


TR S A T

e e o .

LN RN xR ”
BRI = S Ll d

S —
=

-
— - s




TABLE OF CONTENTS

INtrodUCHION.....cooeeeeee 4

Technology Transfer Process






mailto:inventions@mcw.edu
mailto:inventions@mcw.edu
mailto:inventions@mcw.edu
mailto:inventions@mcw.edu
mailto:inventions@mcw.edu
mailto:inventions@mcw.edu
mailto:inventions@mcw.edu
mailto:inventions@mcw.edu

TECHNOLOGY TRANSFER PROCESS

The technology transfer process can be
looked upon as a cycle. Each “turn” of the
cycle begins with basic science
discoveries and the ability to envision
those breakthroughs as new products on
the market and tools to address unmet
medical needs. After MCW protects and
licenses to startups or existing companies
the IP underlying those discoveries —
which brings novel products to market —
the ensuing revenue from those licenses
helps support research at MCW that can

restart the cycle.

Research insights lead to novel products and services

Breakthroughs generated during basic and clinical research can be the basis of new products or

services that
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TECHNOLOGY TRANSFER PROCESS

Intellectual Property Protection
The OTD protects patentable inventions by filing a patent application with the U.S. Patent and
Trademark Office and, after careful review of international market potential, by filing applications in

other countries.

Marketing
OTD, with the inventors’ advice, develops marketing materials that highlight the invention’s




TECHNOLOGY TRANSFER PROCESS

Commercialization

As often occurs with inventions derived from basic research labs, MCW inventions almost always need
further development and testing, including regulatory testing. OTD recognizes that startups working to
develop cutting-edge technologies face many uncertainties. While product development milestones
are a key component of all exclusive licenses, OTD will consider good-faith requests — supported by
evidence of diligent efforts by the company — to modify such milestones.

Revenue

Royalties and other fees received by MCW from licensees — including cash received from liquidation
of equity — are distributed to inventors and departments according to MCW’s Patent and Copyright
Policy (policy RS.GN.060). A portion of such revenue is retained by MCW.

Supporting Research
Further research is supported by sharing revenues generated from agreements negotiated by OTD with
inventors’ departments.




WHY START A COMPANY?

While everyone involved in a startup has their own reasons for pursuing such an endeavor, consider

these crucial factors to guide your fundamental reasoning:

Intellectual Property: Are relevant patents or other IP available to protect the
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LEGAL & COMPLIANCE ISSUES

The benefits of using the C Corporation structure increase as the amount of funding required to launch
a product increases. Companies that need less capital can often take advantage of the simpler LLC
structure. If the startup seeks to obtain venture capital, they will need to be established as a C
Corporation. The startup also must be a C Corporation to take advantage of Section 1202 for federal
capital gains exclusion. It will be important to talk to a lawyer about incorporating in Wisconsin to take
advantage of certain state tax credits. Many investors prefer to incorporate in Delaware—this is
because a company can be a Delaware corporation and still qualify for Wisconsin Tax Credits. This
does, however, require that the company be qualified with the Wisconsin Economic Development
Corporation as a Qualified New Business Venture. For support, work with your lawyer or consult with
OTD.

Protecting Yourself from Liability and Tax Issues

Hiring your own attorney, and if needed, tax consultant, will help assure you that you have the
protection you need.

Lawyers

Why you need one: Startups face a variety of complex legal decisions and must enter a wide array of
contractual agreements. Having an attorney who is experienced in the startup and early-stage
investment world is critical to keep new companies from entering agreements that may have long term
harmful impact on the company, such as limiting the ability to raise funds, license IP, and enter service
agreements.

When you’ll need one: Need for legal counsel will vary depending on company activities. If you will
engage the company in a personal consulting role in exchange for equity, OTD strongly advises you to

secure personal legal advice before signing any agreements.

Where to find them: Contact OTD for a referral. While we do not endorse any specific firm, we have a
list of credible law firms in the area. You will need to choose a lawyer after you evaluate their

credentials, experience, and fees, as you would any professional service provider.




