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I. INTRODUCTION

How to Use This Supplement

We are publishing this Supplement to bring up to date A Guide to
Biotechnology Finance that we originally produced in 2005. This
is neither a new edition of the 2005 Guide nor simply a recitation
of recent developments. Our goal has been to provide a resource
that describes in a concise and meaningful way the biotech
business environment as it exists in 2009, which is decidedly
different from the environment that prevailed in 2005. In preparing
this Supplement, therefore, we chose to provide extensive
discussions of Strategic Alliances, Mergers and Acquisitions and
Public Capital Formation in our Biotechnology Finance Section
and to also provide extensive discussion of Intellectual Property
Rights, an area that has changed significantly, in our Business
Factors that Influence Biotechnology Finance.

This Supplement is designed to be a stand-alone resource allowing
users to obtain a basic understanding of the recent evolution and
the current “state of play” in financing biotech companies, without
need to refer extensively to the 2005 Guide. If, on the other hand,
you are looking for a more detailed treatment of subjects covered
in the 2005 Guide (including some not covered in this Supplement
because they have not changed significantly in the past four
years), we invite you to refer to the 2005 Guide, as well as to this
Supplement as an update on recent changes.

What is “Biotechnology”?

We define “biotechnology” as we did in the 2005 Guide. That

is, biotechnology is the science of discovering, developing and
manufacturing new products derived from living organisms or parts
of living organisms (e.g., cells, genes or proteins). It is applied
molecular biology, encompassing industries as widely diverse

as medical devices, small- and large-molecule pharmaceuticals,
animal health, food, renewable energy and renewable materials.




A Word About Terminology
We often refer to the original 2005 edition of A Guide to

Biotechnology Finance as the “2005 Guide,” or simply the
“Guide” We use the terms “supplement” and “update”
interchangeably (with or without initial capitalization) to refer to
this 2009 Supplement to A Guide to Biotechnology Finance.

Footnotes and Endnotes

Our 2005 Guide included close to 700 footnotes that were placed
at the end of the Guide. These “endnotes” provided additional
background information and sources. In this supplement, we have
not republished those endnotes, but refer the reader to the 2005
Guide. Where there have been significant developments in the
law, for example in the Intellectual Property Rights section, or in
sections where we believe citations or additional background is
helpful, we have added endnotes.

Contributors

The following Lindquist & Vennum lawyers contributed their expertise
as editors or authors of the sections of this Supplement, as listed below:
Thomas G. Lovett, IV, and

Robert L. Thompson—Co-Editors

Barbara Lano Rummel—Strategic Alliances

Joseph J. Humke—Mergers & Acquisitions

April Hamlin and

Jennifer L. Wuollet—Private Capital Formation

Jonathan B. Levy—Public Capital Formation

Roderick I. Mackenzie—Debt

Robert E. Tunheim—Federal Grants Through SBIR/STTR
Programs

Edward J. Wegerson—Management Equity Incentive
Compensation

Mark R. Privratsky,

David A. Allgeyer,

Bruce H. Little,

Garrett M. Weber,

Christopher R. Smith and

Christopher R. Sullivan—Intellectual Property Rights
2



James A. Lodoen and
George H. Singer—Distress Stage

Mark D. Salsbury—Tax and Tax Credits

Mark S. McNeil—U.S. Import/Export Considerations and
International Regulation and Barriers

Barbara J. Wood and
Karen E. Westwood—The Impact of the FDA: The Passage of the
FDAAA

Sheva J. Sanders and
Ryan McGary—Regulatory and Law Enforcement Oversight of
Biotechnology Firms

Daniel J. Schwartz—Genetic Engineering
David J. Snider—Stem Cells
Mark F. Trocinski—Cloning

We also thank other contributing staff at Lindquist & Vennum
including 2009 Summer Associates Benjamin J. Skoglund and Carol
R. Washington, as well as Christopher P. Barton, Christopher R.
Bechtold, Sandra J. Danover, Suzanne D. DeGroot, Jane L. Nett,
Vicki L. Henderson, Kathleen M. Nydegger, and Martha E. McNey.

