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Device Information Section

If No, fill out ARTG No:
 

  No     152396     152396  

 

  Medical Device     Included     Class III     35661  

 

  Prosthesis, internal, joint, hip, acetabular component        

 

  Trident (Mfr 146628)  

 

           

 

        21693201              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        No        

                 

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:
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Investigation Information Section

 

     

 

     

 

     

 

           

 

     

 

     

Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

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:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Received Sponsor's Response Investigator's Notes
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List of Problem Type Codes - Click New to begin entering information.

Other Other Orthopaedic implant loosening/early revision

Unable to confirm complaint

Not investigated

     

 

  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.

 

Flow Details : DIR-REQ - Device Incident Request : 28419

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

28419 DIR-REQ   Closed theta IRIS Coordinator 06/05/2010 Normal 0

Signature Details

Date Response
Expected

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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Role IRIS Investigator

User theta - Theta Technologies

Signed At 06/05/2010 00:00:00

Comment 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
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Device Information Section

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Accolade - (mfr ref:  146634)  

 

           

 

        16408602              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:
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Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion Notification 16/09/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20046.DOC

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:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes
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List of Problem Type Codes - Click New to begin entering information.

Mechanical

Unable to confirm complaint

Not investigated

     

 

  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.

 

Flow Details : DIR-REQ - Device Incident Request : 28454

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

28454 DIR-REQ   Closed theta IRIS Coordinator 13/10/2009 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 13/10/2009 00:00:00

Comment Automatically signed off closed DIR forms as part of data 
migration

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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Created By Theta Technologies - 01/09/2009 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22
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Device Information Section

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Accolade - (mfr ref:  146633)  

 

           

 

        17095403              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Supplier Information Section

 

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:

18/06/2025, 14:12 Form ID: 138522 - Domain: Production - Template: DIR
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Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion Notification 28/09/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20097.DOC

List of Problem Type Codes - Click New to begin entering information.

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Unable to confirm complaint

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.  

Flow Details : DIR-REQ - Device Incident Request : 28503

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

28503 DIR-REQ   Closed theta IRIS Coordinator 17/11/2009 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 17/11/2009 00:00:00

Comment Automatically signed off closed DIR forms as part of data 
migration

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

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Accolade - (mfr ref:  146637)  

 

           

 

        18006102              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Supplier Information Section

 

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:
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Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion Notification 28/09/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20096.DOC

List of Problem Type Codes - Click New to begin entering information.

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Not product 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.  

Flow Details : DIR-REQ - Device Incident Request : 28502

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

28502 DIR-REQ   Closed theta IRIS Coordinator 17/11/2009 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 17/11/2009 00:00:00

Comment Automatically signed off closed DIR forms as part of data 
migration

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

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Accolade  

 

           

 

        9356501              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Supplier Information Section

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

18/06/2025, 14:13 Form ID: 138794 - Domain: Production - Template: DIR
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Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion Notification 25/11/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20370.DOC

List of Problem Type Codes - Click New to begin entering information.

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

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

Not product 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.  

Flow Details : DIR-REQ - Device Incident Request : 28775

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

28775 DIR-REQ   Closed theta IRIS Coordinator 28/05/2010 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 28/05/2010 00:00:00

Comment Automatically signed off closed DIR forms as part of data 
migration

Created By Theta Technologies - 05/11/2009 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

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

Document 5



Document 6



Document 6



                       

     

Device Information Section

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Accolade - (mfr ref:  168759)  

 

           

 

                       

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR
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Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion Notification 20/04/2010 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20919.DOC

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:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR
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List of Problem Type Codes - Click New to begin entering information.

Mechanical

Mechanical problem

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.  

Flow Details : DIR-REQ - Device Incident Request : 29307

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

29307 DIR-REQ   Closed theta IRIS Coordinator 28/05/2010 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 28/05/2010 00:00:00

Comment Automatically signed off closed DIR forms as part of data 
migration

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

18/06/2025, 14:14 Form ID: 139326 - Domain: Production - Template: DIR
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Created By Theta Technologies - 10/03/2010 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

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

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Accolade Plus - (mfr ref:  210384)  

 

           

 

  TMZP Hip Stem #3                    

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

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

Postcode: Phone: Fax: Mobile:

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:
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Completion Notification 20/12/2010 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC22483.DOC

List of Problem Type Codes - Click New to begin entering information.

Mechanical

Mechanical problem

Not investigated

     

 

  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.

 

Flow Details : DIR-REQ - Device Incident Request : 30830

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

30830 DIR-REQ   Closed OPR Administration User 28/09/2012 Normal 0

Signature Details

Role IRIS Investigator

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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User theta - Theta Technologies

Signed At 20/12/2010 00:00:00

Comment 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
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Device Information Section

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Hip Prosthesis  

 

           

 

  Accolade TMZF     6021-0335              

 

                       

 

                       

           

Manufacturer Information Section

 

  Stryker Australia Pty Ltd     1251        

 

                       

                 

 

        No        

                 

Supplier Information Section

 

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

Supplier Name: Address 1: Address 2:
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Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Letter 28/07/2011 Overdue Sponsor Response - > 10 Days

Letter 17/10/2011 Overdue Sponsor Response - > 70 Days

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes
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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

List of Problem Type Codes - Click New to begin entering information.

Mechanical

Unable to confirm complaint Device not returned

No further action

     

 

  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.

