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Information 2

Date Initiated by Firm May 21, 2026

Date Posted July 01, 2026
Recall Status’ Open3, Classified
Recall Number Z-2632-2026
Recall Event ID 9906723
510(K)Number K11083324

Product Classification Duodenoscope and accessories, flexible/rigﬁ25 - Product Code FDT?%

Product CRE Wireguided 6-8mm 240cm

Code Information UPN: M00558450; GTIN: 8714729339380; Lot No. 38064056, 38064057, 38200574
38200575, 38204501, 38204504, 38204506, 38204508, 38628161, 38640993,
38767490, 38904960, 38904961, 38946757, 38946758, 38946759; Exp. October
27,2028 February 24, 2029.

FEI Number 3005099803
Recalling Firm/ Boston Scientific Corporation
Manufacturer 100 Boston Scientific Way

Marlborough MA 01752-1234

For Additional Renee Archie

Information Contact 508-683-4523

Manufacturer Reason Potential sterile breach of the pouches in which devices are packaged.

for Recall

FDA Determined Package design/selection

Cause 2

Action An Urgent Medical Device Removal - Immediate Action Required notification was

mailed to consignees on 5/21/26. This notification informed consignees that Boston
Scientific was conducting a removal of affected devices due to a potential sterile
breach of product packaging (pouches). Consignees are instructed to immediately
stop further use or distribution of product and quarantine them. Consignees are to
complete and return the provided Reply Verification Tracking Form and return the
product to Boston Scientific per the provided instructions. Consignees are to share

)

the recall notification with any healthcare provider that uses the affected devices and

with organizations to which product was further distributed. Consignees with any
questions are to contact their Boston Scientific representative.

Quantity in Commerce 81,543 units

Distribution Worldwide distribution - US Nationwide and the countries of Australia, Austria,
Bahrain, Bangladesh, Belgium, Bulgaria, Canada, Chile, China, Costa Rica, Croatia,
Czech Republic, Denmark, Dominican Republic, Ecuador, Estonia, Finland, France,
Germany, Great Britain, Greece, Guatemala, Hong Kong, Hungary, India, Indonesia,
Ireland, Israel, ltaly, Japan, Jordan, Latvia, Lebanon, Luxembourg, Malaysia,
Mexico, Mongolia, Netherlands, New Zealand, Norway, Pakistan, Paraguay, Peru,
Philippines, Poland, Portugal, Romania, Russian Federation, Serbia, Singapore,
Slovakia, Slovenia, South Africa, South Korea, Spain, Sweden, Switzerland, Taiwan,
Tobago, Trinidad, Tunisia, T¢rkiye, United Arab Emirates, Uruguay.

Total Product Life Cycle Tp|C Device Report?’
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1 Arecord in this database is created when a firm initiates a correction or removal action. The record is updated if
the FDA identifies a violation and classifies the action as a recall, and it is updated for a final time when the recall

is terminated. Learn more about medical device recalls?8.

2 per FDA policy, recall cause determinations are subject to modification up to the point of termination of the
recall.

3 The manufacturer has initiated the recall and not all products have been corrected or removed. This record will
be updated as the status changes.
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