Legal Advice
Although we discuss many legal issues in this Supplement, it

is only intended as a general summary and does not constitute
legal advice. Appropriate legal advice can be rendered only on
consideration of a specific set of facts. Lindquist & Vennum
P.L.L.P. and the State of Minnesota cannot and do not assume
responsibility for decisions based on the information provided in
this Supplement. You should consult with legal counsel for specific
advice regarding your situation before acting on any matter.

To ensure compliance with requirements imposed by the U.S.
Treasury, we inform you that any U.S. federal tax advice contained
in this Supplement is not intended or written to be used, and cannot
be used, for the purpose of (i) avoiding penalties under the Internal
Revenue Code of 1986, as amended, or (i1) promoting, marketing
or recommending to another party any transaction or matter that is
addressed in this Supplement.



II. OVERVIEW OF BIOTECHNOLOGY FINANCE

The financing of biotechnology enterprises, indeed the whole field
of biotech, has changed significantly since we published A Guide
to Biotechnology Finance in 2005. Some of that change is due to
the natural dynamism of science-based industries and to evolving
views of investors concerning risk associated with biotech.

Some is due to changes in the law. But in large measure, the
difference between financing biotechnology in 2005 and financing
biotechnology in 2009 is rooted in the dramatic deterioration of the
economy and the financial markets that began in a pronounced way
in the summer of 2007.

A Shift in Financing Options

Raising equity capital, whether in public or private markets,

is a much greater challenge today. Biotech IPOs simply went
missing in 2008 and early 2009. Debt financing is also far harder
to obtain. In the absence of these traditional and fundamental
sources of financing, strategic alliances between firms active in
biotech industries have taken on greater significance as a means
of acquiring necessary resources. These alliances range from
simple licensing of intellectual property, to complex research
collaborations with equity options, to full mergers or acquisitions.
Although the parties often vary significantly in size, as in the
case of large pharmaceutical companies doing deals with smaller
biologics firms, with greater frequency firms at the smaller end of
the spectrum are coming together to collaborate in creative ways.

In this Supplement we have tried to place these changes in
perspective. We first discuss in some detail strategic alliances
and mergers and acquisitions, not because the mechanics of these
transactions have changed dramatically in four years but because
that is where much of the action is today. But we also discuss
traditional sources of equity and debt financing because they will
again become more viable options as the economy and financial
markets improve in the months and years ahead.



Changes in the Law and Their Effect on Biotechnology Finance

The ability to finance biotech companies depends on more than
the mechanics of specific financing options. Since we published
the 2005 Guide there have been numerous developments in the
laws that affect the way biotech companies operate and their
potential for success. These factors in turn affect investor risk
and ultimately the availability and cost of financing the biotech
enterprise.

New law concerning deferred compensation changed the rules
for issuance of equity compensation to company executives, a
form of compensation that has been heavily relied on by biotech
start-ups, making compliance in this area much more complex
today. Several recent court decisions have fundamentally altered
the complexion of intellectual property rights, a matter of critical
importance to biotechs. In addition, challenges to IP rights
continue in the U.S. and globally. Regulatory changes at the
Food and Drug Administration (“FDA”) and other agencies that
oversee biotechnology industries, as well as new policies adopted
or advocated by the Obama administration, have also altered the
biotech landscape. We highlight these developments and others in
this Supplement.

Some topics that we covered in the 2005 Guide are not included

in this Supplement, despite their importance for biotechnology
firms. Our discussions in the 2005 Guide of Choice of Entity,
Corporate Life Cycles, and Reimbursement remain of fundamental
importance, but there have not been material changes since 2005.
We refer you to the 2005 Guide for analysis of these topics.

Looking Ahead

We can expect that biotechnology, in all its forms, will continue
to evolve at a rapid pace. Biotechnology is at the heart of some
of the most significant and pressing issues of the day, including
healthcare, affordable food supplies, alternative energy sources,
and renewable materials.

Many states in the U.S., and many other countries around
the world, are aggressively courting biotechnology industries
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and proposing incentives too diverse (and in many cases too
preliminary) to cover in this general Supplement. Minnesota

is taking a long-range strategic approach to the promotion of
biotechnology in the state. In January 2009, The BioBusiness
Alliance of Minnesota released its “Destination 2025 report
analyzing the state’s biobusiness resources and providing
recommendations for promoting biotechnology in Minnesota. As
biotechnology industries evolve to address society’s challenges,
they will do so in a bright spotlight.

