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PMA Device Information
TAXUS Express2 Paclitaxel-Eluting Coronary Stent System (Monorail and Over-the-Wire)

Manufacturer Boston Scientific Corporation

Number P030025/S086

Filing Date 3/8/2010

Approval Date 2/22/2012

Approved, Labeled Pediatric Subpopulation: 18 and older

Exempt from User Fees because intended solely for pediatric use? No

FDA Review Days 409

Total Review Days 716
| BreathTek UBT FOR H. pylori Kit and Pediatric Urea Hydrolysis Rate Calculation Application (pUHR-CA),
| Version 1.0

Manufacturer Otsuka America Pharmaceutical, Inc.

Number P100025

Filing Date 6/22/2010

Approval Date 2/22/2012

Approved, Labeled Pediatric Subpopulation: 317

Exempt from User Fees because intended solely for pediatric use? Yes

FDA Review Days 170

Total Review Days 610

HDE Device Information

Berlin Heart EXCOR® Pediatric Ventricular Assist Device (VAD)

Manufacturer Berlin Heart, Inc.

Number H100004

Filing Date 6/22/2010

Approval Date 12/16/2011

Approved, Labeled Pediatric Subpopulation: All Ages with size limitations
Exempt from User Fees because intended solely for pediatric use? No

FDA Review Days 405

Total Review Days 546



