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IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO3, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

Mfr report # *  [346663

TGADIR #

I- Administrative Information *Mandatory

Report Type (select one)

Initial  [] FolIow-Up- []- Final- [X]- Trend- [1
1 | | |

| |
Report Category
S Pblc Hith Threat [1 Death/Serious Injury [X] Other []

| | |
A) Date of this report (dd-mm-yyyy) 08/11)2012

Person (authorised representative) Submitting This Report

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy)

Nare 522
Company Stryker Australia
Address 8 Herbert Street St Leonards NSW 2065
Tel. _ 629467 1042

[
E-mail B @stryker.com

[dentity of all other Regulatory Authorities, Notified Bodies, etc., wherg this
report was also sent.

NA

[I- Clinical Event Information *mandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
Implant Date: [- Explant Daté-

Revsion surgery following corrosion and fretting at the head taper jungtion.

IlI- Healthcare Facility Information *Mandatory

piess | SRR




Tel Tr— W
E—mail NK
Contact name at site of event s22 ]

IV- Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG # * 145594

GMDN Code 35666

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, femoral component

Specific Device Information

Brand Name * ACCOLADE PLUS TMZF HIP STEM #5
Model # * 6021-0537
Software Version NA
Ser. or Lot #s 25807003
Mfr. Name* Stryker Orthopaedics
Contact Name * -
Address * 325 Corporate Drive
Mahwah NJ 07430 USA

el * | ‘m(9467 1042
I

E-mail * B @stryker.com

ARTG Mfr. # * 9211

Operator of Device at Time of Event (select one)

HC Profnal [] Other Caregiver [] Patient [X] N/A

(]

Usage of Device*

Reuse of Reusable Rédserviced/Refurbished

Single Use [X]Reuse of Single Use

I I
Device Disposition/Current Location *

Surgeon

V- Results of Mfr’ s Investigation *Mandatory

Manufacturers Device Analysis Results

Specify, for this event, details of investigation methods, results, and conclusions)

No items were made available for identification or evaluation.

A review of Stryker’s records indicates that the reported
devices were manufactured and accepted into final stock wit]
relevant reported discrepancies.

A review of the packaging insert noted the following:
"PRECAUTIONS

The surgeon must caution/warn the patient of surgical risks,
made aware of possible adverse effects. The surgeon must
caution/warn the patient that the device does not replicate
normal healthy joint, that the implant can break or become
damaged as a result of strenuous activity or trauma, and th4

h no

and

=

the device has a finite service life and may need to be replag

[]
[]
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in the future.”
IThe root cause cannot be determlined.

Remedial Action/Corrective Action/Preverlnive Acti0r|1

completion of various action plans.)

No action is required at this time.

|additional relevant information becomes available.

Stryker reserves the right to re—evaluate this investigation if|

Specify ifiwhat action was taken for the reported specific event or for all similar type of pvents|
or products. Include what action was taken to prevent recurrence. Clarify the timeframes for

VI- Patient Information *Mandatory as marked below

Age (yrs, mths) 522 M/F| Wt. (kg)

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Revision surgery.

Patient history (co-morbidities & medication):

NK

* Patient outcome:

Revision surgery.

I List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

Trident PSL HA Solid Back 56MM, 540-11-56F, 152396
\V40 COCR LFIT HEAD 40MM/+4, 6260-9-240, 128024
TRIDENT 0 DEG INSERT 40MM, 623-00-40F, 128021

VII- Other Reporting Information *Mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

0.005% rate of similar events per sales (AUS), 0.002% (WW)

Countries where these similar adverse events occurred:

Australia, Canada, United States

Additional Comments

The cup was left in-situ, however the liner was changed.

Submitting this report:
By mail:  Reply Paid 100

PO Box 100, Woden, ACT 2606
By fax:  +61 (02) 6203 1713

By e-mail: iris@tga.gov.au

IRIS : Medical Device Incident Report Investigation Schem

to the event.

ISubmission of this report does not constitute an admission that medical personngl,
healthcare facility, sponsor, distributor, manufacturer or product caused or contr{buted

Document 29
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete
report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section |.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
L Regulation
Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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manufacturer undergoing testing, or with original reporter, etc.

Section VI - Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

A final report is considered to be a complete report and therefore all fields marked with an % must be completed.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
Regulation

Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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Australian Medical Device
Incident Report Investigation Scheme

s22 | File Reference: 2012/022102

Stryker Australia Pty Ltd
PO Box 970
ARTARMON NSW 1570

Attention: _

DEVICE INCIDENT REPORT DIR 28963 - ARTG # 145594 - Prosthesis, internal, joint, hip,
femoral component

An investigation into the incident reported to the Therapeutic Goods Administration concerning
the above device is now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
you have any further queries concerning this report please contact me on_.

Yours sincerely

Incident Report and Investigation Scheme
Device Vigilance and Monitoring

Office of Product Review

Therapeutic Goods Administration

30/11/2012

PO Box 100 Woden ACT 2609 ABN 40 939 406 804
Phone: 02 6232 8695 Fax: 02 6203 1713 Email: iris@tga.gov.au www.tga.gov.au



DIR 28963 - ARTG # 145594 - Prosthesis, internal, joint, hip, femoral component

Reporter Reference #: 346663

Document 30

Date of Adverse Event: Date of Initial Report:

522 24/09/2012

ARTG #: Brand Name:

145594 Accolade Plus TMZF Hip Stem

Device Class: Model #: Serial #:

Class III 6021-0537 25807003

Software Version: Batch #: Lot #:

Manufacturer:

Howmedica Osteonics Corporation [9211]

Sponsor: Contact Name:

Stryker Australia Pty Ltd [1251] s22 |

PO Box 970

ARTARMON NSW 1570 Phone:

Fax: Email:

(02) 9467 1042 B2 @stryker.com

Renvorter: Confidential: No
Phone:

Stryker Australia Fax: 02 9467 1042

8 Herbert Street
St Leonards New South Wales 2065

Email:

-@stryker.com
Date of Implant: Date of Explant:

Clinical Event Information:
Revision surgery following corrosion and fretting at the head taper junction.

Patient Outcome/Consequences:
Revision surgery.

Page 2 of 3
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Device Analysis Results:

No items were made available for identification or evaluation.

A review of Stryker’s records indicates that the reported devices were manufactured and accepted
into final stock with no relevant reported discrepancies.

A review of the packaging insert noted the following:

"PRECAUTIONS - The surgeon must caution/warn the patient of surgical risks, and made aware of
possible adverse effects. The surgeon must caution/warn the patient that the device does not
replicate a normal healthy joint, that the implant can break or become damaged asa result of
strenuous activity or trauma, and that the device has a finite service life and may need to be replaced
in the future."

The root cause cannot be determined.

Corrective/Preventative Actions:
No action is required at this time. Stryker reserves the right to re-evaluate this investigation if
additional relevant information becomes available.

Details of Similar Events:
0.005% rate of similar events per sales (AUS), 0.002% (WW).

Number of Similar Events: Rate of Similar Events:
0.005% (Aus) 0.002% (WW)

Countries Similar Events Also Occurred:

Australia, Canada, United States.

Type of Problem (Level 1) Type of Problem (Level 2)
Material Degrade

Cause of Problem (Level 1) Cause of Problem (Level 2)
Unable to confirm complaint Device not returned

Outcome of Investigation
Reviewed, for Trending Purposes Only
Summary of Investigation:

No further investigation will occur at this time, however the TGA will continue to monitor the rate
and pattern of occurrence and may re-open the file as appropriate.

Date Completed:
30/11/2012

okdork End of DIR 28963 orkorck

Page 3 of 3
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To: :

Cc:

Sent: 09/01/2013 at 4:58 PM

Received: 09/01/2013 at 4:58 PM

Subiject: Emailing: Initial IRIS 332142 - Accolade TMZF Stem.docx
[SEC=UNCLASSIFIED]

Attachments: Initial IRIS 332142 - Accolade TMZF Stem.docx.docx

Your message is ready to be sent with the following file or link attachments:

Initial IRIS 332142 - Accolade TMZF Stem.docx

Note: To protect against computer viruses, e-mail programs may prevent sending
or receiving certain types of file attachments. Check your e-mail security

settings to determine how attachments are handled.

Departmental Officer

Signal Investigation Unit - Devices
Office of Product Review

Phone:
Fax: 02 6203 1713

Email : EEF Ctoa-gov.-au

Therapeutic Goods Administration
PO Box 100

Woden ACT 2606

www . tga.gov.au

- Initial IRIS 332142 - Accolade TMZF Stem.docx.docx

file:///C:/Users Y/ AppData/Roaming/Micro%20focus/content%20manager/T...  24/06/2025



. . ) o Document 32
IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO3, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

Mfr report # *  [332142

TGADIR #

I- Administrative Information *Mandatory

Report Type (select one)

Initial  [X] Follow-Up- []- Final- []- Trend- [1
1 | | |

| |
Report Category
S Pblc Hith Threat [1 Death/Serious Injury [1 Other [x]

I | |
A) Date of this report (dd-mm-yyyy) 19/12)2012

B) Date of adverse event (dd-mm-yyyy) -
C) Date mfr aware (dd-mm-yyyy) 522 ]

Person (authorised representative) Submitting This Report

Nare 522

Company Stryker Australia

Address 8 Herbert Street St Leonards NSW 2065

Tel. _ 629467 1042
[

E-mail B @stryker.com

[dentity of all other Regulatory Authorities, Notified Bodies, etc., wherg this
report was also sent.

NA

[I- Clinical Event Information *mandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
Implant Date: [- Explant Dat_

Revision surgery planned for pain and reported inflammation in hip.

IlI- Healthcare Facility Information *Mandatory

Address

B0 |




E-mail NK

Contact name at site of event

Document 32
el | R
[

IV- Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG # * 145594

GMDN Code 35666

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, femoral component

Specific Device Information

Brand Name * Accolade TMZF Stem

Model # * 6021-5537

Software Version NA

Ser. or Lot #s 26115905

Mfr. Name* Stryker Orthopaedics

Contact Name * -

Address * 325 Corporate Drive Mahwah NJ 07430 USA

el |EEEN FaR01 831-6283
E-mail * B @stryker.com
ARTG Mfr. # * 9211

Operator of Device at Time of Event (select one)

HC Profnal [X] Other Caregiver [1 Patient []1 N/A []

| | | | | | |
Usage of Device*

Single Use [X]Reuse of Single Use []

Reuse of Reusable Rédserviced/Refurbished []
I

Device Disposition/Current Location *

Discarded.

V- Results of Mfr’ s Investigation *Mandatory

Manufacturers Device Analysis Results

Specify, for this event, details of investigation methods, results, and conclusions)

IAn event regarding an Accolade stem loosening was reported.
IThe event was not confirmed.

No devices were returned.

Device history review indicated that all reported devices were
manufactured and accepted into final stock with no reported
discrepancies.