The laws and policies that govern biotechnology industries will
also evolve. These laws and policies will affect what biotech can
accomplish and the investor risk associated with biotechnology
activities. Comparative-effectiveness research on medical
treatments (funded with more than $1 billion in the 2009 federal
economic stimulus legislation and coordinated under the U.S.
Department of Health and Human Services) and proposals for
regulatory approval of “biosimilars” (follow-on large-molecule
drug products roughly analogous to generic versions of small-
molecule drugs) are just two current examples of the enormous
potential impact law and policy can have on the business prospects
of biotechnology industries.

We prepared this Supplement to help explain where we are today
in terms of biotechnology finance and how we got here. That is
important to understand because it is fundamental to the immediate
challenges facing biotechnology enterprises and their advisors.

But the biotechnology industries of the future, and the way they
are financed, will undoubtedly be different from those of today.

To position companies for success in that future will require
sensitivity to broad trends and creativity. It is our hope that the
following discussion will contribute to both.



III. BIOTECHNOLOGY FINANCE OPTIONS

A. Strategic Alliances

Generally, as the U.S. equity markets tightened and initial public
offerings became less of a realistic option, strategic alliances
(joint ventures, R&D funding arrangements, support agreements,
license agreements, and M&A transactions) have become a more
prevalent finance option for companies in the biotechnology
industry. The traditional model of independently growing a fully
integrated pharmaceutical company from drug discovery through
commercialization has become more difficult and less common.

A key to success for an early-stage biotechnology company is
finding a partner to provide cash and expertise needed to navigate
expensive clinical testing and market launch. Licensing has
historically been the prevalent form of partnering in the biopharma
industry and will likely remain so in the long term. With public
company stock values fluctuating to historical lows, parties are
carefully evaluating acquisitions of whole companies where, given
a higher stock value, a license or other contractual arrangement

for specific technology may have otherwise been the transaction of
choice. Some commentators have suggested that contractual joint
ventures may gain popularity as a mechanism to develop virtual
companies capable of reducing expenses. Regardless of the form,
partnering arrangements will likely continue to play a major role in
the financing of biotech companies.

Reducing Risk

In recent challenging economic times, parties in strategic
alliances have attempted to develop structures to minimize risk
and maximize value if the product is successful. One mechanism
that financial investors have used to reduce risk in biopharma

has been to move away from early-stage drug compounds and
technologies to those that are at a later stage of development. Pre-
clinical-stage drug candidates are technologically risky and costly.
Venture capital firms and other investors need to see a reasonable
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path to recognizing a return on their investments. This involves
minimizing technology, regulatory, and reimbursement risks in
order to attract financial investors.

In the licensing context, the pharmaceutical industry has attempted
to reduce risk by reducing the upfront payment and tightening
milestones more so than in the recent past. This suggests that the
parties must carefully negotiate meaningful milestone events that
generate value points for the parties. Otherwise, the licensee may
be confronted with an obligation to make a milestone payment at a
time when there has been no commensurate increase in the value of
the transaction. Some licensees have recently elected to forego the
initial equity investment to instead receive an option to take equity
at a later date when product development is more certain.

The current climate has forced development-stage companies
to reduce burn rates and focus development efforts on projects
that show the greatest promise with foreseeable routes to
commercialization, regulatory approval, reimbursement, and
revenue streams. This requires discipline in a company with
multiple product candidates.

