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Class 2 Device Recall CRE Pro Wireguided 1012mm 240cm

May 21, 2026

July 01, 2026

Open3, Classified

Z-2628-2026
9906723
K11299424

Stents, drains and dilators for the biliary. ducts?® - Product Code FGE2®

CRE Pro Wireguided 10-12mm 240cm
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UPN: M00558680; GTIN: 8714729797562; Lot No. 38031620, 38031621, 38031622,

38031623, 38031624, 38031625, 38031626, 38031627, 38031628, 38031629
38031631, 38075353, 38078357, 38078358, 38078359, 38078740, 38078741,
38078742, 38078743, 38078744, 38078745, 38078747, 38100058, 38100717
38100718, 38118422, 38118423, 38118424, 38118425, 38118426, 38118427

38139132, 38139133, 38162877, 38164341, 38169205, 38169206, 38172338
38176726, 38176727, 38187282, 38187283, 38193521, 38238865, 38304060
38304061, 38304062, 38304063, 38304064, 38306688, 38334070, 38334071,
38334072, 38334073, 38383986, 38398490, 38398491, 38398492, 38402798
38402799, 38403020, 38403021, 38421915, 38421916, 38421917, 38421918
38421919, 38450264, 38450265, 38450266, 38450267, 38450268, 38450269
38450270, 38468759, 38507309, 38507310, 38507311, 38507312, 38507313
38507314, 38515209, 38515210, 38552614, 38552615, 38552616, 38552617
38552618, 38552619, 38553520, 38553521, 38553522, 38578999, 38579280
38579284, 38579285, 38608100, 38612264, 38612265, 38612266, 38622468
38622469, 38622470, 38622471, 38622472, 38622473, 38650479, 38650820
38650821, 38666087, 38668807, 38678761, 38678762, 38689027, 38689034,
38690516, 38745675, 38745676, 38769693, 38769694, 38769695, 38800516
38800517, 38800518, 38800519, 38864609, 38864610, 38864611, 38864720
38886482, 38886483, 38886484, 38906032, 38906033, 38906034, 38906035
38916791, 38916792, 38933950, 38933951, 38933952, 38958793, 38959787
38959788; Exp. November 23, 2028 March 29, 2029

3005099803

Boston Scientific Corporation
100 Boston Scientific Way
Marlborough MA 01752-1234

Renee Archie
508-683-4523

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

Package design/selection

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

https://lwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=220877

13


https://www.fda.gov/
https://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/devicesatfda/index.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/hde.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfAssem/assembler.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/Medsun/searchReportText.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/Search.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm
javascript: history.go(-1)
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/enforcement-reports
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/enforcement-reports
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&event_id=99067
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=K112994
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=FGE
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=FGE
https://www.fda.gov/
https://www.fda.gov/Medical-Devices
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases

07.08.2026, 14:15 Class 2 Device Recall CRE Pro Wireguided 1012mm 240cm

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?’

" 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?®.

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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