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Date: XX.XX.XXXX 
Olympus reference: QIL FY26-EMEA-08-FY26-017 Incorrect Adhesive Application 

URGENT FIELD SAFETY NOTICE 
RE: Evis Exera III Colonovideoscope  

Attention: Endoscopy Department, Operating Room, Risk Management. 

Product Name Material ID Model Number Serial/Lot Number(s) UDI DI 

Evis Exera III 

Colonovideoscope  

N6015150 PCF-HQ190I  2000126  

PCF-

H190TL: 

049531704

20702  

PCF-

H190TI: 

049531704

20719  

PCF-

HQ190L: 

049531704

16118  

PCF-

HQ190I: 

049531704

16132  

N5782940 PCF-H190TL  2800097  

N6015050 PCF-HQ190L  2103095  

N6015150 PCF-HQ190I  2100236  

N6015150 PCF-HQ190I  2900064  

N6015151 PCF-HQ190I  2100286  

N6015150 PCF-HQ190I  2900078  

N6015150 PCF-HQ190I  2000163  

N5782940 PCF-H190TL  2900181  

N5782940 PCF-H190TL  2000318  

N6015151 PCF-HQ190I  2100279  

N6015151 PCF-HQ190I  2200347  

N6015150 PCF-HQ190I  2000134  

N6015050 PCF-HQ190L  2900237  

N6015050 PCF-HQ190L  2000867  

N5783040 PCF-H190TI  2900098  

N5783040 PCF-H190TI  2100248  

N6015050 PCF-HQ190L  2900258  

N5783051 PCF-H190TI  2100254  

N6015051 PCF-HQ190L  2307043  

N6015050 PCF-HQ190L  2000473  

N6015050 PCF-HQ190L   2101879  
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Dear Healthcare Professional: 

Olympus is writing to inform you of a Field Corrective Action. This Field Corrective Action pertains to the Evis Exera 

III Colonovideoscope with the serial numbers listed in this letter. These products are intended to be used with an 

Olympus video system center, endoscope position detecting unit, light source, documentation equipment, 

monitor, endotherapy accessories (such as biopsy forceps), and other ancillary equipment for endoscopy an d 

endoscopic surgery.  The Evis Exera III Colonovideoscope are indicated for use within the lower digestive tract 

(including the anus, rectum, sigmoid colon, colon, and ileocecal valve).  

Reason for Action: 

During process inspection at an Olympus repair site it was identified that only one adhesive type was applied 

around the image unit behind the Objective-Lens during these repairs, instead of the required combination of 

two adhesives. Consequently, the distal end may be more susceptible to damage when subjected to physical 

shock (e.g., being dropped or struck against a hard surface).   As a result of this issue, affected products will be 

removed from the market and repaired. 

Olympus identified 22 scopes which were affected by the adhesive issue. No adverse events have been attributed 

to this adhesive repair issue. 

Risk to Health: 

Potential consequences of the issue may include a failed leak test, visible damage to the distal end, image 

abnormalities, sharp edges, or the presence of cracks that could harbor biological material—potentially 

compromising effective high-level disinfection. 

Although no adverse events directly related to this issue have been reported, potential patient risks include 

delays in starting a procedure, prolonged or rescheduled procedures, mucosal injury, and the risk of infection if a 

contaminated scope is used. 

Actions Required: 

Our records indicate that your facility has received one or more of the affected units.  Olympus requests you to 
take the following actions:  

1. Examine your inventory and quarantine any affected devices (refer to table above for affected serial 
numbers)   

2. Cease usage of the product with immediate effect. 
3. Olympus representative will reach out to you to arrange a mutually convenient time to inspect and repair 

the affected part at no charge.  
4. Olympus requests that you acknowledge receipt of this letter.  Indicate on the Reply that you have 

received and understood this notification by filling out and returning the completed enclosed Reply Form 
back to your local Olympus representative XXX latest by XXX.  

5. Please forward this notice to other users who may have the affected products if you have further 
distributed it.  
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[If applicable:] [competent authority] is aware of the actions described in this letter. 
Olympus requests that you report any complaints, of device damage or failure, to  [local facility complaint reporting 
contact]. [If applicable:] Adverse events experienced with the use of this product may also be reported  [local 
competent authority] by [method].  
  
Olympus fully appreciates your prompt cooperation in addressing this situation. If you require additional 

information, please do not hesitate to contact [me directly at XXXX@olympus.com/  Olympus directly at (XXX) XXX-

XXXX from Monday through Friday or by e-mail at XXX].  

Sincerely, 
Name 
Olympus title 
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REPLY FORM: QIL FY26-EMEA-08-FY26-017 Incorrect Adhesive Application 

Facility Name       

Facility Address       

Contact Name       

Additional Customer Requests 
(Indicate if you have any additional 
requests to support this action) 

      

Insert description of the product names and model numbers of the affected products   

 I acknowledge receipt of this notification. I confirm that I have communicated further to any affected 

departments.  

Completed By: 

       
Click or tap to 

enter a date. 

Name Signature 
Date (YYYY-MM-

DD) 

Please send the completed form to XXX by XX.XX.XXXX 