A review of the instructions for use (IFU) packaged with the
Accolade stem, noted the following applicable warnings;

Press—Fit Application. Secure fixation at the time of surgery |is
critical to the success of the procedure. The femoral component
stem must press fit into the femur, which necessitates precise
loperative technique and the use of specified instruments.
Intraoperative fracture of the femur can occur during seating of
the prosthesis. Bone stock must be adequate to support the




device.
Implants can loosen or migrate due to trauma or loss of fixatjon.

IThe root cause of this specific event dould not be determined
with the limited information provided.

Remedial Action/Corrective Action/Preventive Acti0r|1

Specify ifiwhat action was taken for the reported specific event or for all similar type of pvents|
or products. Include what action was taken to prevent recurrence. Clarify the timeframes for
completion of various action plans.)

No action is required at this time.

Stryker reserves the right to re—evaluate this investigation if|
|additional relevant information becomes available.

VI- Patient Information *Mandatory as marked below

Age (yrs, mths) . M/F . Wt. (kg) -

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Revision surgery.

Patient history (co-morbidities & medication):

NK

* Patient outcome:

Patient revised.

I List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

Std MITCH TRH Cp Sz 54/60, MAC-9988-5460, 144011
MITCH TRH Md Hd Sz 54+4, MMH-9988-1454, 138942

VII- Other Reporting Information *Mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

0.012 similar events per sales (AUS)

Countries where these similar adverse events occurred:

Australia

Additional Comments

NA

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Schem
PO Box 100, Woden, ACT 2606

By fax:  +61 (02) 6203 1713
By e-mail: iris@tga.gov.au

ISubmission of this report does not constitute an admission that medical personngl,
healthcare facility, sponsor, distributor, manufacturer or product caused or contr{buted

to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete
report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section |.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 I < ; AHcaIlh Su_fcty
Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tgagov.au Www.tga.gov.au Regulation
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Section VI — Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

Afinal report is considered to be a complete report and therefore all fields marked with an % must be completed.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
Regulation

Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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Email Message

From:

To:

Cc:

Sent: 08/03/2013 at 2:44 PM

Received: 08/03/2013 at 2:45 PM

Subject: Final IRIS

Attachments: Final IRIS - PER 334029 Tibial Comp Hinge Knee.docx

Final IRIS - PER 335198 MISC. INSTRUMENTS - UPPER TRAY.docx
Final IRIS - PER 336014 Exeter Stem.docx

Final IRIS 309530 - M-1 Cot.docx

Final IRIS 314063 - ABG Modular stem.docx

Final IRIS 332142 - Accolade TMZF Stem.docx

Final IRIS 343460 - Trident Cup and X3 Liner.docx

Final IRIS 353860 - Duracon Baseplate.docx

Final IRIS 354635- Tritanium Cluster Cup.docx

Final IRIS 355332- TRIATHLON KNEE.docx

To Whom i1t May Concern,

A

Please find attached a number of Final IRIS.
A

Kind regards,

A

s22 |

RA Intern

Stryker South Pacific

St Leonards, NSW, Australia
t:

f: +61 (0)2 9467 1042

SEE e -con

A - Final IRIS - PER 334029 Tibial Comp Hinge Knee.docx - Final IRIS - PER
335198 MISC. INSTRUMENTS - UPPER TRAY.docx - Final IRIS - PER 336014 Exeter
Stem.docx - Final IRIS 309530 - M-1 Cot.docx - Final IRIS 314063 - ABG Modular
stem.docx - Final IRIS 332142 - Accolade TMZF Stem.docx - Final IRIS 343460 -
Trident Cup and X3 Liner.docx - Final IRIS 353860 - Duracon Baseplate.docx -
Final IRIS 354635- Tritanium Cluster Cup.docx - Final IRIS 355332- TRIATHLON
KNEE .docx

file:///C:/Users Y/ AppData/Roaming/Micro%20focus/content%20manager/T...  24/06/2025



. . ) o Document 33
IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO3, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

Mfr report # *  [332142

TGADIR #

I- Administrative Information *Mandatory

Report Type (select one)

Initial  [] Follow-Up- []- Final- [X]- Trend- [1
1 | | |

| |
Report Category
S Pblc Hith Threat [1 Death/Serious Injury [1 Other [x]

| | |
A) Date of this report (dd-mm-yyyy) 08/03)2013

B) Date of adverse event (dd-mm-yyyy) -

C) Date mfr aware (dd-mm-yyyy)

Person (authorised representative) Submitting This Report

Nare 522 |
Company Stryker Australia
Address 8 Herbert Street St Leonards NSW 2065
. Fax

|
E-mail B @stryker.com

[dentity of all other Regulatory Authorities, Notified Bodies, etc., wherg this
report was also sent.

NA

[I- Clinical Event Information *mandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below

Revision surgery planned for pain and reported inflammation in hip.

IlI- Healthcare Facility Information *Mandatory

Address

B0 |




E-mail NK

rel 522 S22 |
522__|

Contact name at site of event

IV- Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG # * 145594

GMDN Code 35666

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, femoral component

Specific Device Information

Brand Name * Accolade TMZF Stem

Model # * 6021-5537

Software Version NA

Ser. or Lot #s 26115905

Mfr. Name* Stryker Orthopaedics

Contact Name * _

Address * 325 Corporate Drive Mahwah NJ 07430 USA

el |EEEN Fa01 831-6283

E-mail * B @stryker.com

ARTG Mfr. # * 9211

Operator of Device at Time of Event (select one)

HC Prof'nal [X] Other Caregiver [ ] Patient l: ] N/A [ ]

I I I I I I I
Usage of Device*

Single Use [X]Reuse of Single Use
Reuse of Reusable RéJserviced/Refurbished

I
Device Disposition/Current Location *

Discarded.

V- Results of Mfr’ s Investigation *Mandatory

Manufacturers Device Analysis Results
Specify, for this event, details of investigation methods, results, and conclusions)

IAn event regarding an Accolade stem loosening was reported.
IThe event was not confirmed.

No devices were returned.

Device history review indicated that all reported devices werge
manufactured and accepted into final stock with no reported
discrepancies.

A review of the instructions for use (IFU) packaged with the
IAccolade stem, noted the following applicable warnings;

Press—Fit Application. Secure fixation at the time of surgery [is
critical to the success of the procedure. The femoral component
stem must press fit into the femur, which necessitates precise
operative technique and the use of specified instruments.
Intraoperative fracture of the femur can occur during seatinﬁ of

the prosthesis. Bone stock must be adequate to support the
I

[]
[]

Document 33



device.
Implants can loosen or migrate dye to trauma or loss of fixat]

IThe root cause of this specific event could not be determine|
with the limited information provided.

on.

Remedial Actilon/Colrrective Action/Preventive Action

Specify ifiwhat action was taken for the reported specific event or for all similar type of
or products. Include what action was taken to prevent recurrence. Clarify the timeframe:
completion of various action plans.)

No action is required at this time. The event did not involve
product problem indicating a non—conformity, trend or
unanticipated hazard. Product Surveillance will continue to
monitor complaints of this type for adverse trends.

Stryker reserves the right to re—evaluate this investigation if|
|additional relevant information becomes available.

for

)

pvents|

VI- Patient Information *Mandatory as marked below

Age (yrs, mths) . M/F . Wt. (kg) -

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Revision surgery.

Patient history (co-morbidities & medication):

NK

* Patient outcome:

Patient revised.

I List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

Std MITCH TRH Cp Sz 54/60, MAC-9988-5460, 144011
MITCH TRH Md Hd Sz 54+4, MMH-9988-1454, 138942

VII- Other Reporting Information *Mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

0.0114 similar events per sales (AUS)
0.0005 similar events per sales (WW)

Countries where these similar adverse events occurred:

Australia, United States

Additional Comments

NA

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Schem
PO Box 100, Woden, ACT 2606

By fax:  +61(02) 6203 1713
By e-mail: iris@tga.gov.au

ISubmission of this report does not constitute an admission that medical personn|
healthcare facility, sponsor, distributor, manufacturer or product caused or contr

el,
buted

to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete
report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section |.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 I < ; AHcaIlh Su_fcty
Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tgagov.au Www.tga.gov.au Regulation
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Section VI — Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

Afinal report is considered to be a complete report and therefore all fields marked with an % must be completed.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
Regulation

Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Australian Medical Device
Incident Report Investigation Scheme

522 ] File Reference: 2013/000575
Stryker Australia Pty Ltd

PO Box 970

ARTARMON NSW 1570

Attention: SEE

DEVICE INCIDENT REPORT DIR 29811 - ARTG # 145594 - Prosthesis, internal, joint, hip,
femoral component

An investigation into the incident reported to the Therapeutic Goods Administration concerning
the above device is now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
you have any further queries concerning this report please contact me on SEZ GG

Yours sincerely

Incident Report and Investigation Scheme
Device Vigilance and Monitoring

Office of Product Review

Therapeutic Goods Administration

20/03/2013

PO Box 100 Woden ACT 2609 ABN 40 939 406 804
Phone: 02 6232 8695 Fax: 02 6203 1713 Email: iris@tga.gov.au www.tga.gov.au



DIR 29811 - ARTG # 145594 - Prosthesis, internal, joint, hip, femoral component

Reporter Reference #: 332142

Document 34

Date of Adverse Event: Date of Initial Report:
F— 19/12/2012
ARTG #: Brand Name:
145594 Accolade TMZF Stem
Device Class: Model #: Serial #:
Class III 6021-5537 26115905
Software Version: Batch #: Lot #:
Manufacturer:
Howmedica Osteonics Corporation [9211]
Sponsor: Contact Name:
Stryker Australia Pty Ltd [1251] 522
PO Box 970
ARTARMON NSW 1570 Phone:
22
Fax: Email:
02 9467 1042 B @stryker.com
Reporter: Confidential: No
22 ]
Phone:
Stryker Australia Fax: 02 9467 1042

8 Herbert Street
St Leonards New South Wales 2065

Email:

BB @stryker.com

Date of Implant: Date of Explant:
522 s22 |

Other Devices Involved:
Std MITCH TRH Cp Sz 54/60, MAC-9988-5460, 144011.
MITCH TRH Md Hd Sz 54+4, MMH-9988-1454, 138942.

Clinical Event Information:
Revision surgery planned for pain and reported inflammation in hip.

Patient Outcome/Consequences:
Patient revised.

Page 2 of 3
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Device Analysis Results:
An event regarding an Accolade stem loosening was reported. The event was not confirmed.
No devices were returned.

Device history review indicated that all reported devices were manufactured and accepted into final
stock with no reported discrepancies.

A review of the instructions for use (IFU) packaged with the Accolade stem, noted the following
applicable warnings;

Press-Fit Application. Secure fixation at the time of surgery is critical to the success of the procedure.
The femoral component stem must press fit into the femur, which necessitates precise operative
technique and the use of specified instruments. Intraoperative fracture of the femur can occur during
seating of the prosthesis. Bone stock must be adequate to support the device.