LEGAL & COMPLIANCE ISSUES

How much a lawyer charges: Generally, hourly fees are charged, although some firms offer flat rates

for some servic@’
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STARTUP FUNDING

Medical device/diagnostic: Devices and diagnostics are less costly to bring to market because testing
required by regulatory agencies is usually shorter and less expensive. This cost depends largely on the
level and degree of testing required by the FDA and other regulatory agencies. Devices for which
product fal h
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STARTUP FUNDING

Pros: Larger amounts of capital available. Investments from credible firms bring a level

of validation, industry expertise, and connections.

Cons: VCs generally invest later in a company’s development, meaning VC funding is
rarely the “first money in”. Founders give up significant aspects of control, and

investment decisions may take longer.

Key Issues: Successfully landing a first round of VC funding requires a familiarity with
a new set of jargon (e.g., “round”). Concepts and issues that significantly impact your
company’s path forward with a VC are beyond the scope of this Guide. OTD is available

to answer questions and, when suitable, to make introductions.
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KEY PEOPLE

CEO: Chief Executive Officer

Why? Having a full time CEO, or part time under some circumstances, is a key early step in the
development of a company. The CEO is very important, both because they will be the one person who
wakes up every morning with the sole mission of making the company successful, and because a
credible CEO shows potential investors that the opportunity is real. They will also know that a
professional with relevant experience will be a good steward of their investment funding.

When?




KEY PEOPLE

even more important than the science to a good firm. Also, it is a common practice for VCs to insist on
placing senior management in a Company which they are funding, even replacing the CEO, CSO, etc.,

who may have helped start the company.

What will the CEO expect? Your CEO will anticipate having a high level of autonomy to make key
decisions, to report directly to the board of directors, and to have a market-comparable share of the
company’s equity (vested over time). The CEO should be accountable to the investors and either be
the primary spokesperson for the company or appoint them. They may be positioned to defer most or
all their cash compensation until the first significant round of funding has been raised.

What is the CEO’s job? The CEO should raise funding, develop and execute a business plan, make
hiring decisions, manage the Board, and position the company to be acquired or to go public.

Regulatory Consultants

Why? If the company’s products are regulated by the FDA and similar agencies in other countries, a
clear strategy to achieve regulatory clearance or approval in a timely and cost-efficient way is critical

to a company’s long-term success. Indeed, regulatory mistakes made early in a company’s life can
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KEY PEOPLE

Reimbursement Consultants

Why? A reimbursement consultant is beneficial for the same reasons as a regulatory consultant.
Choosing the optimal reimbursement path early on is becoming an important step that can have
lasting impact on the fortunes of the company. A consultant should be able to advise about strategy,
tactics, likely outcomes, and the kinds of professionals you are likely to need and when. Investors will

also want a clear path to reimbursement before making an investment.
When? Very preliminary discussions should occur as the product and indication are being finalized.
How much do they cost? Fees for reimbursement consultants are similar to regulatory consultants.

Where to find them? This is a more nascent profession. OTD can make introductions as can others in

your network.




NETWORKS & SUPPORT ORGANIZATIONS

Center for Technology Commercialization

can be useful in helping you find the support and resources you

need to bring your innovation to market. CTC offers services and

assistance with your funding acquisition efforts through the federal Small Business Innovation
Research/Small Business Technology Transfer (SBIR/STTR) programs.

BioForward

is the only Wisconsin organization representing over 200

biohealth member companies including biotech, biopharma, medical

device, diagnostics, digital health, as well as research institutions, and service providers. It is

Wisconsin’s official affiliate of BIO. BioForward’s programs and memberships are designed to support

members through business networking events, advocacy on behalf of the industry, exclusive rebates
through their select savings program, and educational and speaker programming.

Biotechnology Innovation Organization (BIO)

is the world's largest trade association representing biotechnology
companies, academic institutions, state biotechnology centers and related
organizations across the United States and in more than 30 other nations.

Catalyst BioConsulting

(formerly PICO — Postdoc Industry Consultants)
is a business consulting group comprised of highly trained scientists

that provides a broad range of consulting services for the many
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PREPARATORY CONSIDERATIONS

How Might | Benefit from Working with a Startup?

