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Why? How? 
What‘ve 

we 
learned? 

My 
questions 
to you? 

Outline 



• 15 patients infected 

• 78 years old female died 
Orthopaedic 

• 5 patients - 
endophthalmitis 

• 75 years old female 
permanent visual deficit 

Ophthalmic 

WHY? 

2009 



HOW? 

1.Quality Assurance Workshop 

2.Reporting system 

3.Investigations 

4.Sharing & Collaborations 



An Example 

of  

Investigation 

 Retractor 



Supplier & 

Authority 

Contacted 

Jan 

2013
Feb

2013

Nov

2013

Jan

2014
Nov 

2014
Nov 

2012

1st FSN

Revised 

IFU 

Incident on 

another 

site 

2nd FSN

Revised 

IFU 

Oct

2013

Dec

2013

UK Kits 

Redesigned

33d FSN

Product 

Recall

4th FSN

Revised 

IFU 

Redesigned 

Prototype

Inspection
On-site 

trial

Investigation Timeline 

FSN: Field Safety Notice 

IFU: Instructions for Use 



First Field Safety Notice  

14 Jan 2013 

•All components – 

basket - WD 

•Manual cleaning 



Check on Another Site 

22 Jan 2013  



Second Field Safety Notice 

22 Feb 2013  

•Disregard 

previous IFU 

•Use the new 

validated IFU 



Pre Cleaning: Retractor 

head - move back and forth 

along the full length of the 

rack, wipe the rack with 

cloth each time (x 3) 

 

Service: Every 12 months 

or 300 uses 

 

 

 Revised  IFU – Feb 2013 



Inspection 8 Oct 2013 

 

13 uses after services 

IFU (Jan 2013) 

Contaminants detected 



Residual Protein Test Results 

ProReveal Clean Trace  



Product Recall 

Third  Field Safety Notice 

10 Oct 2013  

Cannot guarantee 

the removal of  

contamination  

when IFU is 

followed 



Scottish Television 

21 Nov 2013  



Fourth Field Safety Notice 

4 Nov 2013  

•New validated IFU 

with dismantling  & 

reassembly 

•Resume clinical  

use  

•No need to return 

device to supplier 



Revised IFU - Nov 2013  

Use slotted 

screw drivers  



The Trial 

Reassembly  

7 minutes 



Findings: Damage and Fragmentation of Components 



 

Redesigned Frame 

• 2 Screws 

• No more tool 

• Spring – a part of the lever 
 

Redesigned Prototype 

Jan 2014 



18 Nov 2014 
 

Majority of UK devices 

were converted.  



What’ve We Learned? 

1.Can’t fully dismantle? Risky! 
2.Risk assessment  

3.Validation 

4.Clinical trial 

5.Maintenance/service programme 

6.Communication & Collaboration  
 



  

 

My Questions to you? 