Parties entering into licensing and other collaboration agreements
should pay particular attention to the terms of the agreements that
are affected by the economic uncertainties of the world economy.
For example, the parties should carefully consider cure periods
and termination provisions for nonpayment of milestones or
royalties. Both parties to the license agreement should anticipate
their remedies in the event of bankruptcy of the other party. (See
Section V.L. “Distress Stage—Intellectual Property Licenses in
Bankruptcy” in the 2005 Guide.) Generally, a U.S. bankruptcy
proceeding will prevent termination of a licensee’s benefits
under an existing license agreement for intellectual property
during bankruptcy without bankruptcy court approval. Because
bankruptcy has no effect on a license agreement terminated
in advance of the bankruptcy filing, a party should be diligent
to establish provisions that may serve as cause for legitimate
termination prior to the point at which the other party initiates a
Chapter 11 or Chapter 7 bankruptcy proceeding. The licensor
should carefully define in the license or supply agreement what

8



constitutes “adequate assurance of future performance” (such

as minimum net worth or performance benchmarks) that may
provide the licensor or supplier a basis for demanding cash or other
security for payment or a basis for termination pre-bankruptcy.

Collaborations Between “Big Pharma’ and Start-Up Biotechs

Large pharmaceutical companies continue to collaborate

with early-stage drug development companies to obtain new
technologies to fill their pipelines of drugs facing patent
expirations and generic competition. These collaborations often,
but not exclusively, take the form of M&A transactions. Licensing
is also a common mechanism. Large pharmaceutical companies
can offer the financial backing, as well as significant regulatory,
reimbursement, and marketing expertise and distribution systems.
In addition to all of the technology and financial factors to be
evaluated in a relationship between “big pharma” and an early
stage biotech, the parties should consider the management

and operational challenges that result when combining the
entrepreneurial environment of the small start-up and the active,
more formalized management of a large pharmaceutical company.
Careful consideration should be given to the composition and
authority of the operating committee (in the case of a joint
venture or license arrangement) or integration (in the case of an
acquisition).

Global Opportunities

Whether the result of current market conditions in the United
States or the global nature of biotechnology, transactions involving
purchasers and business partners from outside U.S. borders have
increased dramatically. In some cases, a partner in another market
may make more strategic sense because some technologies may
have greater value in emerging markets than in the more mature
U.S. market.

The negotiation of a licensing transaction with a foreign entity
requires the United States entity to carefully consider provisions
that may be considered standard boilerplate in transactions
involving similarly situated U.S. entities. The governing law and
venue provisions are obvious terms that take on new importance
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in international transactions due to the expense and potential
complexities of enforcing judgments in multiple jurisdictions.

An international relationship also requires increased focus on
currency issues, trademark and patent protection, and international
regulatory obligations. Parties in a multi-jurisdiction arrangement
should carefully consider the milestones for funding typically
found in a license agreement. Those milestones may need to be
jurisdictionally sensitive in order to tie them to events that create
value for the licensee. Otherwise, the licensee may be paying
without achieving value, or the licensor may not get the return it is
expecting.

The parties should also carefully consider clinical trial
requirements in multi-jurisdiction license agreements. For
example, in designing a clinical study, the sponsor will need to be
aware of, and comply with, the specific regulatory requirements

of each jurisdiction. In designing a clinical trial in Europe, the
sponsor will need to be aware of regulations limiting the sharing of
patient-specific data.

Although global business is becoming far more efficient and
commonplace than in the past, U.S. companies should not assume
that their U.S. forms of agreements will adequately protect them in
international transactions.

Collaborations with Academic Institutions

The frequency and importance of direct collaborations between

big pharma and academic institutions has increased. Traditionally,
biotech start-ups have played an intermediary role between the
academic institution and big pharma. Academic institutions are
under increased pressure to generate funds from their research and
to out-license technology. There are, however, significant legal,
and cultural differences between academic institutions and publicly
traded pharmaceutical companies.

The primary objective of academic institutions is to advance
science for the public good. They are nonprofit entities. On
the other hand, publicly traded pharmaceutical companies have
duties to enhance shareholder value. As a licensor under an
exclusive license, an academic institution typically reserves the

10



right to continue to evaluate and use the licensed technology for
educational, research, and clinical programs. Conflicts may arise
out of the academic institution’s desire to publish its findings

and the commercial party’s need to avoid publication that might
limit the ability to patent the invention and obtain commercial
value from excluding others from practicing it. Other intellectual
property concerns may arise out of academic research that is
performed by graduate students and other non-employees who
are somewhat mobile and may not necessarily be bound by
confidentiality and obligations to assign inventions. Further,
academic institutions rarely give representations and warranties
about non-infringement, or commit themselves to indemnification.