Implants can loosen or migrate due to trauma or loss of fixation.

The root cause of this specific event could not be determined with the limited information provided.

Corrective/Preventative Actions:

No action is required at this time.

Stryker reserves the right to re-evaluate this investigation if additional relevant information
becomes available.

Details of Similar Events:
0.0114 similar events per sales (AUS).
0.0005 similar events per sales (WW).

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:
Australia, United States.

Type of Problem (Level 1) Type of Problem (Level 2)
Other Other

Patient Factors

Cause of Problem (Level 1) Cause of Problem (Level 2)

Unable to confirm complaint Investigation did not reveal a root cause

Outcome of Investigation
Reviewed, for Trending Purposes Only
Summary of Investigation:

National Joint Replacement Register (NJRR) was reviewed, no further action at this stage , the TGA
will continue to monitor.

Date Completed:
20/03/2013

opokox End of DIR 29811 okl

Page 3 of 3
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Companies and Models : AOANJRR - Regulatory Bodies

Document 35
Goto

AOA AUSTRALIAN ORTHOPAEDIC ASSOCIATION

= NATIONAL JOINT REPLACEMENT REGISTRY

Assistance Corr

and Mod

AOANJRR Regulatory Bodies Companies and Models

\ Tree View

5401154 ~ Search I

Stryker Australia: 5401154F
Trident PSL Acetabular Shell

Stryker Australia: 5401154K
Trident PSL Acetabullar Shell

Stryker Australia: 5401154F
Trident AD With PureFix HA Acetabular Shell

Stryker Australia: 5401154F
PSL HA Solid Back Acetabular Shell 54mm F

From: | January [v| 2000[+]
To: | December [v|  2013[+|

Filter

Regulatory Bodies
Return to ACANJRR
Organisation: Stryker Australia
Model: Trident (Shell)
Prosthesis Type: Shel
510168915(1 10168915CL Stryker Orthopaedics Hemispherical Shell
|5000142A 5000174J How medica/ Hemi ical Solid Shell
15000142A 5000174J Stryker Orthopaedics Hemispherical Solid Shell
5000344A 5000366H Stryker Orthopaedics Tritanium Hemispherical Sold Shell
15001142A 5001174J How medica/Osteonics Hemispherical HA Solid Shell
{5001142A 50011744 Stryker Orthopaedics Hemispherical HA Solid Shell
|5020142A 5020174J How medica/Osteoni Hemispherical Cluster Hole Shell
|5020344A 5020366H Stryker Orthopaedics Tritanium Hemispherical Quster Hole Shell
|5021142A 5021174J How medica/ Hemi ical HA Cluster Hole Shell
15021142A 5021174J Stryker Orthopaedics Hemispherical HA Cluster Hole Shell
5081142A 5081174J How medica/Osteonics Titanium HA Mult-Hole Cup
15081142A 5081174J Stryker Orthopaedics Titanium HA Multi-Hole Cup
|5090254E 5090280J How medica/Osteonics Titanium Revision Hemispherical Cluster Hole Shell
|6090254E 5090280J Stryker Orthopaedics Titanium Revision Hemispherical Cluster Hole Shell
5401140A 5401174K Howmedica PSL Titanium HA No Hole Cup
5401140A 5401174K Howmedica/Osteonics PSL Titanium HA No Hole Cup
5401140A 5401174K Osteonics PSL Titanium HA No Hole Cup
5401140A 5401174K Stryker Orthopaedics PSL Titanium HA No Hole Cup
15421140A 5421172J How medica PSL Titanium HA Cluster Hole Cup
15421 140A 5421172 How medica/Osteonics PSL Titanium HA Cluster Hole Cup
55421 140A 54211724 Osteonics PSL Titanium HA Cluster Hole Cup
f\5421 140A 5421172 Stryker Orthopaedics PSL Ttanium HA Cluster Hole Cup

Contract I

Primary Procedures: Ihckides all primary procedures entered up to close of business last working day or for the period selected using

the year/month fiter,

Revisions of Primary: Ihchudes all initial revisions of primary procedures currently identified by the NJRR up to close of business last

working day.

Please note the revisions Isted include only initial revisions of the identified primary procedures. These initial revisions may have occurred

at any time since the primary procedure up to the current time,

Number of Primary Hip Procedures per Year using the Trident (Shell) Shell and Number of

Subsequent Revisions

Year Primary Procedures Revisions of Primary
2000 | 1

2001 472 20
2002 1011 48
|2003 | 1425 72
2004 | 1524 60
|200s | 1671 38
2006 1706 59
207 | 1821 65
2008 1447 43
2008 | 1607 3
2010 | 1385 26
211 | 1384 20
2012 | 1454 22
201 | 876 4
TOTAL| 17794 508

https://acanjrr.dmac.adelaide.edu.au/group/reg ulatory-bodies/companies-and-models
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Companies and Models : AOANJRR - Regulatory Bodies Document 35

Revision Rates of Primary Hip Replacement using the Trident (Shell) Shell for the Entire
Time Period

I Model N Revised N Total Obs. Years Revisions/100 Obs. Yrs (95%Cl)
[ rigent (shew 508 17794 96451 0,53 (0.48, 0.57)
[TotaL 508 17794 96451 0.53 (0.48, 0.57)

National - Revision Rates of Primary Hip Replacement (1 Sept 1999 to 31 Dec 2011)

| Hip Class N Revised N Total Obs, Years Revisions/100 Obs, Years (95%Cl)

| Unipollar Monoblock 855 22929 55623 1.54 (1.4, 1.64)
|lhipolar Modular 597 19157 44317 1.35 (1.24, 1.46)
| Bipolar 381 11599 40791 0.93 (0.84, 1.03)
| Total Resurfacing 880 14901 82314 1.07 (1.00, 1.14)
| Total Conventional 8105 223339 993697 0.82 (0.80, 0.83)
| TOTAL 10818 291925 1216742 0.89 (0.87, 0.91)

Please note this is not a sunivorship analysis. K further analysis is required please contact the AOA National Joint
Replacement Registry

Type of Revision of Primary Hip Replacement using the Trident (Shell) Shell for the Entire
Time Period

Type of Revision T %

| Femoral Component 183 36,0
| Headmsert 123 242
| Acetabular Component 84 165
| THR (FemoraVAcetabular) | 55 10.8
| cement spacer 30 59
| Head only 20 39
[ Minor Components 6 1.2
[ nsert only 5 1.0
|Removal of Prostheses 2 04
[ToraL 508 100.0

Reason for Revision of Primary Hip Replacement using the Trident (Shell) Shell for the
Entire Time Period

| Trident (Shell)

| Revision Diagnosis N  %Revision %Primary
| LoosenngiLysis 17 23.0 07
[ wfection 118 228 0.7
|Prosthesis Diskocation 1 219 06
| Fracture 99 195 06
| Pain 13 26 0.1
| Leg Length Discrepancy 8 1.6 0.0
[ nstabisty 7 14 0.0
[ Matposition 8 1.2 0.0
| Implant Breakage Acetabular Insert 4 0.8 0.0
[¥plant Breakage Stem 4 08 0.0
[ ncorrect sizing 2 04 00
|Wear Acetabular hsert 2 0.4 0.0
[wptant Breakage Acetabular 1 0.2 0.0
| Inplant Breakage Head 1 0.2 0.0
[ Metat sensitivity 1 02 0.0
|other 16 3.1 0.1
|NRevision 508 1000 2.9
[NPrimary 17794

digicert
Q EVSSL

https://acanjrr.dmac.adelaide.edu.au/group/reg ulatory-bodies/companies-and-models
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- Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO03, for use by medical device sponsors /
manufacturers, or authorised representatives for mandatory
reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008
Document 36

308279

Mfr report # *

TGADIR #

I- Administrative Information *mandatory

111- Healthcare Facility Information *wandatory

Report Type (select one) Name _
Iniial  [X] Follow-Up [ Final [ Trend Address _
Report Category
SPblcHith Threat []  Death/Serious Injury [~ Other []]| Tel - Fax | 08 9346 8470
A) Date of this report (dd-mm-yyyy) 271022012 E-mail NK

B) Date of adverse event (dd-mm-yyyy)

Contact name at site of event

C) Date mfr aware (dd-mm-yyyy)

Person (authorised representative) Submitting This Report

IV- Device Information Primary Device *Mandatory

Generic Device Information

vne | S
Company Stryker Australia
Address 8 Herbert Street St Leonards NSW 2065

Device ARTG #* | 152396

GMDN Code 35661

GMDN Code Text (eg catheters, central venous, peripherally inserted)

Fax | 02 9467 1042

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

E-mail

-@stryker_com

Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent.

NA

I1- Clinical Event Information *wmandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below

Implant Date: Explant Date:

The acetabular cup had came away from the cement mantel and
slipped down out of Acetabulum. The patient required unanticipated
revision surgery due to pain and difficulty walking.

Brand Name * Trident PSL HA Solid Back 54MM

Model # * 540-11-564F

Software Version | NA
34877201

Ser. or Lot #s

Mfr. Name* Howmedica Osteonics Corporation (USA)

Contact Name *

Address * 325 Corporate Drive Mahwah NJ 07430 USA
e | Fax | +201831-6283
E-mail * -@Stryker_com

ARTG Mfr.#* | 9211

Operator of Device at Time of Event (select one)

[0 other Caregiver [0 patent X

HC Profnal NA [

Usage of Device"
Single Use [X]
Reuse of Reusable []

Reuse of Single Use [
Re-serviced/Refurbished []

Device Disposition/Current Location *

Surgeon
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V- Results of Mfr’s Investigation *wandatory

Manufacturers Device Analysis Results

(Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer's investigation

VI- Patient Information *Mandatory as marked below

Age yrs.mins) | | wr | wt (ko) | [l

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

NK

Patient history (co-morbidities & medication):

NK

* Patient outcome:

NK

* List of other devices involved in the event:
if other implants involved — list brand, model & ARTG #

TRIDENT 10° X3 INSERT 32mm ID, 623-10-32F, ARTG # 128021

Remedial Action/Corrective Action/Preventive Action

(Specify ifiwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Pending Manufacturer's investigation

VII- Other Reporting Information *wandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

NK

Countries where these similar adverse events occurred:

NK

Additional Comments

During primary surgery the surgeon had difficulty inserting the PSL cup.

Submitting this report:

Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

By fax:  +61(02) 6203 1713
By e-mail: iris@tga.gov.au

By mail:

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete report

Please answer every question with an appropriate answer, N/A
(not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not
available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be
submitted containing all the available information. Such a report
should be marked “initial” in Section I.

The form may be filled long-hand or electronically using Word®
- simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or
saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the
submission (This section is not protected and may be deleted).