 

Flow Details : DIR-REQ - Device Incident Request : 32072

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

32072 DIR-REQ   Closed OPR Administration User 02/12/2011 Normal 0

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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Signature Details

Role IRIS Investigator

User

Signed At 02/10/2015 14:46:35

Comment

Created By Theta Technologies - 22/06/2011 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22
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Device Information Section

If No, fill out ARTG No:
 

  No     145594     145594  

 

  Medical Device     Included     Class III     35666  

 

  Prosthesis, internal, joint, hip, femoral component        

 

  Hip Prosthesis (Mfr# 199598)  

 

           

 

  Accolade Plus TMZF H     18029702              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

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

Postcode: Phone: Fax: Mobile:

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:
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Completion Notification 29/08/2011 D:\TEMP\DIR\SC24039.DOC

List of Problem Type Codes - Click New to begin entering information.

Mechanical

Not product 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.  

Flow Details : DIR-REQ - Device Incident Request : 32346

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

32346 DIR-REQ   Closed OPR Administration User 17/08/2015 Normal 0

Signature Details

Role IRIS Investigator

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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User

Signed At 17/08/2015 09:17:03

Comment 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
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Mechanical Unintended Movement

Unable to confirm complaint Device not returned

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.  

Flow Details : DIR-REQ - Device Incident Request : 33261

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

33261 DIR-REQ   Closed 30/11/2011 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 09/03/2012 14:45:19

Comment

Created By  - 18/11/2011 10:54:39 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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  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.

 

 

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

 

 

           

 

  None.  

 

     

Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion letter 28/03/2012

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes
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List of Problem Type Codes - Click New to begin entering information.

Other Other Patient factors

Unable to confirm complaint Investigation did not reveal a root cause

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.  

Flow Details : DIR-REQ - Device Incident Request : 34835

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

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

Signature Details

Role IRIS Investigator

User

Signed At 27/04/2012 13:58:38

Comment

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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Created By  - 19/03/2012 14:42:46 Template Revision Released by Theta Technologies on 01/03/2012 12:04:11
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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 
devices were manufactured to specification. Should additional information become available the investigation will be reopened.

 

  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.

 

 

  Trending file # 0000139548 determined the overall complaint rate estimation to be 295 CPM.  

 

           

 

  NK  

 

  None  

Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion letter 04/05/2012

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes
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List of Problem Type Codes - Click New to begin entering information.

Mechanical Unintended Movement

Unable to confirm complaint Investigation did not reveal a root cause

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.  

Flow Details : DIR-REQ - Device Incident Request : 35460

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

35460 DIR-REQ   Closed OPR Administration User 04/05/2012 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 04/05/2012 13:58:44

Comment

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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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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Device Lookup

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

Finsbury 
Orthopaedics Ltd

Mitch TRH Md Hd 
Sz50+4 

60210435

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

Completion letter 06/08/2012

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

18/06/2025, 14:23 Form ID: 162336 - Domain: Production - Template: DIR
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List of Problem Type Codes - Click [N] to begin entering information.

Implantable Device Failure Osseodisintegration

Investigation Problem Causes

Unable to confirm complaint Investigation did not reveal a root 
cause

Investigation Outcomes

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.

 

Flow Details : DIR-REQ - Device Incident Request : 37064

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

37064 DIR-REQ   Closed OPR Administration User 06/08/2012 Normal 0

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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Signature Details

Role IRIS Investigator

User

Signed At 06/08/2012 09:47:43

Comment

Created By  - 03/08/2012 14:51:39 Template Revision Released by  on 25/06/2015 15:11:06
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This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

Completion letter 
sent

12/10/2012

List of Problem Type Codes - Click [N] to begin entering information.

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Investigation Problem Causes

Not product related Event related to patient condition 
or anatomy

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

  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.

 

Attachment(s) Details

Type Open Name Size Attached Within Attached To

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

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

Flow Details : DIR-REQ - Device Incident Request : 38310

Request Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

18/06/2025, 14:24 Form ID: 166519 - Domain: Production - Template: DIR
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ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

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

Signature Details

Role IRIS Investigator

User

Signed At 12/10/2012 09:14:44

Comment

Created By  - 27/09/2012 13:46:00 Template Revision Released by  on 25/06/2015 15:11:06
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Device Lookup

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

Completion 
Letter

15/11/2012

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

18/06/2025, 14:25 Form ID: 169038 - Domain: Production - Template: DIR
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List of Problem Type Codes - Click [N] to begin entering information.

Implantable Device Failure Osseodisintegration

Investigation Problem Causes

Unable to confirm complaint Investigation did not reveal a root 
cause

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

  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.

 

Attachment(s) Details

Type Open Name Size Attached Within Attached To

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

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

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:
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Flow Details : DIR-REQ - Device Incident Request : 38897

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

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

Signature Details

Role IRIS Investigator

User

Signed At 05/12/2012 12:30:25

Comment

Created By  - 05/11/2012 14:00:50 Template Revision Released by  on 25/06/2015 15:11:06
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This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

128024 Howmedica 
Osteonics 
Corporation

Alumina V40 - 
Femoral Head 
32mm, +0MM

Howmedica 
Osteonics 
Corporation

Trident Alumina 
Insert

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

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

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

30/11/2012 13/12/2012 06/12/2012 See TRIM R12/1154026.

SC19132 18/12/2012 29/12/2012 R12/1169074

List of Problem Type Codes - Click [N] to begin entering information.

Material Crack

Investigation Problem Causes

Unable to confirm complaint Device not returned

Investigation Outcomes

Reviewed, No Further Action Required

     

 

  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.

 

Attachment(s) Details

Type Open Name Size Attached Within Attached To

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 7/8
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FILE Initial IRIS - PER 261775 200611 132 Form  

FILE Final IRIS - PER 261775 134 Form  

FILE SC29132 260 Form  

Flow Details : DIR-REQ - Device Incident Request : 38882

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

38882 DIR-REQ   Closed OPR Administration User 18/12/2012 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 18/12/2012 15:40:40

Comment

Created By  - 05/11/2012 11:53:16 Template Revision Released by  on 25/06/2015 15:11:06

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8
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This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

152396 Howmedica 
Osteonics 
Corporation

Trident PSL HA 
Solid Back 
Acetabular Shell

128024 Howmedica 
Osteonics 
Corporation

Prosthesis, hip, 
internal, femoral 
head component

128021 Howmedica 
Osteonics 
Corporation

Prosthesis, 
internal, joint, 
hip, acetabular 
component

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

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

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

Document 17



Completion letter 
sent

30/11/2012 13/12/2012

List of Problem Type Codes - Click [N] to begin entering information.

