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XX August 2013 

 
RA2013-060: URGENT FIELD SAFETY NOTICE 

 
 
Type of Action:       Field Safety Corrective Action 
 
Description:            OtisMed ShapeMatch Cutting Guides 
 
Catalog #:           TR3100-L, TR3100-R 
 
Case Codes #: See attachment 
 
Dear Surgeon/Hospital: 
 

On April 5, 2013, Stryker Orthopaedics issued a Field Safety Notice to users of the above 
referenced subject devices to request that a hold be placed on further procedures involving the 
above referenced devices; the containment of any physical inventory of the OtisMed 
ShapeMatch Cutting Guides; and the postponement of any patient scans.  The notice was 
limited to users, who at the time of notification, were in the planning phase or had procedures 
pending.  

This notice was sent in response to complaints received involving the above referenced devices.  
At the time that this notice was issued, the root cause of the issue had not been identified and 
Stryker Orthopaedics stated that further information would be provided on completion of the 
investigation.  The investigation has now been completed and this communication is intended to 
provide additional information on this issue and the associated potential hazards/harms that 
have been identified.  

Issue 

The reason for this field safety notice is multifactorial: 

• The surgical protocol for the ShapeMatch Cutting Guides did not provide sufficient 
information on the position of the cutting guide, the need for osteophyte/soft tissue 
removal, the requirement for proper axial drilling, and the need to avoid angulation and 
mal-alignment. 

• The approved pre-operative plan did not provide sufficient information regarding the 
need for osteophyte removal. 
 

o The above issues are limited to devices manufactured prior to April 2013. 
 

• Some ShapeMatch Cutting Guides may have been manufactured using pre-operative 
planning values that were inconsistent with the values displayed via the OtisMed.net 
web portal. 

o Please note that this issue does not impact all cutting guides.   
o This issue is limited to specific case codes.   

 Refer to the attachment below indicating the exact lot numbers affected 
for your facility, if applicable. 
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Potential Hazards and Harms 
 

1. A malaligned/malpositioned device is implanted in the patient. The potentially hazardous 
situation is that a patient ambulates on malaligned/malpositioned implants which may 
result in the following harms: 
 

• Joint instability 
• Loss of mobility, reduced range of motion 
• Loss of motion, functional limitations requiring revision surgery 

 
2. A device is implanted in a patient with a joint line that is elevated. The potentially 

hazardous situation is that a patient ambulates with an elevated joint line which may 
result in the following harms: 
 

• Joint instability 
• Loss of mobility, reduced range of motion 

 
 

3. Cutting guide(s) with unacceptable orientation and position of resection(s) are used. The 
potentially hazardous situation is an extension of operating room time greater than 30 
minutes to correct implant alignment, implant positioning, and obtain augments which 
may result in the following harm: 
 

• Complications associated with extended surgery time 
 
 

4. Excess polyethylene debris in the joint. The potentially hazardous situation is 
progressive osteolysis which may result in the following harm: 
 

• Revision surgery 
 

5. Polyethylene fragments. The potentially hazardous situation is polyethylene fragments in 
the joint space which may result in the following harms: 
 

• Inflammatory response 
• Loss of mobility, reduced range of motion 

 
 

6. Cam post fracture of PS polyethylene liner. The potentially hazardous situation is that 
the patient ambulates on fractured implants which may result in the following harms: 
 

• Joint instability 
• Loss of motion, reduced range of motion. Revision surgery is required. 
• Loss of motion, functional limitations. Revision surgery is required. 

 
 

7. Subluxation of the patella. The potentially hazardous situation is dislocation of the patella 
which may result in the following harms: 
 

• Joint instability 
• Loss of motion, reduced range of motion 
• Loss of motion, functional limitations. Revision surgery is required. 
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8. Patella peg or substrate fracture. The potentially hazardous situation is patient 
ambulates on fractured implants which may result in the following harms: 
 

• Joint instability 
• Loss of motion, reduced range of motion 
• Loss of motion, functional limitations. Revision surgery is required. 

 
Mitigating Factors 
The potential hazards described above are mitigated by several factors:   

• The ShapeMatch Cutting Guide is one tool to assist in pre-operative planning of a 
total knee replacement.  

• The surgical technique and product labeling indicates that the surgeon should 
routinely perform intra-operative verification which would be expected to identify 
the hazards detailed above.   

o Thus, it is anticipated that no patient would leave the operating room 
theatre without these secondary actions such as trialing being performed. 