The following provides some guidance on what information is
required in some parts of the form. It is envisaged that the fields
not mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor,
manufacturer) is submitting about an event. The reporter
expects to have to submit further information about the event at
a later date.

Report Type, Follow-up: Additional information to a previous
(initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to
submit about an event. It is possible for the final report to also
be the initial report about an event. If so, please indicate by
crossing both boxes.

Report Type, Trend: Under Quality Management System
requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of
occurrence or severity of events associated with devices must
be reported. These reports are called “trend” reports.

Report Cateqgory, S Pblc Hlth Threat:: (Serious Public Health
Threat or concern) these reports must be submitted within 48
hours of the manufacturer becoming aware of the event, please
refer to the Medical Devices Regulations and Guidance for
interpretation on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category
where the event subject of the report resulted in the death or
serious injury of a patient, user or other person.

Report Category, Other: Choose this category where the event
subject of the report was a “near miss” or is the result of testing

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: 1800 020 653 Fax: 02 6232 8605 Email: inffo@tga.gov.au www.tga.gov.au

or other analysis and an event or further occurrence could lead
to the death or serious injury of a patient, user or other person.

Section Il - Clinical Event Information

Provide as much detail about the event as possible, including
what happened and what lead up to the vent (eg the type of
surgery or treatment) If the device is implantable, provide date
of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the
ARTG.

GMDN Code & Text: Global Medical Device Nomenclature
(GMDN) Code and explanatory text, (eg 40589 — clamp, surgical
tubing, single use).

ARTG Mfr #: The number assigned to the device manufacturer
in the ARTG.

Device Disposition/Current Location: Where and in what
state the device is at the time of the report — eg destroyed/lost
or with manufacturer undergoing testing, or with original
reporter, etc.

Section VI — Patient Information

(Note: in some cases, the patient’s age gender and/or weight
will be irrelevant. In others this information will be essential - eg
weight of patient in regards to orthopaedic implants — The
reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are
caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the
time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If
there have been other similar events reported to either the
sponsor or the manufacturer enter the number or rate. The rate
should preferably be provided in the form of an incidence rate,
for example: 0.4%, the number should include the number sold
for example12 of 3,000 units sold over two years in Australia or
25 of 5 million units sold over 5 years worldwide. If none, write
“0” or “nil".

When submitting a final report this section must be completed.
This information will be requested if it is not provided at the time
of the final report.

Afinal report is considered to be a complete report and
therefore all fields marked with an % must be completed.

Health Safety
Regulation
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Email Message

From:

To:

Cc:

Sent: 27/02/2012 at 5:05 PM

Received: 27/02/2012 at 5:05 PM

Subject: IRIS Reports: PER 308281, 308856 & 308279
Attachments: Initial IRIS 308279 - Trident Cemented PSL Cup.docx

Initial IRIS 308281 - Core Mirco Drill.docx
Inital IRIS 308856 - ACCOLADE (127 DEG) 1.1.docx

To whom 1t may concern,

Please see attached IRIS reports for PER 308281, 308856 & 308279.

Kind regards,

Regulatory Affairs Co-ordinator
Stryker South Pacific

8 Herbert Street

St Leonards, NSW 2065
Australia

t:

f: +61 (0)2 9467 1042

SEER 1 e - con

- Initial IRIS 308279 - Trident Cemented PSL Cup.docx - Initial IRIS 308281 -
Core Mirco Drill.docx - Inital IRIS 308856 - ACCOLADE (127 DEG) 1.1.docx

file:///C:/Users Y/ AppData/Roaming/Micro%20focus/content%20manager/T...  24/06/2025
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IRIS: Medical Device Incident Report Investigation Scheme

Form # MDIRO3, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: November 2008

Mfr report # *  [308279

TGADIR #

I- Administrative Information *Mandatory

Report Type (select one)

Initial  [X] FolIow-Up- []- Final- []- Trend- X]
1 | | |

| |
Report Category
S Pblc Hith Threat [1 Death/Serious Injury [X] Other []

I | |
A) Date of this report (dd-mm-yyyy) 27/02)2012

Person (authorised representative) Submitting This Report

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy)

Nare 522
Company Stryker Australia
Address 8 Herbert Street St Leonards NSW 2065
Tel. _ 629467 1042

[
E-mail B @stryker.com

[dentity of all other Regulatory Authorities, Notified Bodies, etc., wherg this
report was also sent.

NA

[I- Clinical Event Information *mandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
Implant Date: [- Explant Daté-
The acetabular cup had came away from the cement mantel and slipped

down out of Acetabulum. The patient required unanticipated revision
surgery due to pain and difficulty walking.

IlI- Healthcare Facility Information *Mandatory

pavess |




Tel 522 ] Fa& 9346 8470

E-mail NK

Contact name at site of event -

IV— Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG #* 152396

GMDN Code 35661

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

Prosthesis, internal, joint, hip, acetabular component

Specific Device Information

Brand Name * Trident PSL HA Solid Back 54MM
Model # * 540-11-54F

Software Version NA

Ser. or Lot #'s 34877201

Mfr. Name* Howmedica Osteonics Corporation (USA)
Contact Name * _

Address * 325 Corporate Drive Mahwah NJ 07430 USA

ICE-~ > Fag01 831-6283

E-mail * EEE @ stryker.com

ARTG Mfr. # * 9211

Operator of Device at Time of Event (select one)

HC PI’Of'na| [] Other Caregiver [ ] Patient [X] N/A [ ]

| | | | | |
Usage of Device*

Single Use [X]Reuse of Single Use
Reuse of Reusable Rédserviced/Refurbished

I I
Device Disposition/Current Location *

Surgeon

V- Results of Mfr’ s Investigation *Mandatory

Manufacturers Device Analysis Results
Specify, for this event, details of investigation methods, results, and conclusions)

Pending Manufacturer’s investigation

Remedial Action/Corrective Action/Preventive Action

Specify ifiwhat action was taken for the reported specific event or for all similar type of
jor products. Include what action was taken to prevent recurrence. Clarify the timeframe:
completion of various action plans.)

Pending Manufacturer’s investigation

Events|
for

VI- Patient Information *Mandatory as marked below

Age (yrs, mths) . M/F I Wt. (kg) .

Patient Focused Resolution of Events and Outcomes

[]
[]

Document 37
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Corrective action taken relevant to the care of the patient:

NK

Patient history (co-morbidities & medication):

NK

* Patient outcome:

NK

I List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

TRIDENT 10° X3 INSERT 32mm ID, 623-10-32F, ARTG # 128021

VII- Other Reporting Information *Mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

NK

Countries where these similar adverse events occurred:

NK

Additional Comments

During primary surgery the surgeon had difficulty inserting the PSL cup.

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Schem
PO Box 100, Woden, ACT 2606

Byfax.  +61(02) 6203 1713

By e-mail: iris@tga.qgov.au

ISubmission of this report does not constitute an admission that medical personngl,
healthcare facility, sponsor, distributor, manufacturer or product caused or contr{buted
to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete
report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section |.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 I < ; AHcaIlh Su_fcty
Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tgagov.au Www.tga.gov.au Regulation
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Section VI — Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

Afinal report is considered to be a complete report and therefore all fields marked with an % must be completed.

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Health Safety
Regulation

Phone: 1800 020 653 Fax: 02 6232 8605 Email: info@tga.gov.au www.tga.gov.au
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Australian Medical Device
Incident Report Investigation Scheme

522 ] File Reference: 2012/023261

Stryker Australia Pty Ltd
PO Box 970
ARTARMON NSW 1570

Attention: _

DEVICE INCIDENT REPORT DIR 29257 - ARTG # 152396 - Prosthesis, internal, joint, hip,
acetabular component

An investigation into the incident reported to the Therapeutic Goods Administration concerning
the above device is now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
you have any further queries concerning this report please contact me on_.

Yours sincerely

Incident Report and Investigation Scheme
Device Vigilance and Monitoring

Office of Product Review

Therapeutic Goods Administration

14/01/2014

PO Box 100 Woden ACT 2609 ABN 40 939 406 804
Phone: 02 6232 8695 Fax: 02 6203 1713 Email: iris@tga.gov.au www.tga.gov.au



DIR 29257 - ARTG # 152396 - Prosthesis, internal, joint, hip, acetabular component

Reporter Reference #: 308279

Date of Adverse Event: Date of Initial Report:

522 ] 27/02/2012

ARTG #: Brand Name:

152396 Trident PSL HA Solid Back

Device Class: Model #: Serial #:
Class 111 540-11-54F 34877201
Software Version: Batch #: Lot #:
Manufacturer:

Howmedica Osteonics Corporation [9211]

Sponsor: Contact Name:

Stryker Australia Pty Ltd [1251] s22 |

PO Box 970

Document 38

ARTARMON NSW 1570 Phone:

Fax: Email:

(02) 9467 1042 B2 @stryker.com

Renvorter: Confidential: No
Phone:

Stryker Australia Pty Ltd Fax: 02 9467 1042

8 Herbert Street
St Leonards New South Wales 2065

Email:

-@stryker.com
Date of Implant: Date of Explant:

Other Devices Involved:
TRIDENT 10° X3 INSERT 32mm ID, 623-10-32F, ARTG # 128021

Clinical Event Information:

The acetabular cup had came away from the cement mantel and slipped down out of Acetabulum.

The patient required unanticipated revision surgery due to pain and difficulty walking.

Patient Outcome/Consequences:
Patient successfully revised.

Page 2 of 3
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Device Analysis Results:

An event regarding loosening of a cemented Trident shell was reported. The event was confirmed.
Visual Inspection: The returned Trident Shell has a 40mm x 15mm area of cement on its peripheral
rim on one side of the device. There are sporadic areas of fibrous bone ongrowth on the back-side of
the shell. There are also many shiny wear marks on the back-side, indicating micro-motion during
in-vivo use. The returned head and liner are unremarkable apart scratching which was most likely
caused during explantation.

Based on the results of the packaging insert and surgical protocol review, cementing a Trident shell
is not an indication for use, therefore further investigation is not required. Stryker Orthopaedics can
only address approved indications for use.

A review of Stryker’s records indicates that the reported devices were manufactured and accepted
into final stock with no reported discrepancies.

Corrective/Preventative Actions:

No action is required t this time. The event did not involve a product problem indicating a
non-conformity, adverse trend or unanticipated hazard.

Product surveillance will continue to monitor for trends.

Stryker reserves the right to re-evaluate this investigation if additional relevant information
becomes available.

Details of Similar Events:
0.00008 similar events per sales (WW), 0.0006 (AUS).

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Australia.

Type of Problem (Level 1) Type of Problem (Level 2)

Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2)

Not product related Off-label, unapproved or contra-indicated use

Outcome of Investigation

Reviewed, for Trending Purposes Only

Summary of Investigation:

This report describes the use of an uncemented prosthesis being used with cement. Subsequently
the cement mantle has failed causing the implant to move. The use of this implant in this manner is
user error.