Material Degrade

Investigation Problem Causes

Unable to confirm complaint Device not returned

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

  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.

 

Attachment(s) Details

Type Open Name Size Attached Within Attached To

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 7/8
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FILE Inital IRIS 346663 - Accolade Plus TMZF 161 Form  

FILE Final IRIS 346663 - Accolade Plus TMZF 161 Form  

Flow Details : DIR-REQ - Device Incident Request : 38652

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

38652 DIR-REQ   Closed OPR Administration User 30/11/2012 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 06/06/2013 08:42:40

Comment

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

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

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

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

144011 Finsbury 
Orthopaedics Ltd

Std MITCH TRH 
Cp Sz 54/60

MAC-9988-5460

138942 Finsbury 
Orthopaedics Ltd

MITCH TRH Md 
Hd Sz 54+4

MMH-9988-1454

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

Additional Comments:

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

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

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

20/03/2013

List of Problem Type Codes - Click [N] to begin entering information.

Other Other Patient Factors

Investigation Problem Causes

Unable to confirm complaint Investigation did not reveal a root 
cause

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

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

Attachment(s) Details

Type Open Name Size Attached Within Attached To

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 7/8
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FILE DIR 29811 NJRR data Accolade 153 Form  

Flow Details : DIR-REQ - Device Incident Request : 39889

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

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

Signature Details

Role IRIS Investigator

User

Signed At 20/03/2013 12:10:29

Comment

Created By  - 09/01/2013 17:16:28 Template Revision Released by  on 25/06/2015 15:11:06

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

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

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

128021 Howmedica 
Osteonics 
Corporation

Prosthesis, 
internal, joint, 
hip, acetabular 
component, 
Tritanium

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

Additional Comments:

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

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

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

23/04/2013

List of Problem Type Codes - Click [N] to begin entering information.

Implantable Device Failure Osseodisintegration

Investigation Problem Causes

Unable to confirm complaint Investigation did not reveal a root 
cause

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

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

Attachment(s) Details

Type Open Name Size Attached Within Attached To

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 7/8
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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  

Flow Details : DIR-REQ - Device Incident Request : 39960

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

39960 DIR-REQ   Closed OPR Administration User 23/04/2013 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 12/06/2013 08:32:45

Comment

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

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8
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This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

completion letter 28/10/2014

List of Problem Type Codes - Click [N] to begin entering information.

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

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

Document 20



Other Other patient factors

Investigation Problem Causes

Not product related Event related to patient condition 
or anatomy

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

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

Attachment(s) Details

Type Open Name Size Attached Within Attached To

FILE DIR 30705 NJRR Info 130 Form  

Flow Details : DIR-REQ - Device Incident Request : 41101

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

41101 DIR-REQ   Closed OPR Administration User 28/10/2014 Normal 0

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 7/8
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Signature Details

Role IRIS Investigator

User

Signed At 18/11/2014 09:23:45

Comment

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

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/8
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18/06/2025, 14:38 Form ID: 169695 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/9
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This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

128021 Howmedica 
Osteonics 
Corporation

Trident x3 insert 
32mm - 
Prosthesis, 
internal, joint, 
hip, acetabular 
component

623-10-23F

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

Completion letter 14/01/2014

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 7/9

Document 21



List of Problem Type Codes - Click [N] to begin entering information.

Mechanical Unintended Movement

Investigation Problem Causes

Not product related Off-label, unapproved or contra-
indicated use

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

  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.

 

Attachment(s) Details

Type Open Name Size Attached Within Attached To

FILE Initial IRIS 308279 - Trident Cemented PSL Cup 161 Form  

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 8/9

Document 21



FILE DIR 29257 NJRR Info 730 Form  

Flow Details : DIR-REQ - Device Incident Request : 39047

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

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

Signature Details

Role IRIS Investigator

User

Signed At 14/01/2014 09:05:26

Comment

Created By  - 13/11/2012 14:04:45 Template Revision Released by  on 25/06/2015 15:11:06

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

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

 

  Unable to calculate, no Lot or Catalogue # provided.  

 

           

 

     

 

     

Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion letter 04/04/2012

List of Problem Type Codes - Click New to begin entering information.

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 5/7

Document 22



Mechanical Unintended Movement

Not product related Event related to patient condition or anatomy

Not product related User error caused or contributed to event

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.  

Flow Details : DIR-REQ - Device Incident Request : 34966

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

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

Signature Details

Role IRIS Investigator

User

Signed At 04/04/2012 11:41:53

Comment

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

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

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/7
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Created By  - 26/03/2012 11:07:33 Template Revision Released by Theta Technologies on 01/03/2012 12:04:11

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

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

If No, fill out ARTG No:
 

  No     152396     152396  

 

  Medical Device     Included     Class III     35661  

 

  Prosthesis, internal, joint, hip, acetabular component        

 

  Trident - (mfr ref: 206372)  

 

           

 

  Not known     Not known     Not known        

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Supplier Information Section

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

18/06/2025, 14:40 Form ID: 140353 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 3/7
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Completion Notification 29/09/2010 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC21961.DOC

List of Problem Type Codes - Click New to begin entering information.

Mechanical

Not product 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.  