As in the case of international licensing, parties should not assume
that their forms of commercial license or other collaboration
agreements will automatically translate to work with academic
institutions.

B. Mergers and Acquisitions

The term mergers and acquisitions (“M&A”) refers to a variety of
transactions involving the acquisition by one party - the acquirer

- of one or more business entities or lines of business of another
party - the target. The term also includes the combination of

two companies into a single company. M&A transactions are
considered the ultimate strategic alliance because a change in
ownership of a business, whether in whole or in part, is the end
result.

There has been a tremendous amount of domestic and international
M&A activity in the past several years, both in the number of
transactions completed and the value involved. Notwithstanding
the global economic downturn in 2008 and 2009 and the general
slowing of M&A activity in a number of industries, mergers and
acquisitions continue to play a significant role in the biotechnology
sector. This is attributable to a number of factors.

Historically, IPOs and M&A transactions have been the two
primary exit strategies for corporate founders and venture
capitalists. As financial markets have tightened and private
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placement offerings and IPOs have become increasingly more
difficult to complete, however, there has been a renewed emphasis
on M&A as an exit strategy, especially in the biotechnology
industry. Moreover, biotechnology companies are becoming
more inclined to quickly replenish product pipelines through
acquisitions rather than investing considerable capital, time, and
resources to research and development efforts that may (or may
not) prove worthwhile years out. Biotechnology acquisitions may
also be more attractive to pharmaceutical companies than complex
licensing deals, which can cost as much as gaining complete
control of new treatments through acquisition.

The managed care revolution has also increased M&A activity
among large pharmaceutical companies. Many of these
organizations seem to believe that costs can be reduced or
controlled by creating larger, more diversified and efficient
business entities. The globalization of research, technology, and
finance has fueled international M&A transactions.

In addition, the continuing convergence of medical devices with
pharmaceuticals and diagnostics is driving M&A activity. Among
other things, skyrocketing drug development costs and pressure
from third-party payers to reduce costs are compelling many
companies to direct their growth strategies toward convergence.
Rapidly advancing technologies are resulting in a marked increase
in convergent products, and industry participants have recognized
that they may open up new markets by re-marketing existing
medical device technologies with existing therapeutics and
diagnostics. Furthermore, the FDA review process for medical
devices tends to be less rigorous than that for pharmaceuticals,
resulting in faster commercialization (although convergent
technologies could take longer to get through the FDA than
standard medical devices).

Motives for Mergers and Acquisitions

The rationale for entering into an M&A transaction will vary
between a buyer and seller. A seller may be motivated to undertake
an M&A transaction for any number, or a combination, of reasons,
including the following:
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* Liquidity. The seller’s owners may want or need liquidity
to fund other projects, or for personal reasons. This is
becoming increasingly common as investors have seen the
value of their personal portfolios significantly diminish
in 2008 and 2009. Moreover, the business itself may be
experiencing liquidity problems and, rather than engaging
in prolonged restructurings with its lending institutions,
the business may be sold or recapitalized.

* Timing. The seller’s owners, if principally involved in the
day-to-day operations of the business, may be ready to
retire, but not have a succession plan. Some owners who
purchased a company for investment purposes (see the
discussion below regarding financial buyers) may have a
set time within which they must exit the investment.

* Lack of Resources. The seller may not have the resources
to take itself to the “next level” operationally, to deploy a
new product, or to undertake a new project.

* Transaction Pricing. During the period from 2005
through late 2008, buyers were increasingly willing to
pay more and more for companies. Sellers that would
otherwise not have considered selling have, in fact, sold
their businesses because they have “received an offer they
couldn’t refuse.”

* Hostile Takeovers. In some cases, even if a company is
not for sale, a potential acquirer may put the target “in
play” and complete an acquisition through a tender offer
or other mechanism.

* Contractual Obligations. It is fairly common for owners
of private companies, and especially those with owners
who are actively involved in the business, to enter into
so-called “buy-sell agreements” that obligate one or more
owners to buy out one or more other owners upon the
occurrence of a specified event such as termination of
employment, death, or disability.