There are a variety of reasons that people choose to be involved in a startup. In some cases, the
decision is purely economic: they need an income. In others, a person may believe that working for a
large organization provides too little independence. If you are an MCW faculty member, these reasons
are more likely to apply to others that are considering joining the effort, in
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PREPARATORY CONSIDERATIONS

Should | Expect to Maintain Control Over the Direction of the Company?

No. Product development and testing, especially in life sciences, is very expensive. Raising the amount
of money needed to bring a biotech or medical device product to market requires that the majority of
the company would be owned by the investors who provide that funding. Those investors will also
demand to have the right to make necessary decisions that keep the growing company on track, as
well as preparing for future rounds of financing and acquisition and ensuring business development

goals are met.

What Is the Estimated Timeline for Establishment, Development and Growth?

Average time frames for the various key stages of company development and growth are illustrated in

the graphic below:
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APPENDIX



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4214775/
https://uwm.edu/lubar-entrepreneurship-center/i-corps/
https://nvca.org/
http://wisconsintechnologycouncil.com/entrepreneurs-toolkit/
https://www.startuprev.com/
https://www.uspto.gov/trademark
https://www.wipo.int/portal/en/index.html
https://oup.vc/insights/biostar-biotech-various-cap-table-scenarios-for-a-hypothetical-biotech-startup/
https://oup.vc/insights/recruiting-talent-for-university-startups/
https://www.amazon.com/Brad-Feld/e/B0043MYSL8
https://www.amazon.com/Steve-Blank/e/B002IBT21M?ref=sr_ntt_srch_lnk_1&qid=1561140848&sr=1-1
http://momtestbook.com/

APPENDIX

Useful Definitions
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APPENDIX

Conception of an Invention: To "conceive" an invention is defined in a legal sense as the "formation in
the mind of the inventor, of a definite and permanent idea of the complete and operative invention,
as it is hereafter to be applied
in practice." Hybritech Inc. v.
Monoclonal Antibodies, Inc.,
802 F.2d 1367, 1376 (Fed.
Cir.  1986) (quoting 1
Robinson On Patents 532
(1890). This means that all
details needed to make the

invention work must be

available.

Embodiment of an Invention: An embodiment of an invention is a version of, or one specific way of
practicing, the invention. For example, if the invention is a method to treat autoimmune diseases, a

specific claim to treatment of lupus is one embodiment of the invention.

Enable an Invention: To enable an invention is to disclose sufficient details so that one of skill in the

art can practice the invention.

Equity: Ownership stake in a company. One unit of equity of a corporation is a share. Ownership of

LLCs is generally in units or percentages.

Food and Drug Administration: The is the federal agency responsible for “protecting the public
health by ensuring the safety, efficacy, and security of human and veterinary drugs, biological products,
and medical devices; and by ensuring the safety of our nation's food supply, cosmetics, and products
that emit radiation.”

Freedom to Operate: One has freedom to operate if one does not infringe the IP rights of others while
making, using, or selling a product or service. Or, that one has a license to any such IP rights that may
otherwise be infringed.
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APPENDIX

Intellectual Property (IP): A government issued property right. Grants certain rights to products of the

mind. Examples include patents, copyrights, and trade secrets.
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APPENDIX

Startup: A new company established to develop and commercialize novel technologies.

Trademark: A trademark is a brand name. A trademark or service mark includes any word, name,
symbol, device, or any combination, used or intended to be used to identify and distinguish the
goods/services of one seller or provider from those of others, and to indicate the source of the
goods/services.

Venture Capital Firms (VCs): Specialized investment firms that raise funds from institutions and
accredited investors, together called Limited Partners (LPs). VC firms invest using a clearly defined set
of criteria. Investments are generally restricted to a set of industries, such as therapeutics or software,
and are limited to a narrow range of company and product maturity profiles, such as pre-revenue,
above $5M/year in revenue, etc. The members of the firm who make investment decisions, individually
known as a General Partner (GP), often have significant knowledge about the types of companies the
firm invests in. Access to these people and their networks is of significant value to startup companies.
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