Flow Details : DIR-REQ - Device Incident Request : 30334

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

30334 DIR-REQ   Closed theta IRIS Coordinator 29/09/2010 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 29/09/2010 00:00:00

Date Response
Expected

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

18/06/2025, 14:40 Form ID: 140353 - Domain: Production - Template: DIR

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

18/06/2025, 14:40 Form ID: 140353 - Domain: Production - Template: DIR

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

If No, fill out ARTG No:
 

  No     152396     152396  

 

  Medical Device     Included     Class III     35661  

 

  Prosthesis, internal, joint, hip, acetabular component        

 

  Trident - (mfr ref:  146812)  

 

           

 

  PSL HA Solid Back     22481201              

 

                       

 

                       

           

Manufacturer Information Section

 

  Howmedica Osteonics Corporation     9211        

 

                       

                 

 

        Yes        

                 

Supplier Information Section

Email:

Product Exempt: Search Device ARTG: Device ARTG #:

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

GMDN Text: Brand Name:

Initial Device Description:

Usage of Device: Software Version:

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

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:

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

Postcode: Phone: Fax:

Email: Manufacturer Informed: Date Aware of Adverse Event:

Contact Title: Contact First Name: Contact Surname:

18/06/2025, 14:41 Form ID: 138802 - Domain: Production - Template: DIR
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Document 24



Document 24



 

     

 

     

 

           

 

     

 

     

Note: As in other places, on the production system the ARTG # text box will be replaced with a link to the register

Related DIR Information - Click New to begin entering information.

Samples Record - Click New to begin entering information.

Completion Notification 27/11/2009 S:\DATA\IRS\PRD\POSTMAKT\INVESTIG\DIR\SC20378.DOC

List of Problem Type Codes - Click New to begin entering information.

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Additional Comments:

Other Devices

Search Device ARTG Device ARTG No Product Name Serial #

Incident Details

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

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence Type Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

18/06/2025, 14:41 Form ID: 138802 - Domain: Production - Template: DIR

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

Not product 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.  

Flow Details : DIR-REQ - Device Incident Request : 28783

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

28783 DIR-REQ   Closed theta IRIS Coordinator 28/05/2010 Normal 0

Signature Details

Role IRIS Investigator

User theta - Theta Technologies

Signed At 28/05/2010 00:00:00

Comment Automatically signed off closed DIR forms as part of data 
migration

Created By Theta Technologies - 06/11/2009 Template Revision Released by Theta Technologies on 26/06/1985 21:02:22

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

18/06/2025, 14:41 Form ID: 138802 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=-63697937 6/6
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au 

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 I – 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 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 

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 II – 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 VII - 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.
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au  

 

 

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 I – 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 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 

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 II – 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 VII - 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.

 

Document 27



To whom it may concern,

Please see attached IRIS for your approval.

Thank you,

Regulatory Affairs Co-ordinator

Stryker South Pacific

St Leonards, NSW 2065, Australia

t: 

f: +61 (0)2 9467 1042

@stryker.com

- Inital IRIS 348019- UNITRAX HEAD.docx - Inital IRIS 346663 - Accolade Plus
TMZF.docx

Email Message

From: @stryker.com]
To: IRIS [SMTP:IRIS@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

Page 1 of 1

24/06/2025file:///C:/Users/ /AppData/Roaming/Micro%20focus/content%20manager/T...
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IRIS:  Medical  Device   Incident   Report  Investigation  Scheme

 

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: November 2008

Mfr report # * 348019

TGA DIR  # �����

 

I- Administrative Information *Mandatory
                        

Report Type (select one)                         

Initial   [X]   Follow-Up      [ ]  Final    [ ]   Trend    [ ] 

Report Category                         

S Pblc Hlth Threat         [ ] Death/Serious Injury         [X]  Other   [ ] 

A) Date of this  report (dd-mm-yyyy)                24/09/2012         

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.             Fax 02 9467 1042         

E-mail     @stryker.com                    

Identity of all other Regulatory Authorities, Notified Bodies, etc., where this
report was also sent.

                        

NA                         

II- 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:    NK          Explant Date       

Revision surgery.                         

III- Healthcare Facility Information *Mandatory
                        

Name                        

Address                        

                                               

s22

s22

s22

s22

s22

s22

s22
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Tel             F         

E-mail   NK                      

Contact name at site of event                        

IV- Device Information Primary Device *Mandatory                         

Generic Device Information                         

Device ARTG # *        128024                 

GMDN Code        44855                 

GMDN 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                                               

Tel *             Fax 02 9467 1042         

E-mail *       @stryker.com                  

ARTG Mfr. # *       9211                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal     [ ]    Other Caregiver       [ ] Patient    [X]  N/A  [ ] 

Usage of Device*                         

Single Use            [X]  Reuse of Single Use          [ ] 

Reuse of Reusable            [ ]  Re-serviced/Refurbished          [ ] 

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
(Specify if/what 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                         

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:                         

s22 s22

s22

s22

s22

s22
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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
                  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                         

                         
Submission of this report does not constitute an admission that medical personnel,
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 I – 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 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 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 II – 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.

PO Box 100  Woden ACT 2606  ABN 40 939 406 804

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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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 VII - 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

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 # MDIR03, 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

TGA DIR  # �����

 

I- Administrative Information *Mandatory
                        

Report Type (select one)                         

Initial   [X]   Follow-Up      [ ]  Final    [ ]   Trend    [ ] 

Report Category                         

S Pblc Hlth Threat         [ ] Death/Serious Injury         [X]  Other   [ ] 

A) Date of this  report (dd-mm-yyyy)                24/09/2012         

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.             Fax 02 9467 1042         

E-mail     @stryker.com                    

Identity of all other Regulatory Authorities, Notified Bodies, etc., where this
report was also sent.

