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Stryker Zyphr Disposable Cranial Perforator, Large 14/11 mm 
Attn: Risk Manager, Materials Manager, OR Director 

October 20, 2020 
 

The purpose of this notification is to advise you that Stryker Instruments is voluntarily recalling 241 specific 

lots of Large Cranial Perforator bits. 

 

Product description  

The Stryker Zyphr Disposable Cranial Perforator, Large 14/11 mm (perforator) is a sterile, single use cutting 

accessory intended for cutting an 11 mm diameter access hole through the cranium of adult patients. The drill 

assembly consists of an inner cutting bit that protrudes out slightly past the outer cutting bit. 

 

Product issue  

There is a potential for the inner bit to contain a crack, that may or may not be 

visible, which may lead to metal fragments entering the surgical site and/or delayed 

disengagment during use. This issue was identified internal to Stryker; to date, 

Stryker has not been made aware of any adverse events related to this issue. 

 

Risk to health 

A crack can lead to metal fragments chipping off the bit and being retained in the 

surgical site, which can lead to patient injury; however, standard surgical procedure 

of a saline flush for debris may remove any fragments. 

 

A crack can lead to failure of the device to disengage or delayed disengagement, 

which can potentially cause patient injury due to unintentional cutting of cranial 

structures.  

 

Product identification 

Location of Product Number (Grey) and Lot Number (Gold) on Stryker labels:  
 

 

 

 

 

 

 

 

 

 

Catalog 

number 
Description GTIN Affected Lots 

5100-060-001 
Stryker Zyphr Disposable Cranial 

Perforator, Large 14/11 mm 

 

04546540716224 

 

Multiple, refer to list 

on page 2  

 

RA2020-2509167

URGENT FIELD SAFETY NOTICE

Inner bit 

Outer bit 
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 Affected lots  

A total of 240 lots are affected within the scope of this recall and are listed below.  
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Actions to be taken: 

 
1. Immediately check your internal inventory to locate the affected products. Quarantine and discontinue 

use of any Large Perforator Bits.  

2. Circulate this Field 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. Even if you have 

distributed all product to another location, please complete the attached business reply form and indicate 

each location that received product.   

a. Please provide contact details so that Stryker can inform the recipients appropriately. 

b. If you are a Distributor, note that you are responsible for notifying your affected customers. 

5. Please inform Stryker of any adverse events concerning the use of the subject devices. 

a. Please comply with any local laws or regulations concerning the notification of adverse events to 

your National Competent Authority. 

6. Complete the attached customer response form. It may be that you no longer have any physical inventory 

on site. Completing this form will allow us to update our records and will also negate the need for us to 

send any further unnecessary communications on this matter. Therefore please complete even if you no 

longer have any of the subject devices in your physical inventory. 

7. Return the completed form to your nominated Stryker Representative (indicated below) for this FSCA.  

a. On receipt of the form, a Stryker Representative will contact you to organise any applicable 

ongoing actions. 

 

We request that you respond to this notice within 7 calendar days from the date of receipt.  

Your designated contact person for this action is given below.  Should you have any queries concerning this matter 

please do not hesitate to contact them directly. 

Name:  

Position:  

E-mail:  

Phone:  
 

 

 

In line with the recommendations of the Meddev Vigilance Guidance document Ref.2.12-1, we can confirm that 

this FSCA has been notified appropriately to the National Competent Authority for your country. 
 

On behalf of Stryker we thank you sincerely for your help and regret any inconvenience that may be caused.  

We would like to reassure you that Stryker is committed to ensuring that only conforming devices, meeting 

our high internal quality standards and your expectations, remain on the market. 

  

Sincerely, 
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Stryker Zyphr Disposable Cranial Perforator, Large 14/11 mm 
Recall Number: RA2020-2509167 

October 20, 2020 

 

Note: Your signature indicates that you have received and understand the enclosed notification and that you 

have performed all actions requested.  

 

Catalog number Product  Lot number Quantity on hand* 

5100-060-001 
Stryker Zyphr Disposable Cranial 

Perforator, Large 14/11 mm 
  

5100-060-001 
Stryker Zyphr Disposable Cranial 

Perforator, Large 14/11 mm 
  

5100-060-001 
Stryker Zyphr Disposable Cranial 

Perforator, Large 14/11 mm 
  

5100-060-001 
Stryker Zyphr Disposable Cranial 

Perforator, Large 14/11 mm 
  

*If all devices have been used and no affected devices are available for return please enter 0 (zero). 

 

Form completed by: 

Printed Name  Title  

Signature  Phone  

Date  Email  

 

If you have further distributed any affected product, please indicate to whom: 
 

Product(s) 

Distributed 
 Quantity 

Distributed 
 

Facility Name  Contact Person  

Full Address  

 

Please complete and sign this form. 

Email the completed form to ______________________ 

 

 

Business reply form 
Account number: <#####> 

Account name: <NAME> 

Account Address: <ADDRESS> 

<ADDRESS> 

Business Reply Form 