The TGA monitors use as well as safety and performance of medical devices. This type of problem
is known to occur occasionally.

No further investigation will occur at this time.

Date Completed:
03/01/2014

ook End of DIR 29257 otk

Page 3 of 3
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Email Message

From [

To:

Cc: @stryker.com

Sent: at 9:.04 AM

Received:

Subject: DIR 29257 - Completion Letter [SEC=UNCLASSIFIED]
Attachments: DIR 29257 - Completion Letter.pdf

Medical Device Incident Report Investigation Scheme (IRIS)
Office of Product Review

Therapeutic Goods Administration (TGA)

Email: iris@tga.-gov.au

Fax: 02 6232 1713

Post: PO Box 100, Woden, ACT 2606

Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Please Note: Medical device sponsors and manufacturers can now update their
reports by logging into the Medical Device Incident Reporting (MDIR) system
using their eBS user name and password.

The MDIR system allows users to submit initial, follow-up and final reports and
to review reports already submitted to the TGA.

A user guide and FAQ are available from the &Trainingad section of the eBS
portal, or from the TGA website.

*To ensure you are receiving all your correspondence, please update your
contact details with the IRIS team. Please note: Only employees in your company
who are listed on the ebs can be contacted about incident reports.

You will need this to access the IRIS database, please see attached form:

https://www.ebs.tga.gov.au/ebs/home.nsf/0/9538F48466eb6eadca25764a0002b931/$FILE
/eBS%20Access%20Request®%20Form. pdf

IT you have any issues please contact eBs on 1800 010 624.

Online reporting ~

Sponsors / Manufacturers:
http://www._tga.gov.au/safety/problem-device-report-industry.htm
Medical Device Users:
http://www.tga.gov.au/safety/problem-device-report-user.htm

file:///C:/Users Y/ AppData/Roaming/Micro%20focus/content%20manager/T...  24/06/2025
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Australian Medical Device
Incident Report Investigation Scheme

File Reference: 2012/023261

Stryker Australia Pty Ltd
PO Box 970
ARTARMON NSW 1570

DEVICE INCIDENT REPORT DIR 29257 - ARTG # 152396 - Prosthesis, internal, joint, hip,
acetabular component

An investigation into the incident reported to the Therapeutic Goods Administration concerning
the above device is now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
you have any further queries concerning this report please contact me on_

Yours sincerely

Incident Report and Investigation Scheme
Device Vigilance and Monitoring

Office of Product Review

Therapeutic Goods Administration

14/01/2014

PO Box 100 Woden ACT 2609 ABN 40 939 406 804
Phone: 02 6232 8695 Fax: 02 6203 1713 Email: iis@tga.gov.au www.tga.gov.au



DIR 29257 - ARTG # 152396 - Prosthesis, internal, joint, hip, acetabular component

Reporter Reference #: 308279

Date of Adverse Event: Date of Initial Report:

522 £7/02/2012

ARTG #: Brand Name:

152396 Trident PSL HA Solid Back

Device Class: Model #: Serial #:
Class 11 540-11-54F 34877201
Software Version: Batch #: Lot #:
Manufacturer:

Howmedica Osteonics Corporation [9211]

Sponsor: :
Stryker Australia Pty Ltd [1251]
PO Box 970

ARTARMON NSW 1570 Phone:
Fax: Email:
(02) 9467 1042 B sty ker.com

Document 39

Reiorter: Confidential: No
phone: EEEIINEEEN

Stryker Australia Pty Ltd Fax: 02 9467 1042
8 Herbert Street
St Leonards New South Wales 2065

Email:

-@stryker.com

Wt: Date of Exilant:

Other Devices Involved:
TRIDENT 10° X3 INSERT 32mm ID, 623-10-32F, ARTG # 128021

Clinical Event Information:

The acetabular cup had came away from the cement mantel and slipped down out of Acetabulum.

The patient required unanticipated revision surgery due to pain and difficulty walking.

Patient Outcome/Consequences:
Patient successfully revised.

Page 2 of 3
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Device Analysis Results:

An event regarding loosening of a cemented Trident shell was reported. The event was confirmed.
Visual Inspection: The returned Trident Shell has a 40mm x 15mm area of cement on its peripheral
rim on one side of the device. There are sporadic areas of fibrous bone ongrowth on the back-side of
the shell. There are also many shiny wear marks on the back-side, indicating micro-motion during
in-vivo use. The returned head and liner are unremarkable apart scratching which was most likely
caused during explantation.

Based on the results of the packaging insert and surgical protocol review, cementing a Trident shell
is not an indication for use, therefore further investigation is not required. Stryker Orthopaedics can
only address approved indications for use.

A review of Stryker’s records indicates that the reported devices were manufactured and accepted
into final stock with no reported discrepancies.

Corrective/Preventative Actions:

No action is required t this time. The event did not involve a product problem indicating a
non-conformity, adverse trend or unanticipated hazard.

Product surveillance will continue to monitor for trends.

Stryker reserves the right to re-evaluate this investigation if additional relevant information
becomes available.

Details of Similar Events:
0.00008 similar events per sales (WW), 0.0006 (AUS).

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Australia.

Type of Problem (Level 1) Type of Problem (Level 2)

Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2)

Not product related Off-label, unapproved or contra-indicated use

Outcome of Investigation

Reviewed, for Trending Purposes Only

Summary of Investigation:

This report describes the use of an uncemented prosthesis being used with cement. Subsequently
the cement mantle has failed causing the implant to move. The use of this implant in this manner is
user error.

The TGA monitors use as well as safety and performance of medical devices. This type of problem
is known to occur occasionally.

No further investigation will occur at this time.

Date Completed:
03/01/2014

ok End of DIR 29257 koK
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23/06/2025, 09:24

Report #:

36008

Report Status:

Closed

Date of Final Report:

30/11/2015

Date Completed:

09/12/2015
Source of Report:

Sponsor

Event Description for Website Publication:
Revision Surgery due to infection.
Clinical Event Information:
Revision Surgery due to infection.
Number of Incidents in Report:

1

Alternative Person Surname:

Sex:

Patient Focused Corrective Action Taken:

DIR:20 1D:295808

Records Management #:

Sponsor's Reported Category:

Other

Date of Initial TGA Action:
08/12/2014

Operator at Time of Event:
Healthcare Professional

If 'Other' Source Selected:

Contact:

Alternative Person Phone:

Weight:

Form ID: 295808 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
705649

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Revision surgery — Washout and debridment on EESl] and all implants removed on FEEEEzG

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837

Document 40

Form Date: 08/12/2014
SIGNED

Report Type:

Final
Date of Initial Report:
08/12/2014

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:
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23/06/2025, 09:24
NK
Patient Outcome/Consequences:
Procedure completed successfully.

Other Devices Involved:

V40 CoCr Lfit Head - Cat No: 6260-9-044
Trident PSL HA Cluter — Cat No: 542-11-56F

X3 Polyer Liner

Search Reporter By Surname: Reporter #:
Reporter Title: First Name:
Mr 522 |
Position:

Principal - Regulatory Affairs

Address 1: Address 2:

8 Herbert Street

Country: Postcode:

Australia 2065

Mobile: Email:

-@stryker.com
As Above?:
If No, fill out the following:

No

Search Reporter By Surname:

Initial Reporter #:

Title: First Name:
Position:
Address 1: Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=2001400837

Form ID: 295808 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 40

State:

NSW

Fax:

02 9467 1042

Last External Submission By:

-_1251 - 30/11/2015 16:42

Initial Reporter Confidential:

Yes

State:

2/8



23/06/2025, 09:24

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral component

Initial Device Description:

Accolade Hip Stem, Size 5.5, 127 degree

Usage of Device:

Single Use
Model #:

60215537

Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Software Version:

Serial #:

NA

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Mahwah

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=2001400837

Form ID: 295808 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:

145594

Device Class:

Class III

Brand Name:

Accolade Hip Stem, Size 5.5, 127 degree

Batch #:

NA
Date of Implant:

Access Contact First Name:

Manufacturer Client Id:

9211

State/Province:

NJ

Document 40

Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:

14575402
Date of Explant:

Access Contact Surname:

Address 1:

325 Corporate Drive
Country:

United States
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23/06/2025, 09:24
Postcode:

07430

Email:

-@stryker. com
Contact Title:

Mr

Supplier Name:
Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:
01/12/2015
Sample Received:
No

Actual Effect:
Serious Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Phone:

Contact First Name:

State:
Email:
Contact Title:
Contact Fax:
Assessed By:
s22 |
Sterile:
Yes

Injured Party:
Patient
Risk Detectability:

Unlikely

Form ID: 295808 - Domain: Production - Template: DIR

For website publication:

Yes
Reusable:

No

Classification:

Not Investigated

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837

Fax:

02 9467 1042
Manufacturer Informed:
Yes

Contact Surname:

Address 1:

Postcode:

Contact First Name:

Single Use:

Yes

Investigated:

No

Ready for Publication:

Document 40

Date Aware of Adverse Event:

Address 2:
Phone:
Supplier Informed:

Contact Surname:

Exclude report from DIRE:

Potential Effect:
Serious Injury
Risk Frequency:
Sometimes

Date of DIRE Meeting:
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23/06/2025, 09:24 Form ID: 295808 - Domain: Production - Template: DIR

Document 40
The device has not been highlighted as an implant of concern through the NJRR — Monitor

Search Sponsors: Name: Client #:

1251 Stryker Australia Pty Ltd 1251
Attention To: Address 1: Address 2: Town/Suburb:
=22 PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 =22 ] 02 9467 1042
Email:

B @stryker.com

Device Analysis Results:

A material analysis was performed and no material or manufacturing issues were observed on the device. A review of the devices history and complaints showed that all devices
for the reported lot (of which no other events have been reported) were manufacturer and accepted into final stock with no reported discrepancies.The exact cause of the event
however could not be determined because insufficient information was provided. Additional information, including additional medical records and x-rays are needed to fully
investigate the event. If further information becomes available this investigation will be re-opened.

Corrective/Preventative Actions:
No action is required at this time as there is no indication to suggest a product non-conformity or unanticipated hazard. Product Surveillance will continue to monitor for trends.