                        

NA                         

II- 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 Date:         

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

III- Healthcare Facility Information *Mandatory
                        

Name                        

Address                        
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Tel             Fax NK         

E-mail   NK                      

Contact name at site of event                        

IV- Device Information Primary Device *Mandatory                         

Generic Device Information                         

Device ARTG # *        145594                 

GMDN Code        35666                 

GMDN 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                                   

Tel *             Fax 02 9467 1042         

E-mail *       @stryker.com                  

ARTG Mfr. # *       9211                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal     [ ]    Other Caregiver       [ ] Patient    [X]  N/A  [ ] 

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 *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 if/what 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                         

VI- Patient Information *Mandatory as marked below
                        

Age (yrs, mths)          M/F      Wt. (kg)     

Patient Focused Resolution of Events and Outcomes                         
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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

                        

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                         

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

                         

Submitting this report:                         

By mail:     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                         

                         
Submission of this report does not constitute an admission that medical personnel,
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 I – 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 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 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 II – 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.

PO Box 100  Woden ACT 2606  ABN 40 939 406 804

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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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 VII - 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

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
 

  

 

 

Document 28



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

@stryker.com

- 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

Email Message

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

Page 1 of 1

24/06/2025file:///C:/Users/ /AppData/Roaming/Micro%20focus/content%20manager/T...

s22

s22

s22

s22

Document 29



IRIS:  Medical  Device   Incident   Report  Investigation  Scheme

 

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: November 2008

Mfr report # * 346663

TGA DIR  # �����

 

I- Administrative Information *Mandatory
                        

Report Type (select one)                         

Initial    [ ]   Follow-Up      [ ]  Final    [X]   Trend    [ ] 

Report Category                         

S Pblc Hlth Threat         [ ] Death/Serious Injury         [X]  Other   [ ] 

A) Date of this  report (dd-mm-yyyy)                08/11/2012         

B) Date of adverse event (dd-mm-yyyy)                        

C) Date mfr aware (dd-mm-yyyy)                        

Person (authorised representative) Submitting This Report                         

Name                        

Company     Stryker Australia                    

Address     8 Herbert Street St Leonards NSW 2065                    

                         

Tel.             Fax 02 9467 1042         

E-mail     @stryker.com                    

Identity of all other Regulatory Authorities, Notified Bodies, etc., where this
report was also sent.

                        

NA                         

II- 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 Date:         

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

III- Healthcare Facility Information *Mandatory
                        

Name                        

Address                        
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Tel             Fax NK         

E-mail   NK                      

Contact name at site of event                        

IV- Device Information Primary Device *Mandatory                         

Generic Device Information                         

Device ARTG # *        145594                 

GMDN Code        35666                 

GMDN 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                                   

Tel *             Fax 02 9467 1042         

E-mail *       @stryker.com                  

ARTG Mfr. # *       9211                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal     [ ]    Other Caregiver       [ ] Patient    [X]  N/A  [ ] 

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 *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 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
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in the future."

The root cause cannot be determined.  

Remedial Action/Corrective Action/Preventive Action
(Specify if/what 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.

                        

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:                         

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

                        

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
                  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                         

                         
Submission of this report does not constitute an admission that medical personnel,
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 I – 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 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 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 II – 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

PO Box 100  Woden ACT 2606  ABN 40 939 406 804

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 VII - 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

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 

File Reference: 2012/022102
Stryker Australia Pty Ltd 
PO Box 970 
ARTARMON NSW 1570 

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 

Attention: 

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
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Sponsor: 
Stryker Australia Pty Ltd [1251] 
PO Box 970 

Manufacturer: 
Howmedica Osteonics Corporation [9211] 

Lot #: Batch #: 
 

Software Version: 

Serial #: 
25807003 

Model #: 
6021-0537 

Device Class: 
Class III 

Brand Name: 
Accolade Plus TMZF Hip Stem  

ARTG #: 
145594 

Date of Initial Report: 
24/09/2012 

Date of Adverse Event: 
 

Reporter Reference #: 346663 

DIR 28963 - ARTG # 145594 - Prosthesis, internal, joint, hip, femoral component 

Contact Name: 
 

ARTARMON NSW 1570 Phone: 
 

Fax: 
(02) 9467 1042 

Email: 
@stryker.com 

Reporter: 

Fax: 02 9467 1042 
Phone:  

Confidential: No 
  
 
Stryker Australia 
8 Herbert Street 
St Leonards New South Wales 2065 
Email: 

@stryker.com 

Date of Explant: 
 

Date of Implant: 
 

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 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: 
 

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) 
Degrade Material 

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 

*****    End of DIR 28963    ***** 

Page 3 of 3 
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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: @tga.gov.au 

Therapeutic Goods Administration
PO Box 100
Woden ACT 2606
www.tga.gov.au

- Initial IRIS 332142 - Accolade TMZF Stem.docx.docx

Email Message

From: @tga.gov.au]
To: IRIS [SMTP:IRIS@TTRA]
Cc:
Sent: 09/01/2013 at 4:58 PM
Received: 09/01/2013 at 4:58 PM
Subject: Emailing: Initial IRIS 332142 - Accolade TMZF Stem.docx 

[SEC=UNCLASSIFIED]

Attachments: Initial IRIS 332142 - Accolade TMZF Stem.docx.docx

Page 1 of 1
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IRIS:  Medical  Device   Incident   Report  Investigation  Scheme

 

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: November 2008

Mfr report # * 332142

TGA DIR  # �����

 

I- Administrative Information *Mandatory
                        

Report Type (select one)                         

Initial   [X]   Follow-Up      [ ]  Final    [ ]   Trend    [ ] 

Report Category                         

S Pblc Hlth Threat         [ ] Death/Serious Injury         [ ]  Other   [X] 

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)                ����         

Person (authorised representative) Submitting This Report                         

Name                        

Company     Stryker Australia                    

Address     8 Herbert Street St Leonards NSW 2065                    

                         

Tel.             Fax 02 9467 1042         

E-mail     @stryker.com                    

Identity of all other Regulatory Authorities, Notified Bodies, etc., where this
report was also sent.

