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Date: XX.XX.XXXX 
Olympus reference: QIL FY25-EMEA-25-FY25-016 MAJ-891 

URGENT FIELD SAFETY NOTICE 

RE: MAJ-891 Forceps/Irrigation Plug (Isolated Type) 

Attention: Endoscopy Department, Risk Management  

Material ID Product Name Model/Catalog 
Number 

Lot 
Number(s) 

UDI 

N6149350 
Forceps/Irrigation Plug 

(Isolated Type) 
MAJ-891 All 04953170063114 

Dear Healthcare Professional: 

Olympus is writing to inform you of a Field Corrective Action pertaining to the Forceps/Irrigation Plug (Isolated 
Type) model MAJ-891 (“MAJ-891”). The MAJ-891 is attached to the instrument channel port of certain Olympus 
endoscopes, including cystoscopes (CYF series), ureteroscopes (URF series), choledochoscopes (CHF series), 
hysteroscopes (HYF series), and ventriculoscopes (VEF series) to allow both irrigation and the use of endo-therapy 
accessories. 

Please refer to Attachment 1 for the model names of the Olympus endoscopes with which the MAJ-891 may 
be used as an accessory. 

Reason for Action: 
Olympus’ investigation into reported infection and contamination complaints associated with the MAJ-891 
revealed a potential risk of patient infection due to inadvertent retention of biomaterial when the reprocessing 
procedure for the MAJ-891 is not performed as instructed, such as not disconnecting the MAJ-891 from the 
endoscope and disassembling it before reprocessing. In the period of August 1, 2021 to May 1, 2024, Olympus 
identified one-hundred and twenty (120) serious injuries and one (1) death reported due to infection following 
procedures in which the MAJ-891 was used with a cystoscope (CYF scope). Investigation by Olympus indicates that 
there was improper reprocessing in most of these infection cases. Olympus has not received any infection-related 
complaints for cases where the MAJ-891 was used with other compatible endoscopes including ureteroscopes 
(URF series), choledochoscopes (CHF series), hysteroscopes (HYF series), and ventriculoscopes (VEF series), 
although it should be noted that he risk of infection as a result of improper reprocessing is also applicable to these 
endoscopes.  

Due to the risk of infection that may result from improper MAJ-891 reprocessing, alternatives to the MAJ-891 
should be used instead . A list of Olympus alternative irrigation plugs that can be used with certain Olympus scopes 
is listed below. 

If no alternative for the MAJ-891 is available, it is important to closely follow the reprocessing instructions for both 
the endoscope(s) and the MAJ-891 Forceps/Irrigation Plug, especially detaching the MAJ-891 from the 
instrument channel port of the endoscope and disassembling before it is cleaned, disinfected or sterilized 
(Reference Figure 1 below, depicting proper disassembly of the MAJ-891). The reprocessing instructions for the 
MAJ-891 can be found in Chapters 5 through 7 of the MAJ-891 Instructions for Use (IFU). Users should also inspect 
the biopsy valve (MAJ-579), used as illustrated below in the MAJ-891, for damage or deformation and replace 
the biopsy valve if damage is identified, as instructed in the IFU. A damaged or deformed biopsy valve may 
impact the reprocessing efficacy. 
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alternative device to the MAJ-891 and is replaced after each use, so the risk of contamination due to improper 
reprocessing is not applicable for this device. 

Training and Resources: 
Olympus will contact you to schedule a mutually beneficial time for an Olympus Field Representative to visit 
your facility and review the contents of this letter. If no alternatives are available, Olympus will also review the 
reprocessing instructions for the MAJ-891 Forceps/Irrigation Plug and the compatible endoscopes.  

If you require additional information regarding the proper steps to reprocess MAJ-891, Olympus provides the 
following resources:  

• Olympus Europe offers an e-learning for endoscopy, with specific courses on endoscope reprocessing 
for both nurses and reprocessing specialists. Please visit our website at 
https://www.olympusprofed.com/reprocess/step_by_step_reprocessing/31414/ . 

• Olympus has a webpage dedicated to reprocessing information for Olympus equipment. Please visit our 
website at  
https://infectionprevention.olympus.com/en-us/endoscope-processing/. 

• Olympus provides a wall chart for MAJ-891 cleaning and reprocessing. Please visit our website 
https://www.olympusprofed.com/reprocess/reprocessing-urology/32096/. 

• E-learning on the reprocessing of urological endoscopes is available at  
https://infectionprevention.olympus.com/en-us/scientific-evidence/trainings 

Actions Required: 
Our records indicate that your facility has purchased one or more of the affected products. Therefore, Olympus 
requires you to take the following actions:  

1. Carefully read the content of this letter. 
2. Use alternative devices to the MAJ-891 according to the compatibility table above.  
3. Ensure all personnel are completely knowledgeable and thoroughly trained on the content of this letter. 

Specifically, please ensure that all reprocessing personnel are completely knowledgeable and thoroughly 
trained on the MAJ-891 reprocessing instructions. 

4. Olympus will contact you to schedule a mutually beneficial time for an Olympus Field Representative to 
visit your facility and review the contents of this letter and the MAJ-891 reprocessing instructions. Refer 
to the “Training and Resources” section above for additional resources. 

5. If you have further distributed this product, identify your customers, and forward them this letter.  
6. Olympus requests that you acknowledge receipt of this letter. Indicate on the Reply Form that you have 

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

[If applicable:] [competent authority] is aware of the actions described in this letter. 
Olympus requests that you report any complaints, including incidents of infection, to [local facility complaint 
reporting contact]. Adverse events experienced with the use of this product must also be reported [local competent 
authority] by [method]. 

Olympus fully appreciates your prompt cooperation in addressing this Field Safety Notice/Medical Device 
Correction. 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 
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Olympus title 
  








