OLYMPUS

URGENT: MEDICAL DEVICE REMOVAL
SINGLE USE DISTAL COVER

Product Name Model/Catalog Lot # uDI/DI
Number
Single Use Distal Cover MAJ-2315 See 04953170441271
attachment

Date: 05-Jun-2026
Attention: Endoscopy Department, Risk Management

Dear Healthcare Professional/Provider:

Olympus is writing to inform you of Medical Device Removal pertaining to the Single Use Distal Cover, model MAJ-
2315. The MAJ-2315 is a single use detachable cap designed to cover the exposed mechanical components at the
distal end of the Duodenoscope model TIF-Q190V.

Reason for Action:

Olympus conducted an investigation into the Single Use Distal Covers after receiving complaints of the distal
cover unexpectedly detaching from the duodenoscope during use. In the past 12 months, Olympus has received
96 complaints globally regarding the MAJ-2315 distal cover falling off within or outside patients. This included 36
events considered to be Serious Injury, which involved foreign body retrieval and/or additional treatment.

To address this issue, Olympus has developed a newly designed version of the Distal Cover (MAJ-2315), which
contains a new attachment tool to help mitigate the risk of incorrect attachment of the distal cover to the scope.

All older versions of this product should be returned to Olympus and replaced with the newly designed
version.

Risk to Health:

Consequences of a detached cover could include the risk of mucosal injury, tissue damage, bleeding,
perforation, or obstruction due to retained distal cover in the gastrointestinal tract that would require urgent
medical intervention for removal, and/or burns from the use an uncovered duodenoscope distal end.
Detachment of a distal cover in the oral cavity may result in aspiration, airway obstruction, or respiratory
distress and would require immediate medical intervention for removal. Appropriate medical
intervention/management should be based on the clinical circumstance.
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New design vs. the Old design:

Fig.2 and 3 - New Design Outer Packaging

Fig.4 — Old design internal packaging Fig.5 — New design internal packaging

Attachment for
placing Distal
Cover

«—

Opening side

distal cover
New
distal cover " — Distal Cover

Fig.6 — Old design Distal Cover Fig.7 — New design Distal Cover and white
attachment used for placing the distal cover
on to the scope.
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Excerpt from the IFU showing the correct attachment of the new distal cover:
Refer to the IFU for detailed instructions on attaching the distal cover and removing the attachment tool.

3. Gently hold the distal part of the bending section and the attachment with your other hand. Align the
opening of the attachment with the lens side of the distal end of the endoscope and push the attachment
through the opening of the attachment until the hook is completely visible

Lens side Opening

Distal part of Attachment
the bending section

f Enlarged image of the attachment opening \

« Installation complete ® Insufficient installation

\
Q The hook The hook not
\ ! completely visible completely visible )
CAUTION:

When attaching the distal cover, gently hold the bending section as close to the distal end as possible.
Forcefully grasping other parts of the bending section can damage the mechanism of the bending section
or deform its covering. It may also become impossible to straighten the bending section during an

examination.
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4. Hold and pull the attachment away from the endoscope to remove from the distal end of the

endoscope.

Note: If the attachment is not pressed in enough, the distal cover will not be attached to the distal end of
the endoscope and will remain filled inside the attachment. If the distal cover cannot be attached
smoothly, replace it with a new one.

Actions Required:

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

Examine your inventory for the previous design of the Single Use Distal Covers, model MAJ-2315 (see
Fig.1-6 above and list of affected lot numbers).

All older versions of this product should be returned to Olympus and replaced with the newly
designed version.

e Transition to the newly designed version as soon as possible by placing an order through
Customer Service at 1-800-848-9024, option 2, or your usual ordering process.

Once you have received the new design of the MAJ-2315, stop using the previous design and set aside
for return.

e To return the older version, please contact Customer Service at 1-800-848-9024, option 2, to
obtain a Return Material Authorization. Please have your lot number and, if necessary, PO#.
Olympus will issue a credit to your facility upon return of the previous design.

Olympus requests that you acknowledge receipt of this letter through our recall web portal.

e Go to https://olympusamerica.com/recall

e Enter the recall number: 0500

e Complete the form as instructed.

e Please indicate in your response if you no longer have the device(s).

Please forward this notice to other users who may have the affected products if you have further
distributed it.
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Olympus requests that you report any complaints to our Technical Assistance Center (TAC) at 1- 800-848-9024,
option 1, and the FDA. Adverse events experienced with the use of this product may also be reported to the FDA’s
MedWatch Adverse Event Reporting program either online, by regular mail, or by fax.