                        

NA                         

II- 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 Date:        

Revision surgery planned for pain and reported inflammation in hip.                         

III- Healthcare Facility Information *Mandatory
                        

Name                        

Address                        
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Tel    �����           F         

E-mail   NK                      

Contact name at site of event             �����            

IV- Device Information Primary Device *Mandatory                         

Generic Device Information                         

Device ARTG # *        145594                 

GMDN Code        35666                 

GMDN 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                

�����                         

Tel *             Fax + 201 831-6283              

E-mail *       @stryker.com                        

ARTG Mfr. # *       9211                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal    [X]    Other Caregiver       [ ] Patient    [ ]  N/A  [ ] 

Usage of Device*                         

Single Use            [X]  Reuse of Single Use          [ ] 

Reuse of Reusable            [ ]  Re-serviced/Refurbished          [ ] 

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)

                        

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
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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. 

Remedial Action/Corrective Action/Preventive Action
(Specify if/what 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.

                        

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.                         

* 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 Scheme
                  PO Box 100, Woden, ACT 2606

                        

By fax:       +61 (02) 6203 1713                         

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 contr buted
to the event.

                        

 

s22 s22 s22

Document 32



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 I – 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 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 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 II – 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.

PO Box 100  Woden ACT 2606  ABN 40 939 406 804

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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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 VII - 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

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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To Whom it May Concern,

Â 

Please find attached a number of Final IRIS.

Â 

Kind regards,

Â 

RA Intern

Stryker South Pacific 

St Leonards, NSW, Australia

t: 

f: +61 (0)2 9467 1042

@stryker.com

Â - 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

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

Page 1 of 1

24/06/2025file:///C:/Users/ /AppData/Roaming/Micro%20focus/content%20manager/T...

s22

s22

s22

s22

Document 33



IRIS:  Medical  Device   Incident   Report  Investigation  Scheme

 

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: November 2008

Mfr report # * 332142

TGA DIR  # �����

 

I- Administrative Information *Mandatory
                        

Report Type (select one)                         

Initial    [ ]   Follow-Up      [ ]  Final    [X]   Trend    [ ] 

Report Category                         

S Pblc Hlth Threat         [ ] Death/Serious Injury         [ ]  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                         

Name                        

Company     Stryker Australia                    

Address     8 Herbert Street St Leonards NSW 2065                    

                         

Tel.             Fax          

E-mail     @stryker.com                    

Identity of all other Regulatory Authorities, Notified Bodies, etc., where this
report was also sent.

                        

NA                         

II- 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 Date:        

Revision surgery planned for pain and reported inflammation in hip.                         

III- Healthcare Facility Information *Mandatory
                        

Name                        

Address                        
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Tel    �����           Fax 08         

E-mail   NK                      

Contact name at site of event             �����            

IV- Device Information Primary Device *Mandatory                         

Generic Device Information                         

Device ARTG # *        145594                 

GMDN Code        35666                 

GMDN 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                

�����                         

Tel *             Fax + 201 831-6283              

E-mail *       @stryker.com                        

ARTG Mfr. # *       9211                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal    [X]    Other Caregiver       [ ] Patient    [ ]  N/A  [ ] 

Usage of Device*                         

Single Use            [X]  Reuse of Single Use          [ ] 

Reuse of Reusable            [ ]  Re-serviced/Refurbished          [ ] 

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)

                        

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
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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. 

Remedial Action/Corrective Action/Preventive Action
(Specify if/what 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. The event did not involve a
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.

                        

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.                         

* 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 Scheme
                  PO Box 100, Woden, ACT 2606

                        

By fax:       +61 (02) 6203 1713                         

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 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 I – 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 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 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 II – 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.

PO Box 100  Woden ACT 2606  ABN 40 939 406 804

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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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 VII - 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

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 

File Reference: 2013/000575 

Stryker Australia Pty Ltd 
PO Box 970 
ARTARMON NSW 1570 

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 

Yours sincerely 

Attention: 

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
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Sponsor: 
Stryker Australia Pty Ltd [1251] 
PO Box 970 

Manufacturer: 
Howmedica Osteonics Corporation [9211] 

Lot #: 
 

Batch #: 
 

Software Version: 
 

Serial #: 
26115905 

Model #: 
6021-5537 

Device Class: 
Class III 

Brand Name: 
Accolade TMZF Stem 

ARTG #: 
145594 

Date of Initial Report: 
19/12/2012 

Date of Adverse Event: 
 

Reporter Reference #: 332142 

DIR 29811 - ARTG # 145594 - Prosthesis, internal, joint, hip, femoral component 

Contact Name: 
 

ARTARMON NSW 1570 Phone: 
 

Fax: 
02 9467 1042 

Email: 
@stryker.com 

Reporter: 

Fax: 02 9467 1042 
Phone:  

Confidential: No 
  
 
Stryker Australia 
8 Herbert Street 
St Leonards New South Wales 2065 

Email: 
@stryker.com 

Date of Explant: 
 

Date of Implant: 
 

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 

*****    End of DIR 29811    ***** 
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au 

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 I – 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 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 

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 II – 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 VII - 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.

