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Melodys Transcatheter Pulmonary Valve Potential procedural complications that may result
Ensemble 0TranscatheterValve Delivery System from implantation of the Melody device include the
Fhe MelodyTPV is indicated for use as an adjunct to following: rupture of the RVOT conduit, compression ofsurgery in the management of pediatric and adult a coronary artery, perforation of a major blood vessel,patients with the following clinical conditions: embolization or migratibn of the device, perforation
*Existence of a full (circumferential) RVOT conduit that of a heart chamber, arrhythmias, allergic reaction towas equal to or greater than 16 mm in diameter when contrast nmedia, cerebrovascular events (TEA, CVA),originally implanted and infection/sepsis, fever, hematoma, radiation-induced
*Dysfunctional .RVQT condluits with a clinical-indication erythema, pain at the catheterization site,
for intervention, and either: Potential device-related adverse events that may occur
-regurgitation: Ž moderate regurgitation, or following device implantation include the following:
-stenosis: mean RVOT gradient Ž 35 mm Hg stent fracture resulting in recurrent obstruction,

Contraindlications: None known. endocarditis, embolization or migration of the device,
Warnings/Precautions/side Effects: valvular dysfunction (stenosis or regurgitation),
*DO NOT implant in the aortic or mitral position. paravalvular leak, valvular thrombosis, pulmonary
Preclinical bench testingof the Melody valve thromboembolism, hemolysis.
suggests that valve function and durability Will be For additional information, please refer to the
extremely limited when used in these locations. Instructions For Use provided with the product.

*DO NOT use if patient's anatomy precludes CAUTION: Federal law (USA) restricts this device to sale by
introduction of the valve, if the venous anatomy or on the order of a physician.
cannot accommodate a 22-Fr size introducer, or if Humanitarian Device. Authorized by Federal law
there is significant obstruction of the central veins. (USA) for use in pediatric and adult patients with a
*DO NOT use~if there are clinical or biological signs of regurgitant or stenotic Right Ventricular Outflow Tractinfection including (RVOT) conduit (Ž 16 mm in diameter when originally
active endocarditis. implanted).The effectiveness of this device for this use

*Assessment, of the coronary artery anatomy for has not been demonstrated.
the risk of coronary artery compression should be
performed in all patients prior to deployment of the
TPV.

*To minimize the risk of conduit rupture, do not Use a
balloon with a diameter dreater than 1 10% than the
nominal diameter (original implant size) of the conduit
for pre-dilation of the intended site of deployment, or
for deployment of theTPV.

* The potential for stent fracture should be considered
in all patients who undergoTPV placement.
Radiographic assessment of the stent with chest
radiography or fluoroscopy should be included in For more information about Melody Transcatheter
the routine postoperative evaluation of patients who Pulmonary Valve Therapy, contact your Medironicreceive a TPV. Sales Representative, your local Medltronic office

* If a stent fracture is detected, continued monitoring or visit www.Melody-TPV~com.
of the stent should be performed in conjunction with
clinically appropriate hemodynamic assessment., In Reference
patients with stent fracture and significant associated 1. Melody Transcatheter Pulmonary Valve ClinicalRVOT obstruction or regurgitation, reintervention Evidence Report. Data on file. Medltronic, Inc. 2009.
should be. considered in accordance with usual Melody and Ensemble are registered trademarks ofK clinical~practice. Medltroriic, Inc.
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