Olympus fully appreciates your prompt cooperation in addressing this situation. If you require additional
information, please do not hesitate to contact me by phone at (484) 553-1029 or by e-mail at
ashley.mitch@olympus.com.

Sincerely,

Aoliley Miteh

Ashley Mitch
Senior Manager, Medical Device Recalls
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URGENT: MEDICAL DEVICE REMOVAL

Single Use Distal Cover MAJ-2315
Attachment 1 — Affected Lot Numbers

H3601 H3821 H3Y29 H4301 H4711 H4X07 H5310 H5609 H5808 H5Y06 H6127
H3602 H3822 H3Y30 H4304 | H4712 H4X09 H5311 H5610 H5818 H5Y07 H6128
H3605 H3823 H3701 H4312 H4716 H4X16 H5312 H5611 H5819 H5Y10 H6129
H3606 H3824 H3Z04 H4313 H4717 H4X17 H5313 H5612 H5821 H5Y11 H6203
H3607 H3825 H3712 H4314 | H4718 H4X18 H5314 | H5613 H5822 H5Y12 H6204
H3608 H3828 H3713 H4315 H4719 H4X21 H5317 H5616 H5825 H5Y13 H6205
H3609 H3904 H3714 H4318 H4722 H4X25 H5318 H5617 H5826 H5Y14 | H6206
H3612 H3905 H3715 H4319 H4723 H4X28 H5319 H5618 H5827 H5Y17 H6217
H3613 H3906 H3718 H4321 H4724 | HA4X29 H5321 H5620 H5828 H5Y19 H6218
H3614 | H3907 H3720 H4326 H4725 H4X30 H5324 | H5623 H5829 H5Y20 H6219
H3615 H3908 H3721 H4327 H4726 H4X31 H5325 H5624 | H5903 H5Y21 H6220
H3616 H3915 H3722 H4410 H4729 H4Y06 H5326 H5625 H5904 H5Y25 H6224
H3619 H3919 H3726 H4411 H4730 H4Y07 H5327 H5626 H5905 H5Y26 H6225
H3628 H3920 H3727 H4412 H4802 H4Y08 H5328 H5630 H5908 H5Y27
H3629 H3921 H4111 H4415 H4819 H4Y11 H5401 H5701 H5910 H5Y28
H3630 H3922 H4112 H4416 H4820 HA4Y15 H5402 H5702 H5911 H5701
H3703 H3925 H4115 H4418 H4821 H4Y18 H5414 | H5703 H5912 H5Z04
H3704 | H3926 H4116 H4419 H4822 H4Y19 H5415 H5707 H5917 H5705
H3705 H3X06 H4117 H4422 H4823 H4Y22 H5416 H5708 H5918 H5708
H3706 H3X10 H4118 H4618 H4826 H4Y29 H5417 H5709 H5924 H5Z709
H3713 H3X11 H4119 H4619 H4827 H4702 H5418 H5710 H5925 H5710
H3714 | H3X12 H4122 H4620 H4828 H4Z03 H5422 H5711 H5926 H5711
H3718 H3X13 H4125 H4621 H4829 H5107 H5423 H5714 | H5X02 H5715
H3719 H3X16 H4126 H4624 | H4902 H5127 H5507 H5718 H5X03 H5718
H3720 H3X17 H4129 H4625 H4903 H5204 | H5509 H5722 H5X06 H5722
H3721 H3X18 H4202 H4626 H4904 | H5207 H5512 H5723 H5X07 H5723
H3726 H3X19 H4205 H4627 H4909 H5210 H5513 H5725 H5X09 H5724
H3727 H3X20 H4207 H4628 H4912 H5217 H5514 | H5728 H5X10 H5725
H3728 H3X23 H4215 H4701 H4913 H5218 H5515 H5729 H5X14 H5726
H3731 H3X24 | H4216 H4702 H4918 H5225 H5516 H5730 H5X15 H6107
H3801 H3X25 H4221 H4703 H4919 H5226 H5528 H5801 H5X27 H6108
H3802 H3X26 H4222 H4708 H4920 H5228 H5529 H5805 H5X28 H6109
H3817 H3X27 H4226 H4709 H4X03 H5306 H5605 H5806 H5X29 H6120
H3818 H3Y28 H4229 H4710 H4X04 | H5307 H5606 H5807 H5Y05 H6121
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