Document 36



To whom it 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

@stryker.com

- Initial IRIS 308279 - Trident Cemented PSL Cup.docx - Initial IRIS 308281 -
Core Mirco Drill.docx - Inital IRIS 308856 - ACCOLADE (127 DEG) 1.1.docx

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

Page 1 of 1
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IRIS:  Medical  Device   Incident   Report  Investigation  Scheme

 

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: November 2008

Mfr report # * 308279

TGA DIR  # �����

 

I- Administrative Information *Mandatory
                        

Report Type (select one)                         

Initial   [X]   Follow-Up      [ ]  Final    [ ]   Trend    [X] 

Report Category                         

S Pblc Hlth Threat         [ ] Death/Serious Injury         [X]  Other   [ ] 

A) Date of this  report (dd-mm-yyyy)                27/02/2012         

B) Date of adverse event (dd-mm-yyyy)                        

C) Date mfr aware (dd-mm-yyyy)                        

Person (authorised representative) Submitting This Report                         

Name                        

Company     Stryker Australia                    

Address     8 Herbert Street St Leonards NSW 2065                    

                         

Tel.             Fax 02 9467 1042         

E-mail     @stryker.com                    

Identity of all other Regulatory Authorities, Notified Bodies, etc., where this
report was also sent.

                        

NA                         

II- 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 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.

                        

III- Healthcare Facility Information *Mandatory
                        

Name                        

Address                        

s22

s22

s22

s22

s22

s22 s22

s22

s22

Document 37



�����                         

Tel             Fax 08 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�����                 

GMDN 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                

�����                         

Tel *  +            Fax + 201 831-6283              

E-mail *       @Stryker.com                        

ARTG Mfr. # *       9211                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal     [ ]    Other Caregiver       [ ] Patient    [X]  N/A  [ ] 

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 *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 if/what 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                         

VI- Patient Information *Mandatory as marked below
                        

Age (yrs, mths)          M/F      Wt. (kg)      

Patient Focused Resolution of Events and Outcomes                         
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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                         

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 Scheme
                  PO Box 100, Woden, ACT 2606

                        

By fax:       +61 (02) 6203 1713                         

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 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 I – 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 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 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 II – 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.

PO Box 100  Woden ACT 2606  ABN 40 939 406 804

Phone: 1800 020 653  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au
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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 VII - 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

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 

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 

Attention: 

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
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Sponsor: 
Stryker Australia Pty Ltd [1251] 
PO Box 970 

Manufacturer: 
Howmedica Osteonics Corporation [9211] 

Lot #: Batch #: 
 

Software Version: 

Serial #: 
34877201 

Model #: 
540-11-54F 

Device Class: 
Class III 

Brand Name: 
Trident PSL HA Solid Back  

ARTG #: 
152396 

Date of Initial Report: 
27/02/2012 

Date of Adverse Event: 
 

Reporter Reference #: 308279 

DIR 29257 - ARTG # 152396 - Prosthesis, internal, joint, hip, acetabular component 

Contact Name: 
 

ARTARMON NSW 1570 Phone: 
 

Fax: 
(02) 9467 1042 

Email: 
@stryker.com 

Reporter: 

Fax: 02 9467 1042 
Phone:  

Confidential: No 
  
 
Stryker Australia Pty Ltd 
8 Herbert Street 
St Leonards New South Wales 2065 
Email: 

@stryker.com 

Date of Explant: 
 

Date of Implant: 
 

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) 
Unintended Movement Mechanical 

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 

*****    End of DIR 29257    ***** 

Page 3 of 3 
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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 âTrainingâ 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

If 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

Email Message

From: @tga.gov.au]
To:
Cc: @stryker.com]
Sent: 14/01/2014 at 9:04 AM
Received:
Subject: DIR 29257 - Completion Letter [SEC=UNCLASSIFIED]

Attachments: DIR 29257 - Completion Letter.pdf

Page 1 of 1

24/06/2025file:///C:/Users/ /AppData/Roaming/Micro%20focus/content%20manager/T...
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Device Lookup

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

211868 Howmedica 
Osteonics 
Corporation

Stryker Australia 
Pty Ltd

LFIT V40 
FEMORAL HEAD - 
Metallic femoral 
head prosthesis

0X0MRA 6260-9-044 Metallic femoral 
head prosthesis

152442 Howmedica 
Osteonics 
Corporation

Stryker Australia 
Pty Ltd

Trident PSL HA 
Cluster Actebular 
Shell - 
Prosthesis, 
internal, joint, 
hip, acetabular 
component

27398201 542-11-56F Acetabulum 
prosthesis

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

23/06/2025, 09:24 Form ID: 295808 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 6/8
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List of Problem Type Codes - Click [N] to begin entering information.

Other Other Infection

Investigation Problem Causes

Unable to confirm complaint Device not returned

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

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

Flow Details : DIR-REQ - Device Incident Request : 48981

Request Details
ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

23/06/2025, 09:24 Form ID: 295808 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 7/8
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48981 DIR-REQ   Closed OPR Administration User 09/12/2015 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 09/12/2015 13:04:39

Comment

Created By Theta Technologies - 08/12/2014 10:40:54 Template Revision Released by  on 25/06/2015 15:11:06

23/06/2025, 09:24 Form ID: 295808 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 8/8
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This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table 
below or enter information manually.

 

                       

211868 Howmedica 
Osteonics 
Corporation

Stryker Australia 
Pty Ltd

LFIT V40 
FEMORAL HEAD - 
Metallic femoral 
head prosthesis

44997202 6260-9-132 Metallic femoral 
head prosthesis

Related DIR Information - Click New to begin entering information.

Samples Record - Click [N] to begin entering information.

Correspondence Information Section. Note that the Correspondence Recipient will receive a notification if the Date Received is not filled in by the Date Expected. 

List of Problem Type Codes - Click [N] to begin entering information.