Details of Similar Events:

Number of similar events =
Number of devices sold worldwide = 7215
Similar Event Rate % = 0.0139

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:
United States
Additional Comments:

NA
DIR closed 9/12/2015

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=2001400837 5/8



23/06/2025, 09:24

Other Device (Entered): Brand Name:

Device ARTG No Manufacturer Sponsor/Supplier
Name

211868 Howmedica Stryker Australia
Osteonics Pty Ltd
Corporation

152442 Howmedica Stryker Australia
Osteonics Pty Ltd
Corporation

DIR # Brand Name

Name
Sample # Sample Requested Sample Received

Reporter First

Form ID: 295808 - Domain: Production - Template: DIR

Manufacturer Name:

Trade/Brand Name

LFIT V40
FEMORAL HEAD -
Metallic femoral
head prosthesis

Trident PSL HA
Cluster Actebular
Shell -
Prosthesis,
internal, joint,
hip, acetabular
component

# Samples from

Reporter

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837

Document 40

Device ARTG #:

Serial #

0XOMRA

27398201

Reporter Surname

# Samples from

Model Number GMDN / UMDN
Text
6260-9-044 Metallic femoral
head prosthesis
542-11-56F Acetabulum
prosthesis

Company/Institution

Outcome of TGA's Testing

Sponsor
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23/06/2025, 09:24 Form ID: 295808 - Domain: Production - Template: DIR
Document 40

Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response  Investigator's Notes
Type recipient (email) Expected
Type of Problem (Level 1) Type of Problem (Level 2) If 'Other' Type Selected
Other Other Infection
Cause of Problem (Level 1) Cause of Problem (Level 2) If 'Other' Cause Selected
Unable to confirm complaint Device not returned
Outcome of Investigation If Additional Outcome Detail Requested

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

National Joint Replacement Register (NJRR) was reviewed, no further action at this stage, the TGA will continue to monitor.

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 718



23/06/2025, 09:24 Form ID: 295808 - Domain: Production - Template: DIR
Document 40
48981 DIR-REQ Closed 522 ] OPR Administration User 09/12/2015 Normal 0

09/12/2015 13:04:39

Created By Theta Technologies - 08/12/2014 10:40:54 Template Revision Released by EEFI or 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 8/8



23/06/2025, 09:25

DIR:20 1ID:278038

Report #: Records Management #:
34311

Report Status:
Closed Other
Date of Final Report: Date of Initial TGA Action:
30/11/2015 02/06/2014
Date Completed: Operator at Time of Event:
09/12/2015
Source of Report: If 'Other' Source Selected:
Sponsor

Event Description for Website Publication:

Stem subsidence by 2.5 cm and patient reported thigh pain.

Clinical Event Information:

Stem subsidence by 2.5 cm and patient reported thigh pain.

Number of Incidents in Report: Contact:
1

Alternative Person Surname: Alternative Person Phone:

Sex: Weight:

Patient Focused Corrective Action Taken:

Sponsor's Reported Category:

Form ID: 278038 - Domain: Production - Template: DIR

Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

Reporter's Reference #:
530779

Date of Adverse Event:
Reviewed by DIRE:

If 'Other' Operator Selected:

Type of Initial Action:

Trend data only

Alternative Person Title:

Alternative Person Fax:

Age:

Removal of Accolade TMZF stem and 32mm standard LFIT V40 head and revision to Exeter Stem and LFIT 32mm V40 +4 head

Patient History:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837

Document 41

Form Date: 03/06/2014
SIGNED

Report Type:

Final
Date of Initial Report:
03/06/2014

Date Response Received:

Reporter Confidentiality:

No

Alternative Person First Name:

1/8



23/06/2025, 09:25

NK

Patient Outcome/Consequences:

Patient successfully revised

Other Devices Involved:

6260-9-132 32MM STD LFIT V40 HEAD

Search Reporter By Surname:

Reporter Title:

Mr

Position:

Principal - Regulatory Affairs
Address 1:

8 Herbert Street
Country:

Australia

Mobile:

As Above?:

No

Search Reporter By Surname:

Title:

Position:

Address 1:

Reporter #:
First Name:
Address 2:
Postcode:

2065

Email:

B @stryker.com

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=2001400837

Form ID: 278038 - Domain: Production - Template: DIR

Surname:

Company/Institution:

Stryker
Town/Suburb:

St Leonards

Phone:

Surname:

Company/Institution:

Town/Suburb:

Document 41

State:
NSW

Fax:

02 9467 1042

Last External Submission By:

-_1251 - 30/11/2015 14:26

Initial Reporter Confidential:

No

State:

2/8



23/06/2025, 09:25

Postcode:

Email:

Product Exempt:

No

Therapeutic Licence Type:

Medical Device

GMDN / UMDN Text:

Phone:

If No, fill out ARTG No:

Product Licence Category:

Included

Prosthesis, internal, joint, hip, femoral componen

Initial Device Description:

Accolade Stem size 3.5

Usage of Device:

Single Use
Model #:

6021-3535

Purchase Date:

Reported Device Location:

Access Contact Phone:

Manufacturer Name:

Howmedica Osteonics Corporation

Address 2:

Postcode:

Software Version:

Serial #:

N/K

Expiry Date:

Access Contact Title:

Access Contact Fax:

Town/Suburb:

Mahwah

Phone:

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=2001400837

Form ID: 278038 - Domain: Production - Template: DIR

Fax:

Search Device ARTG:

145594

Device Class:

Class III

Brand Name:

Accolade Stem size 3.5

Batch #:
N/K
Date of Implant:

Access Contact First Name:

Manufacturer Client Id:
9211
State/Province:

NJ

Fax:

. Document 41
Mobile:

Device ARTG #:

145594
GMDN / UMDN Code:

35666

Lot #:

41955104
Date of Explant:

Access Contact Surname:

Address 1:

325 Corporate Drive
Country:

United States
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23/06/2025, 09:25

07430

Email:

-@stryker. com
Contact Title:

Mr

Supplier Name:
Town/Suburb:

Fax:

Date of Supplier Contact:

Contact Phone:

Date:
30/11/2015
Sample Received:
No

Actual Effect:
Serious Injury
Risk Severity:
Serious

DIRE Meeting Notes:

Contact First Name:

State:
Email:
Contact Title:
Contact Fax:
Assessed By:
s22 |
Sterile:
Yes

Injured Party:

Patient

Risk Detectability:

Unlikely

Form ID: 278038 - Domain: Production - Template: DIR

Manufacturer Informed:

Yes

Contact Surname:

Address 1:

Postcode:

Contact First Name:

For website publication:

Yes

Reusable:

No

Classification:

Not Investigated

The device has not been highlighted as an implant of concern through the NJRR — Monitor

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837

Ready for Publication:

Single Use:

Yes

Investigated:

No

Document 41

Date Aware of Adverse Event:

Address 2:
Phone:
Supplier Informed:

Contact Surname:

Exclude report from DIRE:

Potential Effect:
Serious Injury
Risk Frequency:

Rarely
Date of DIRE Meeting:

4/8



23/06/2025, 09:25 Form ID: 278038 - Domain: Production - Template: DIR
Document 41

Search Sponsors: Name: Client #:
stryker Stryker Australia Pty Ltd 1251

Attention To: Address 1: Address 2: Town/Suburb:
=22 PO Box 970 ARTARMON
State: Postcode: Phone: Fax:

NSW 1570 =22 ] (02) 9467 1042
Email:

-@stryker.com

Device Analysis Results:

Examination of the returned device showed evidence of fibrous on-growth on the stem's surface. Furthermore, all devices for the reported lot (of which there were no similar
events reported) were manufactured and accepted into final stock with no reported discrepancies. However,the exact cause of the event could not be determined because
insufficient information was received. Further information such as x-rays, operative reports, patient history & follow-up notes are needed to investigate this event further and if
this information becomes available, this investigation will be reopened

Corrective/Preventative Actions:
No action is required at this time as there is no indication to suggest a product non-conformity or unanticipated hazard. Product Surveillance will continue to monitor for trends.

Details of Similar Events:

Number of similar events
Number of devices sold worldwide = 36143
Similar Event Rate % = 0.00277

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:
United States
Additional Comments:

NA
DIR closed 9/12/2015

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint. aspx?sid=2001400837
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23/06/2025, 09:25 Form ID: 278038 - Domain: Production - Template: DIR
Document 41

Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:
Device ARTG No Manufacturer Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Name Text
211868 Howmedica Stryker Australia LFIT V40 44997202 6260-9-132 Metallic femoral
Osteonics Pty Ltd FEMORAL HEAD - head prosthesis
Corporation Metallic femoral

head prosthesis

DIR # Brand Name Reporter First Reporter Surname  Company/Institution
Name
Sample # Sample Requested Sample Received # Samples from # Samples from Outcome of TGA's Testing
Reporter Sponsor
Correspondence Correspondence Date Sent Date Response Date Received Sponsor's Response  Investigator's Notes
Type recipient (email) Expected

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 6/8



23/06/2025, 09:25

Type of Problem (Level 1)

Mechanical

Cause of Problem (Level 1)

Unable to confirm complaint

Outcome of Investigation

Reviewed, for Trending Purposes Only

Recall Number:

Investigation Summary:

Form ID: 278038 - Domain: Production - Template: DIR

Type of Problem (Level 2) If 'Other' Type Selected

Unintended Movement

Cause of Problem (Level 2) If 'Other' Cause Selected

Investigation did not reveal a root
cause

If Additional Outcome Detail Requested

National Joint Replacement Register (NJRR) was reviewed, no further action at this stage, the TGA will continue to monitor.

46449 DIR-REQ

Closed 522 ] OPR Administration User 09/12/2015

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837

Document 41

Normal 0
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23/06/2025, 09:25 Form ID: 278038 - Domain: Production - Template: DIR

09/12/2015 12:19:45

Document 41

Created By Theta Technologies - 02/06/2014 15:45:09 Template Revision Released by_ on 25/06/2015 15:11:06

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 8/8



Document 42

Australian Medical Device
Incident Report Investigation Scheme

s22 | File Reference: 2012/008562

Stryker Australia Pty Ltd
PO Box 970
ARTARMON NSW 1570

Attention: _

DEVICE INCIDENT REPORT DIR 26109 - ARTG # 152396 - Prosthesis, internal, joint, hip,
acetabular component

An investigation into the incident reported to the Therapeutic Goods Administration concerning
the above device is now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
you have any further queries concerning this report please contact me on_.

Yours sincerely

Incident Report and Investigation Scheme
Device Vigilance and Monitoring

Office of Product Review

Therapeutic Goods Administration

04/04/2012

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: 02 6232 8695 Fax: 02 6203 1713 Email: iris@tga.gov.au www.tga.gov.au



DIR 26109 - ARTG # 152396 - Prosthesis, internal, joint, hip, acetabular component

Reporter Reference #: 267217

Document 42

Date of Adverse Event: Date of Initial Report:

522 ] 16/07/2011

ARTG #: Brand Name:

152396 Ceramic Liner

Device Class: Model #: Serial #:

Class II1 N/K

Software Version: Batch #: Lot #:

N/K N/K

Manufacturer:

Howmedica Osteonics Corporation [9211]

Sponsor: Contact Name:

Stryker Australia Pty Ltd [1251] s22 |

PO Box 970

ARTARMON NSW 1570 Phone:

Fax: Email:
-@stryker.com

Renvorter: Confidential: No
Phone:

Stryker Australia Fax: 02 9467 1042

8 Herbert Street
St Leonards New South Wales 2065

Email:

- @stryker.com

Other Devices Involved:
N/A

Clinical Event Information:
Following patient fall, cup had moved which subsequently resulted in sublaxation.

