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Intro to Medical Devices

* WW Markets by Region & Disease State
* Overall Trends

Identify

* Need Finding
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* Needs Screening

o Disease State Fundamentals

o Existing Solutions

o Stakeholders Analysis

o Market Analysis

o Needs Selection

Invent

* /deation

* Initial Concept Selection

* |IP Basics

Implement

» Strategy

o IP Strategy

o0 R&D Strategy

o Clinical Strategy

o0 Regulatory Strategy

o Quality Management

0 Reimbursement

o0 Marketing & Stakeholder Strategy
o Sales & Distribution Strategy

o Competitive Advantage & Business Strategy
* Business Planning

o Financial Model and Operating Plan
o Strategy Integration & Communication
o Funding Approaches
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* Absorption and Drug Development: Solubility, Permeability, and Charge State
Alex Avdeef, John Wiley & Sons, 2012

* Wilson and Gisvold’s Textbook of ORGANIC MEDICINAL AND PHARMACEUTICAL
CHEMISTRY, John M. Beale, Jr., PhD, John H. Block, PhD, RPh , 2011

* Pharmaceutical Preformulation and Formulation: A Practical Guide from
Candidate Drug Selection to Commercial Dosage Form, Mark Gibson, CRC Press,
2016

» Water-Insoluble Drug Formulation, Second Edition
Ron Liu, CRC Press, 2008

* Guide to Drug Development: A Comprehensive Review
and Assessment, Spilker, Bert, Lippincott Williams & Wilkins (LWW), 2008
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* BIODESIGN, the Process of Innovating Medical Technologies, Editors: Yock,
Zenios, Makower, Brinton, Kumar & Watkins, Cambridge University Press, 2nd
Edition (2015)
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