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Resonance® Metallic Ureteral Stent Set

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: Used for temporary stenting of the ureter in adult patients with extrinsic ureteral
obstruction. Intended for one-time use.

CONTRAINDICATIONS: There are no known contraindications.

WARNINGS: These stents are not intended as permanent indwelling devices. - The stent must not remain
indwelling more than twelve (12) months. If the patient’s status permits, the stent may be replaced with a
new stent. - Patients should be checked at regular intervals utilizing techniques such as abdominal X-ray
(KUB film). Patients using calcium supplements must be more closely monitored for possible stent
encrustation. The stent must be removed if encrustation hampers drainage. - Individual variations of
interaction between stents and the urinary system are unpredictable. - Change in urine viscosity may
hamper drainage. - Hematuria and Incontinence may indicate fistula formation. « If the package is opened
or damaged when received, do not use. Visually inspect with particular attention to kinks, bends and
breaks. If an abnormality is detected that would prohibit proper working condition, do not use. Please
notify Cook for return authorization. « This device is designed for single use only. Attempts to reprocess,
resterilize, and/or reuse may lead to device failure and/or transmission of disease. - The stent contains
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nickel which may cause an allergic reaction in individuals with nickel sensitivity.

PRECAUTIONS: This product is intended for use by physicians trained and experienced in urology
techniques. Standard techniques for urology procedures should be employed. Do not use this device for
any purpose other than the stated intended use. The Resonance stent must only be used with the
positioning system provided and vice versa. Do not force components during removal or replacement.
Carefully remove the components if any resistance is encountered. Improper handling of the stent prior to
insertion into the ureter may harm the functionality of the stent. Bending, stretching or any other type of
improper handling may deform the stent. It is important that the stent is handled with care.

POTENTIAL ADVERSE EVENTS: Potential adverse events associated with indwelling ureteral stents
include: allergic reaction to nickel - bladder spasm - diminished urine drainage/stent occlusion - fever

« fistula formation including arterioureteral fistula - hemorrhage « hydronephrosis « infection « insufficient
urine drainage « loss of renal function - pain/discomfort - perforation of kidney, renal pelvis, ureter and/or
bladder « peritonitis « pyuria « stent d dati ture « stent dit igration « stent
encrustation - stent failure - tissue ingrowth - ureteral reflux - urinary symptoms (frequency, urgency,
incontinence, dysuria, hematuria) - urinary tract tissue erosion.

See Instructions for Use for full product information.
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