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

Other Devices

Device ARTG No Manufacturer
Name

Sponsor/Supplier Trade/Brand Name Serial # Model Number GMDN / UMDN
Text

Incident Details

DIR # Brand Name Reporter First
Name

Reporter Surname Company/Institution

Sample Details

Sample # Sample Requested Sample Received # Samples from
Reporter

# Samples from
Sponsor

Outcome of TGA's Testing

Correspondence Details

Correspondence
Type

Correspondence
recipient (email)

Date Sent Date Response
Expected

Date Received Sponsor's Response Investigator's Notes

23/06/2025, 09:25 Form ID: 278038 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 6/8
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Mechanical Unintended Movement

Investigation Problem Causes

Unable to confirm complaint Investigation did not reveal a root 
cause

Investigation Outcomes

Reviewed, for Trending Purposes Only

     

 

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

Flow Details : DIR-REQ - Device Incident Request : 46449

Request Details

ID Type Location Status Assigned By Assigned To Assigned On    Priority Attach

46449 DIR-REQ   Closed OPR Administration User 09/12/2015 Normal 0

Signature Details

Role IRIS Investigator

Type Details

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

Cause Details

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

Outcome Details

Outcome of Investigation If Additional Outcome Detail Requested

Recall Number:

Investigation Summary:

23/06/2025, 09:25 Form ID: 278038 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 7/8
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User

Signed At 09/12/2015 12:19:45

Comment

Created By Theta Technologies - 02/06/2014 15:45:09 Template Revision Released by  on 25/06/2015 15:11:06

23/06/2025, 09:25 Form ID: 278038 - Domain: Production - Template: DIR

ileader.production.tga.gov.au/InformationLeader/Forms/FormDetailPrint.aspx?sid=2001400837 8/8
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Australian	Medical	Device 
Incident	Report	Investigation	Scheme 

File Reference: 2012/008562
Stryker Australia Pty Ltd 
PO Box 970 
ARTARMON NSW 1570 

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 

Attention: 

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
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Sponsor: 
Stryker Australia Pty Ltd [1251] 
PO Box 970 

Manufacturer: 
Howmedica Osteonics Corporation [9211] 

Lot #: 
N/K 

Batch #: 
N/K 

Software Version: 

Serial #: 
N/K 

Model #: Device Class: 
Class III 

Brand Name: 
Ceramic Liner 

ARTG #: 
152396 

Date of Initial Report: 
18/07/2011 

Date of Adverse Event: 
 

Reporter Reference #: 267217 

DIR 26109 - ARTG # 152396 - Prosthesis, internal, joint, hip, acetabular component 

Contact Name: 
 

ARTARMON NSW 1570 Phone: 
 

Fax: 
 

Email: 
@stryker.com 

Reporter: 

Fax: 02 9467 1042 
Phone:  

Confidential: No 
  
 
Stryker Australia 
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.  The ceramic 
liner was replaced and a Biolox ceramic femoral head with a longer neck was implanted. 

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. 

Page 2 of 3 
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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 
inform tion w s received by Stryker Orthop edics If devices nd / or ddition l inform tion
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) 
Unintended Movement Mechanical 

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 

*****    End of DIR 26109    ***** 

Page 3 of 3 
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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

Email Message

From: @stryker.com]
To: IRIS [SMTP:IRIS@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

Page 1 of 1
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IRIS:  Medical  Device   Incident   Report  Investigation  Scheme 

  
 

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 

  

Mfr report # * 

267217

TGA DIR  #      

I- Administrative Information *Mandatory

Report Type (select one) 
Initial [X

]
Follow-Up [ ] Final [ ] Trend [ ]

Report Category 
S Pblc Hlth Threat [ ] Death/Serious Injury [ ] Other

[X
]

A) Date of this  report (dd-mm-yyyy) 18/07/2011

B) Date of adverse event (dd-mm-yyyy)

C) Date mfr aware (dd-mm-yyyy)

D) Date of next report (max 30 days from A) 16/08/2011

Person (authorised representative) Submitting This Report

Name

Company Stryker Australia     

Address 8 Herbert St, St Leonards NSW 2065

   

Tel. Fax (02) 9467 1042

E-mail @stryker.com

Identity of all other Regulatory Authorities, Notified Bodies, etc., where
this report was also sent.

None

II- 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: 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.  

III- Healthcare Facility Information *Mandatory

Name

Address

     

Tel Fax

E-mail

Contact name at site of event

s22
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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

     

Tel * Fax (02) 9467 1042

E-mail * @stryker.com

ARTG Mfr. # * NK

Operator of Device at Time of Event (select one) 

HC Prof’nal [X] Other Caregiver [ ] Patient [ ] N/A [ ]

Usage of Device*

Single Use [
X
]

Reuse of Single Use [ ]

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 if/what 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) M/F Wt. (kg)

Patient Focused Resolution of Events and Outcomes

Corrective action taken relevant to the care of the patient:

Removal and replacement of right acetabular components.

s22

s22

s22
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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.
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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 I – 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 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 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 II – 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 VII - 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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Address                        

�����                         

Tel             Fax (02) 6332 9885         

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                 

�����                         

Tel *             Fax (02) 9467 1042         

E-mail *       @stryker.com                  

ARTG Mfr. # *       NK                  

Operator of Device at Time of Event (select one)                         

HC Prof’nal    [X]    Other Caregiver       [ ] Patient     [ ]  N/A   [ ] 

Usage of Device*                         

Single Use            [X]  Reuse of Single Use          [ ] 

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)

                        

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
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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.

Remedial Action/Corrective Action/Preventive Action
(Specify if/what 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 as there was no indication of a product
non-conformance or adverse trend.  Product Surveillance will monitor for
trends.

                        

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:                         

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 arthroplasties
and these were both revised, possibly on .

                        

* Patient outcome:                         

Revision surgery it was noted that the Trident cup was solid and unab e 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 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 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 I – 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 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 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 II – 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 VII - 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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