Patient Outcome/Consequences:

The ceramic
liner was replaced and a Biolox ceramic femoral head with a longer neck was implanted.

Revision surgery it was noted that the Trident cup was solid and unable to be moved, indicating that

the cup was placed in a vertical position at the patients primary surgery.

Page 2 of 3



Document 42

Device Analysis Results:

An event regarding dislocation of a Trident hip was reported on_. The event was not
confirmed.

The exact cause of the event could not be determined however the reported dislocation in this obese
patient may be due to the vertical positioning of the shell, as noted in Strykers technical report for
dislocation. It is noted in the review of the provided x-rays by a clinical professional that the shell on
the right hand side is vertically placed. It is not possible to determine if the shell was placed in this
position at the primary surgery or if it was displaced after the reported trauma the patient suffered.
No further investigation for this event is possible at this time because no devices and insufficient

c - Sa [o P RS N E S R Tcox = A A At VO

Corrective/Preventative Actions:
No action is required at this time as there was no indication of a product non-conformance or
adverse trend.  Product Surveillance will monitor for trends.

Details of Similar Events:
Unable to calculate, no Lot or Catalogue # provided.

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Type of Problem (Level 1) Type of Problem (Level 2)

Mechanical Unintended Movement

Cause of Problem (Level 1) Cause of Problem (Level 2)

Not product related Event related to patient condition or anatomy
Not product related User error caused or contributed to event

Outcome of Investigation
Not investigated
Summary of Investigation:

No further investigation will occur at this time, however the TGA will continue to monitor the rate
and pattern of occurrence and may re-open the file as appropriate.

Date Completed:
04/04/2012

okdork End of DIR 26109 orkorck
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Document 43

Email Message

From: BT ——
To: . tga.gov.au

Cc:

Sent: 18/07/2011 at 1:59 PM
Received: 18/07/2011 at 1:59 PM
Subject: Initial IRIS - PER 267217
Attachments: Initial IRIS PER 267217.doc

To Whom It May Concern

Please find initial IRIS relating to PER 267217.

Please do not hesitate to contact me should you have any questions or concerns.

Regards

Regulatory Affairs Associate
Stryker South Pacific

t:

- Initial IRIS PER 267217 .doc

file:///C:/Users Y/ AppData/Roaming/Micro%20focus/content%20manager/T...  24/06/2025



IRIS: Medical Device Incident Report Investigation Scheme Document 43

Form # MDIR03, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03
Last revised: December 2008

267217

Mfr report # *

TGADIR #

I- Administrative Information *mandatory

Report Type (select one)

‘ Initial [X  Follow-Up [] Final [] Trend []

]
Report Category

S Pblc Hith Threat  [] Death/Serious Injury  [] Other X

A) Date of this report (dd-mm-yyyy) 18/07/2011

D) Date of next report (max 30 days from A) | 16/08/2011

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy)

Person (authorised representative) Submitting This Report

Company Stryker Australia

Address 8 Herbert St, St Leonards NSW 2065

Tel. | EEE Fax | (02) 9467 1042

E-mail B @stryker.com

Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent.

None

I1- Clinical Event Information *wmandatory

Description of event or problem

If the device is an implantable device indicate both implant and explant dates below
Implant Date: | NK | Explant Date:

Following patient fall, cup had moved which subsequently resulted in
sublaxation. The ceramic liner was replaced and a Biolox ceramic
femoral head with a longer neck was implanted.

I11- Healthcare Facility Information *mandatory

paess | SR

Tel

E-mail

Contact name at site of event | _




IV- Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG#* | NK

GMDN Code 35661

GMDN Code Text (eg catheters, central venous, peripherally inserted)

NK

Specific Device Information

Brand Name * NK

Model # * Ceramic Liner

Catalogue # NK

Ser. or Lot #s NK

Mfr. Name* NK
Contact Name * -
Address * NK

e+ | EEC Fax | (02) 9467 1042

E-mail * - @stryker.com

ARTG Mfr.#* | NK

Operator of Device at Time of Event (select one)

| HC Profnal [X]  Other Caregiver

Usage of Device*

Single Use [ Reuse of Single Use  []
X

]

Reuse of Reusable [] Re-serviced/Refurbished []

Device Disposition/Current Location *

NK

V- Results of Mfr’s Investigation *mandatory

Manufacturers Device Analysis Results

(Specify, for this event, details of investigation methods, results, and conclusions)

Pending manufacturer's investigations.

Remedial Action/Corrective Action/Preventive Action

(Specify iffwhat action was taken for the reported specific event or for all similar type of
events or products. Include what action was taken to prevent recurrence. Clarify the
timeframes for completion of various action plans.)

Pending manufacturer's investigations.

VI- Patient Information *mandatory as marked below

Age (yrs, mths) l M/F I Wit. (kg) l

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Removal and replacement of right acetabular components.

(]

Patient

[1

N/A

[1

Document 43



Patient history (co-morbidities & medication):

NK

* Patient outcome:

NK

* List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

NK

VII- Other Reporting Information *mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

NK

Countries where these similar adverse events occurred:

NK

Additional Comments

None

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Scheme
PO Box 100, Woden, ACT 2606

By fax:  +61(0) 2 6232 8555
By e-mail: iris@tga.gov.au

Submission of this report does not constitute an admission that medical personnel,
healthcare facility, sponsor, distributor, manufacturer or product caused or
contributed to the event.

Document 43



Document 43

Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete report

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section I.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | — Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section |l — Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section IV - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

Section VI - Patient Information

(Note: in some cases, the patient's age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
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the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

A final report is considered to be a complete report and therefore all fields marked with an % must be completed.
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From: I . ce.con
To: : ga.qgov.au

Cc:

Sent: 19/03/2012 at 4:07 PM

Received: 19/03/2012 at 4:07 PM

Subject: IRIS final aprroval

Attachments:

To whom it may concern,

Please see attached final IRIS reports for your approval.

Kind regards,

Regulatory Affairs Co-ordinator

Stryker South Pacific
8 Herbert Street

St Leonards, NSW 2065
Australia

f: +61 (0)2 9467 1042

SRR ¢ -y <=+ - con

Final IRIS PER 267217.docx

file:///C:/Users{EV A/ AppData/Roaming/Micro%20focus/content%20manager/T... 24/06/2025
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IRIS: Medical Device Incident Report Investigation Scheme

. Australian Government
#¢ Department of Health and Ageing
Therapeutic Goods Administration

Form # MDIRO03, for use by medical device sponsors / manufacturers, or authorised representatives for mandatory reporting. For voluntary user reporting please use Form # UDIR03

Last revised: December 2008

hllfr report #* [267217

TGA DIR # [T

| 1
I- Administrative Information *mandatory

Report Type (select one)

Initial  [] FoIIow—Up_ []- Final- [X]- Trend- [
1 | I |

Report Categl ory !
S Pblc Hith Threat [1 Death/Serious Injury [X] Other []

| I
A) Date of this report Jdd-mm-yyyy) 14/03)2012

B) Date of adverse event (dd-mm-yyyy) -
C) Date mfr aware (dd-mm-yyyy) -
A

D) Date of next report (max 30 days from A) N

Person (authorised representative) Submitting This Report

Name -

Company Stryker AustraliallT

Address 8 Herbert St, St Leonards NSW 2065

1

el _ o) 9467 1042
F--mail ! -@strykericom

dentity of all other Regulatory Authorities, Notified Bodies, etc., wherq this
Feport was also sent.

None

11- Clinical Event Information *wandatory

Description of event or problem

f the device is an implantable device indicate both implant and explant dates below
Implant Date: | NK Explant Dat

Following patient fall, cup had moved which subsequently resulted in
sublaxation. The ceramic liner was replaced and a Biolox ceramic femoral
head with a longer neck was implanted.

11I- Healthcare Facility Information *Mandato1y

|
T




ivess |

Tel <22 D2) 6332 9885
E

E-mail

Contact name at site of event _

IV- Device Information Primary Device *Mandatory

Generic Device Information

Device ARTG # * NK

GMDN Code 35661

IGMDN Code Text (eg catheters, central venous, peripherally inserted)

NK

Specific Device Information

Brand Name * NK

Model # * Ceramic Liner
Catalogue # NK

Ser. or Lot #s NK

Mfr. Name* NK

Contact Name * S22
Address * NK

el |CEEE Fag) 9467 1042

E-mail * -@stryker.com

ARTG Mfr. # * NK

Operator of Device at Time of Event (select one)

HC Profnal [X]  Other Caregiver [] ~ Patient []  N/A []

I I I I I I I
Usage of Device*

Single Use X] Reuse of Single Use

Reuse of Reusable [1 Re-serviced/Refurbished

I I I
Device Disposition/Current Location *

NK

V- Results of Mfr's Investigation *vandatory

Manufacturers Device Analysis Results

Specify, for this event, details of investigation methods, results, and conclusions)

An event regarding dislocation of a Trident hip was reported on-

The event was not confirmed.

The exact cause of the event could not be determined however the
reported dislocation in this obese patient may be due to the vertical
positioning of the shell, as noted in Strykers technical report for dislocation.
It is noted in the review of the provided x-rays by a clinical professiongl that
the shell on the right hand side is vertically placed. It is not possible to
determine if the shell was placed in this position at the primary surgery or if

—_—

]
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it was displaced after the reported trauna the patient suffered. No further Document 44

investigation for this event is possible &t this time because no devicesfand
insufficient information was received by Stryker Orthopaedics. If deviges
and / or additional information become|available, this investigation will|be
reopened.

Remedial Action/Corrective Action/Prevehtive Actior|1

Specify ifiwhat action was taken for the reported specific event or for all similar type of pvents|
jor products. Include what action was taken to prevent recurrence. Clarify the timeframes for
completion of various action plans.)

No action is required at this time as there was no indication of a produfct
non-conformance or adverse trend. Product Surveillance will monitor ffor
trends.

VI- Patient Information *mandatory as marked below

Age (yrs, mths) l M/F I Wt. (kg) l

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Removal and replacement of right acetabular components.

Patient history (co-morbidities & medication):

Clinically obese with a B.M.I. of 32.4. She had bilateral hip arthroplastfes
and these were both revised, possibly on .

* Patient outcome:

Revision surgery it was noted that the Trident cup was solid and unable to
be moved, indicating that the cup was placed in a vertical position at the
patients primary surgery.

* List of other devices involved in the event:
if other implants involved - list brand, model & ARTG #

NA

VII- Other Reporting Information *mandatory

Mfr/Sponsor aware of other similar events? (*number or *rate)

unable to calculate no Lot or Catalogue # provided.

