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Test Results
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Frame structural nerformance - Oval
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Frame structural performance —
Over Expansion
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Crimp profile evaluations - Latest lterations

Crimp profile:

More features:
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Crimp profile evaluations - Latest Iterations
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Crimp profile evaluations - Current status

* Possible improvements:
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S3 Valve Build plan for 2010 - 2011
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Animal Study GLP Study- Plan
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SAPIEN 3 — Model 9500TFX
Final Packaaina Confiauration
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Regulatory Strategy - Assumptions
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Reqgulatory Strategy - Overview
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Requlatory Review Periods

Submission

IDE

PMA Supplement

Canada

Dossier Change
Notification

" Based on historical product registration approval timeframes
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Risk management plan

<+ RMP HVOO7

% The Risk Management Plan covers only the valve design control
stage.
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Main Design FMEA Risks

Design

Conirol Risk Comments

Potential Failure mode Potential Cause
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Main System Risks

Potential Failure

modo Potential Cause | System/Process Control | Risk | Comments
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Main Project Risks

Potential Failure mode Potential Cause

System/Process Risk

Control Comments
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Document Checklist for CDR:

In compliance to SOP-

Documents Pending signature
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THV3 26mm Frames Manufacturing Material
Flow
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Detailed Frame Manufacturing Current Flow
Chart
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Animal Trial -
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Animal Trial -
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SAPIEN 3 Valve development team
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SAPIEN 3

Third Generation Transcatheter Heart Valve
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Sapien 3
Suture Counts and Time per operational sequence
Without Tooling and at Present Development
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Sapien 3
Suture Counts and Time per operational sequence
Without Tooling and at Present Development
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Sapien 3
Suture Counts and Time per operational sequence
With Scale-up Tooling and Sewing Skill
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Sapien 3
Suture Counts and Time per operational sequence
With Scale-up Tooling and Sewing Skill
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SAPIEN and SAPIEN XT

Suture Counts and Cost Reference
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