 
 
Patient Follow up 
No additional patient follow up or monitoring is required.  Symptomatic patients would present to 
their Health Care Practitioner who would take appropriate action.  Routine patient follow-up 
should identify any issues.   
 
Corrective Actions 
 
Internal manufacturing and quality control measure enhancements are currently being 
implemented. Additional corrective actions are as follows: 
 

 The approved pre-operative plan has been revised to include both a written and 
illustrated warning for osteophyte removal. 

 
The surgical protocol will be revised to include the following additional details: 
 

• The below image was added to illustrate areas requiring osteophyte removal: 
 

 
 
 
 

• The Surgical Procedure Overview section was updated to add the following text to 
ensure proper soft tissue is removed to help assist the seating of the femoral cutting 
guide: 

o “Excise soft tissue from the anterior cortex of the femur above the inflection 
point.” 
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. 
 

• The  attached femoral and tibial preparation sections of the surgical protocol were 
updated as follows: 

o Inclusion of new images to better illustrate the following: 
 Final seating location for the femoral cutting guide 
 Proper direction for compression of the femoral cutting guide on to the 

femur. 
 Proper pin positioning of the femoral guide, specifically the relationship 

between the distal pints and the cutting slot. 
 Final seating position for the tibial cutting guide. 
 Proper angle of compression for guide placement. 
 Proper pin positioning of the tibial guide, specifically the relationship 

between the anterior pins and the cutting slot. 
 

o Additional text to provide: 
 Detail for the process of seating the femoral and tibial cutting guide in the 

proper location. 
 Detail regarding femoral and tibial cutting guide positioning and pinning, 

to ensure the guide is placed in the proper location. 
 A recommendation for surgeons to confirm alignment through the use of 

the Extra-Medullary Universal Goniometer verifying guide position after 
guide placement, and prior to bone resections. (Femoral and Tibial 
Preparation Steps). 
 

 
Please follow the below instructions: 

1. Ensure that unused subject devices are returned to your Stryker Distributor by (INSERT 
DATE - 2 weeks after date of letter.)  

2. Circulate this Field Safety Notice internally to all interested/affected parties. 
3. Maintain awareness of this notice internally until all required actions have been 

completed within your facility. 
4. Inform Stryker if any of the subject devices have been distributed to other organisations.   

a. Provide contact details so that Stryker can inform the recipients appropriately. 
5. Complete the attached customer response form. 

a. Complete this form even if you do not have any product to return.  This will 
preclude the need to Stryker to send any reminder notice 

b. Return the completed form by (INSERT DATE) 
i.  On receipt of the completed form, a Stryker representative will contact 

you to arrange for return of the subject devices. 
6. Please inform Stryker of any adverse events. 

a. Comply with any local regulations concerning the reporting of adverse events to 
your National Competent Authority 

 
Stryker® Orthopaedics maintains its commitment to developing, manufacturing and marketing 
the highest quality products for surgeons and patients. We apologize for any inconvenience this 
Field Corrective Action may create and appreciate your cooperation with our request. 
 
If you have any further enquiries, please contact (INSERT LOCAL STRYKER 
REPRESENTATIVE). 
 
Yours  
  



RA2013-060 FSN2 V0  

RA2013-060: List of Case Codes affected for your facility 
 

 
Affected Case Codes by Issue 

 
Update to surgical protocol Inconsistent Values (Y or N) 
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RA2013-060:  Updates to the Femoral and Tibial Preparation Sections 
of the ShapeMatch Surgical Protocol are included in the following 
pages. 
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RA2013-060: PFA ACKNOWLEDGMENT FORM 

 
Description:    OtisMed ShapeMatch Cutting Guides 
Catalogue No: TR3100-L, TR3100-R 
Case Codes Noted below 
   
 
I acknowledge receipt of the Field Safety Notice for RA2013-060 and can confirm that: 
 
We have not located any of these devices in our inventory: 
(please delete if not applicable)   
We have located the following devices: 

Product description Case Codes  Qty Qty 
Quarantined
 

 

 

 

 

We have further distributed subject devices to the following organizations: 

Facility Name   

Facility 
Address   

Form completed by: 
Contact Name  Contact Facility  
Contact Address  Contact Position  

 Contact Tel No  
 Contact Fax No  
 Contact e-mail  

 
Please return the completed form to:  
 

 


