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Invention:
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Patent Search
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Prior Art:
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Patent Attorney:
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Patent Life:
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Effective Patent Life:
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Food & Drug Administration
(FDA):
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New Drug Candidate:
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Preclinical Study:
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Investigational New Drug
(IND):
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Phase 2 Clinical Trial:
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NDA Goals:

“ The goals of the NDA are to provide enough information to
permit FDA reviewer to reach the following key decisions:

. = Whether the drug is safe and effective in its proposed use(s),
and whether the benefits of the drug outweigh the risks.

= Whether the drug's proposed labeling (package insert) is
appropriate, and what it should contain.

e Whether the methods used in manufacturing the drug and the
controls used to maintain the drug's quality are adequate to
preserve the drug's identity, strength, quality, and purity.”

www.fda.gov
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Phase 4 Trials:

Post-Marketing Trials

“A vital part of CDER's mission is to monitor
the safety and effectiveness of drugs that are
currently available to the American people. To
meet this goal, FDA has in place

postmarketing programs that monitor
marketed human medical products for
unexpected adverse events. These programs
alert the Agency to potential threats to the
public health. Agency experts then identify the
need for preventive actions, such as changes
in product labeling information and, rarely, re-
evaluation of an approval decision.”

www.fda.gov
22 )
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The FDA Device Approval
Process
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Class 1 Medical Device
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Class 2 Medical Device
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Class 3 Medical Device
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Premarket Approval
Application (PMA):
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510(k) Device
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Good Manufacturing Practices
(GMP)

Orthopaedic Innovation: Bench,
Bedside, Bank

29



Orthopaedic Innovation: Bench,
Bedside, Bank

Entrepreneur
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Bootstrapping
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“Friends & Family”
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Small Business Innovation
Research (SBIR)
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Small Business Technology
Transfer Program (STRR)
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Angel Financing
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Venture Capital
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Initial Public Offering (IPO)

Orthopaedic Innovation: Bench,
Bedside, Bank

38