Countries where these similar adverse events occurred:

NA

Additional Comments

None

Submitting this report:

By mail:  Reply Paid 100
IRIS : Medical Device Incident Report Investigation Schem
PO Box 100, Woden, ACT 2606

By fax:  +61 (0) 2 6232 8555
By e-mail: iris@tga.gov.au

ISubmission of this report does not constitute an admission that medical personngl,
healthcare facility, sponsor, distributor, manufacturer or product caused or contr{buted
to the event.
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Guidance on how to complete this form

NB: Sections or fields marked with an % are mandatory minimum requirements for a complete report
Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time)

If some of the applicable information required in this form is not available by the time the deadline (2, 10, or 30 days) for the
particular category of report has expired, a report should be submitted containing all the available information. Such a report should
be marked “initial” in Section I.

The form may be filled long-hand or electronically using Word® - simply <tab> to the appropriate field and type the required
information. The form can then be submitted by fax or mail or saved and attached to an email and sent to the email address
provided. This instructions page should not be included in the submission (This section is not protected and may be deleted).

The following provides some guidance on what information is required in some parts of the form. It is envisaged that the fields not
mentioned in this explanatory note are self-explanatory.

Section | - Administrative Information

Report Type, Initial: The first report that the reporter (sponsor, manufacturer) is submitting about an event. The reporter expects to
have to submit further information about the event at a later date.

Report Type, Follow-up: Additional information to a previous (initial, follow-up or final) report.

Report Type, Final: The last report that the reporter expects to submit about an event. It is possible for the final report to also be the
initial report about an event. If so, please indicate by crossing both boxes.

Report Type, Trend: Under Quality Management System requirements, the manufacturer is expected to monitor trends of
significant adverse events. Significant changes in frequency of occurrence or severity of events associated with devices must be
reported. These reports are called “trend” reports.

Report Category, S Pblc HIth Threat:: (Serious Public Health Threat or concern) these reports must be submitted within 48 hours
of the manufacturer becoming aware of the event, please refer to the Medical Devices Regulations and Guidance for interpretation
on the meaning of this description.

Report Category, Death/Serious Injury: Choose this category where the event subject of the report resulted in the death or serious
injury of a patient, user or other person.

Report Category, Other: Choose this category where the event subject of the report was a “near miss” or is the result of testing or
other analysis and an event or further occurrence could lead to the death or serious injury of a patient, user or other person.

Section Il = Clinical Event Information

Provide as much detail about the event as possible, including what happened and what lead up to the vent (eg the type of surgery or
treatment) If the device is implantable, provide date of implant & explant.

Section |V - Device Information

Device ARTG #: The number assigned to the device in the ARTG.

GMDN Code & Text: Global Medical Device Nomenclature (GMDN) Code and explanatory text, (eg 40589 — clamp, surgical tubing,
single use).

ARTG Mfr #: The number assigned to the device manufacturer in the ARTG.

Device Disposition/Current Location: Where and in what state the device is at the time of the report — eg destroyed/lost or with
manufacturer undergoing testing, or with original reporter, etc.

Section VI - Patient Information

(Note: in some cases, the patient’s age gender and/or weight will be irrelevant. In others this information will be essential - eg weight
of patient in regards to orthopaedic implants — The reporter should exercise judgement when filling these fields.)

List of other devices involved in the event: Some events are caused by the combined action of two or more devices. List any
other device(s) and their ARTG # that were being used at the time of the event if known.

Section VIl - Other Reporting Information

Mfr/Sponsor aware of other similar events? (# or rate): If there have been other similar events reported to either the sponsor or
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the manufacturer enter the number or rate. The rate should preferably be provided in the form of an incidence rate, for example:
0.4%, the number should include the number sold for example12 of 3,000 units sold over two years in Australia or 25 of 5 million
units sold over 5 years worldwide. If none, write “0” or “nil".

When submitting a final report this section must be completed. This information will be requested if it is not provided at the time of
the final report.

A final report is considered to be a complete report and therefore all fields marked with an % must be completed.
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

In reply please quote: RC-2009-RN-00018-3

Managing Director
Stryker Australia Pty Ltd
PO Box 970

ARTARMON NSW 1570

Dear Sir/Madam

Re: Stryker HA Coated Hip Stems manufactured in Ireland between December 2007 and
January 2008 Various Lots (see attached)
ARTG - 145521, 145595, 145594, 145593, 145597.

Thank you for your final report for your recall action involving the above product(s).

Copies of this report have been reviewed by key stakeholders within the Therapeutic Goods
Administration on the effectiveness of the recall action.

This recall action is now considered to be completed in accordance with the requirements of the
Uniform Recall Procedure for Therapeutic Goods and has been closed on the recalls database.

Please do not hesitate to contact me on the numbers below if you have any further concerns on this
issue.

Yours sincerely

Recalls Offi
Fax: 1451

Email: recalls@tga.gov.au

19/03/2009

Address: PO Box 100 Woden ACT 2606 Website: WWW.[ga.gov.au
Telephone: 02 6232 8637 Facsimile: 02 6203 1451 ABN 40 939 406 804
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ACTION NOTE

REEND: 7069 c00l3=>

DATE: a5 1haw OF
PHONE:
s

A

WFURTHER ACTION REQUIRED

IFURTHER ACTION REQUIRED AS BELOW

N ES:
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16701 '09 15:16 FAX @001

Document 45) /.

\lll II l\/R\ REPORT

TX/RX NO 1539
PGS.

TX/RX INCOMPLETE
TRANSACTION OK

23]
01]062050997
02]100732341480
03]100298595165
04]101300360830
05100362333904
06]100882743440
07]100893884988
08]100889227200
091062663929
111062431073
12]100362323310
14]100298953324
15100396057982
16100730045405
17]00882749438
18]00892148336
19100262053300
20]100015644819680€6
25]100882260725
261062443819

el el e e e I I R s S S p—

ERROR INFORMATION

3‘* Department of Health and Ageing
Therapeutic Goods Administration

f

PO Box 100 Woden ACT 2606
www.iga gov.eu

ABN 40 939 406 804
Facsimile

Date: | & / [ / Q«C‘O Total pages:; i

TO: ON RECEIPT OF THIS FAX, PLEASE DELIVER WITHOUT DELAY TO THE

PERSON OR OFFICE NOMINATED AGAINST YOUR FAX NUMBER BELOW:
Regarding: Recall Number: RC-2009-RN- 000 |- 3
FROM: Recalls Unit Telephone: (02) 6232 8637
Facsimile: (02) 6203 1451

If you do not receive all pages, please telephone the sender immediately
MESSAGE:

All Recalls (Medicines and Medical Devices)
State & Territory Departments of Health:
ACT:

QLD:
NSW:
VIC:

TAS:
SA:
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BRBBERERERRRE R R R RS
k% TX REPORT £ 33

ERFFTELT P TP PETE LT EE

()

TRANSMISSTON 0K
TX/RX NO 1518
CONNECTION TEL 00294671010
SUBADDRESS
CONNECTION 1D
ST. TIME 12/01 09:04
USAGE T 0121
PGS. SENT /f A
RESULT 0K,

v

-4 Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

PO Box 100 Woden ACT 2606

www.[2a.gov.au

ABN 40 939 406 804

Facsimile

Date: 12/01/2009 Total pages: 4

TO: Stryker Australia Pty Ltd Telephone: M

Attention: h Facsimile:

Regarding: Stryker HA Coated Hip Stems TGA Ref #: RC-2009-RN-00018-3
manufactured in Ireland between Your ref #
December 2007 and January 2008
Various Lots (see attached)

ARTG - 145521, 145595, 145594,
145593, 145597.
FROM:

Telephone: M
Branch/Div.: ecalls Unit Facsimile: )

If you do not receive all pages, please telephone the sender immediately

MESSAGE:
Thank you for your notification and draft action letter for the above product

Assessment of the proposed action

The proposed action has been classified as follows

Class of Recall: _ Class I

Type of Reeall: - Medical Device Recall

Recall Level: Hospital Level

Reason for Recall - that will be | “Specified lots of sprayed Hydroxyapatite (HA) hip stems did
provided to Parties listed in not meet Stryker's Internal Material Specification for tensile
Appendix V of the URPTG. bond strength and crystallinity”

Product Distribution: 12 Hospitals NSW, TAS, VIC & WA (see attached list)

Approval of the proposed action correspondence
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Recalls Unit Notification Screening Sheet Recall RC-2009-RN-000 % — 5

Is %oduct in the notification a therapeutic good? (i.c. it is not a food, cosmetic or excluded good)
[ - continue with this checklist
[ 1 NO - then REFER notification - Send to = ‘Not a therapeutic good’

Has lﬁpering incident been identified?
[ ¥NO - continue with this checklist
[ 1 YES - see Tampering SOP - treat as ‘Unknown Sponsor Action’ - CHECKLIST COMPLETE

Aret e’gny similar reports on RAMP?

[} NO - continue with this checklist

[ 1 YES - order any relevant files to review previous actions or identify duplicate entries
Outcome

Is the product defective or subject to misuse? (i.e. the issue is not an adverse reaction report or a

£ complaint about dispensing or advertising)
[ ‘-]’ﬁs - continue with this checklist
[ ] NO - then REFER notification - Send to = ‘Not a Recalls related issue’
Does notification say that the product is supplied in Australia?
| S - continue with this checklist
[ 1 UNKNOWN

[ 1 An overseas GMP failure report with NO recall - REFER notification to the Chief Auditor
[ 1 An AUSTRALIAN supplier can be identified electronically (via ARTG, Client or website)
[ ] possible TGA approved supply (i.e. when the product type is not on ARTG)

[ ] NO - then REFER notification - Place on ‘Not relevant’ file = ‘No evidence of supply in Australia’
Detailed reason

[ ] Relevant electronic information (ARTG, Client, websites) has been reviewed & printed?
Is the product an IVD? [ 1, illegally supplied? [ ], or also or subject to an adverse reactions? [ |

Has theSponsor started action in marketplace? i.e. possible/actual recall not following the URPTG
[ O/UNKNOWN - continue with this checklist
[ ] YES - issue is treated as ‘Unknown Sponsor Action’ - CHECKLIST COMPLETE

Is the notification from the Sponsor or TGA regulator?
[ ES - continue with this checklist
[ ] NO/UNKNOWN - issue is treated as ‘Unknown Sponsor Action’ - CHECKLIST COMPLETE

Is a *Recall’ action proposed?
[ 4 YES - issue is treated as ‘Sponsor Recall Action’
[ 1 NO - issue is treated as ‘Sponsor Non Recall Action’  i.e. No Action, Safety Alert, Product Notification

Have the five essential sets of information been provided in at least summary form?
Problem Product Product Distribution Hazard & Proposed Action

[ yfé - CHECKLIST COMPLETE
[ 1NO - seek clarification from the sponsor - CHECKLIST COMPLETE

Essential information still required

Date 04/08/2008

//
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