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COOK MEDICAL CUROPG LTD  

MEDICAL 

FSN & FSCA Ref: 2025FA0005 

Date: 09 May 2025 

Urgent Field Safety Notice 
Instinct Plus Endoscopic Clipping Device 

For Attention of: Chief Executive / Risk Management I Purchasing/ Procurement Officer 

Contact details of local representative (name, e-mail, telephone, address etc.) 

Cook Medical Europe Ltd. 
O'Halloran Road 
National Technology Park 
Limerick, Ireland 
E-mail: European. FieldAction@CookMedical .corn 
Phone: Please refer to the attached Country Contacts List 

For any further information or support concerning the information within this FSN, please 
contact your local Cook Medical Sales Representative or Cook Medical Europe Ltd. 
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Urgent Field Safety Notice (FSN) 
Instinct Plus Endoscopic Clipping Device 

Information on Affected Devices 

Device Type(s) 
Instinct Plus Endoscopic Clipping Device is a long-term, non-bioabsorbable 
gastrointestinal endoscopic clip. 

2. Commercial name(s) 
Instinct Plus Endoscopic Clipping Device 

3. Primarv clinical purpose of device(s) 
Instinct Plus Endoscopic Clipping Device is intended for endoscopic clip placement 
within the gastrointestinal tract for the purpose of: 
1. Endoscopic marking, 
2. Hemostasis for 

• Mucosal/submucosal defects less than 3 cm, 
• Bleeding ulcers, 
• Arteries less than 2 mm, 
• Polyps less than 1.5 cm in diameter, 
• Diverticula in the colon, and 
• Prophylactic clipping to reduce the risk of delayed bleeding post lesion 

resection, 
3. Anchoring to affix jejuna! feeding tubes to the wall of the small bowel, 
4. As a supplementary method for closure of GI tract luminal perforations less than 20 

mm that can be treated conseNatively, 
5. Anchoring to affix fully covered esophageal self-expanding metal stents to the wall of 

the esophagus in patients with fistulas, leaks, perforations, or disunion. 
4. Device Model/Cataloaue/part number(s) 

INSC-P-7-230-S/G58010 
5. Affected serial or lot number range 

This FSN is not specific to lot number. 
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