13



A buyer’s motivation for completing an M&A transaction is,
in part, a function of whether the buyer is a “strategic buyer”
or a “financial buyer.” “Strategic buyers” are most often
established operating companies that may be attempting to
expand their footprint, access new technologies, complement
an existing line of business, or vertically integrate their supply
chain. Many large pharmaceutical companies complete
strategic acquisitions because they have extensive production,
distribution, marketing, and financial resources, but may

lack particular scientific platforms or technologies needed to
enter into new fields in order to expand and complement their
existing product lines. In the biotechnology industry, large
pharmaceutical companies routinely acquire small developing
organizations to jump-start new, innovative products to replace
mature ones that are facing patent expirations. There are also
“financial buyers,” so called because they acquire a target for
investment purposes—that is, they intend to grow the value of
the target and later sell the target for a profit but they may not
have an existing business that is in a related or complementary
field.

Strategic buyers may be willing to pay a premium for a given
target relative to the value that a financial buyer might pay
because strategic buyers are more likely to realize immediate
synergies from the acquisition. Given the overwhelming

cost of R&D, clinical trials, and regulatory compliance,
biotechnology-related acquisitions often occur at stages earlier
than originally envisioned by biotechnology company founders
and venture capitalists. Financial buyers are generally more
inclined to be interested in the target’s cash flow and their

own ability to exit the investment at some point in the future.
Financial buyers look for well-managed companies that have

a track record of consistent earnings, prospects for growth,

and leverageable assets and cash flows. Because financial
buyers typically do not manage the day-to-day affairs of their
investments, they frequently rely on the managerial expertise of
the target following the acquisition.
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Structuring the M&A Transaction

Regardless of the parties’ reasons for undertaking an M&A
transaction, they will generally use one of the following structures
(or a combination of them) to complete the deal:

* a purchase and sale of assets;

* a purchase and sale of stock (while this section refers
to a purchase and sale of stock, the principles discussed
likewise apply to the sale of any ownership interest in a
business organization); or

* a statutory merger (conducted according to statutory
requirements) of the entity to be acquired with and into
a newly formed subsidiary of the acquiring entity (or a
merger directly with and into the acquiring entity).

These three structural alternatives are discussed in greater
detail below, and the exact structure ultimately used will
depend on a number of factors. The tax treatment for any gain
realized by the acquired entity and its owners will likely be one
of, if not the most, important factor to consider in structuring

a transaction. The critical inquiry, from a seller’s perspective,
is not what the gross purchase price is, but rather what the
seller’s after-tax net proceeds will be from the transaction.

As a general rule, a deal structure that favors the buyer from

a tax perspective normally is detrimental to the seller’s tax
situation, and vice versa. Use of net operating loss (“NOL”)
carry forwards is yet another factor, but recent limitations on
the use of NOLs under Section 382 of the Code have somewhat
lessened the significance of this issue.

Many parties mistakenly believe that “tax free” treatment is
readily available in M&A transactions. Section 368 of the
Code provides for three primary types of reorganizations

to qualify for what is commonly referred to as tax free
treatment—when in fact it is tax deferred treatment. If the
requirements of the Code are met, the sellers are not required
to pay tax at the time of the transaction. Instead, the tax
basis of any new stock received will be the tax basis of stock
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relinquished by the taxpayer in the merger. Gain would then
be deferred until such time as the new stock is sold. The
provisions of Code section 368 are very restrictive and require
that stock be the primary consideration and that the payment of
cash or other property, referred to as “boot,” be limited.

Other key considerations in structuring an M&A transaction
include, but are not limited to:

* successor liability issues;

» whether the acquired entity is a privately held or a public
company;

» whether the acquiring entity is seeking to purchase all or
only part of a business;

* the extent to which the acquired entity operates in a
regulated industry; and

* contract assignment limitations and the necessity of
obtaining third-party consents.

Asset Purchase

In an asset purchase transaction, the buyer purchases all or
substantially all of the assets of the target or purchases a line

of business of the target, and the buyer generally assumes only
those liabilities of the target that the buyer specifically agrees

to assume. Unlike a stock purchase or merger transaction, the
buyer in an asset transaction has the opportunity to pick and
choose which of the target’s liabilities it will assume. In fact,
one of the most important reasons for structuring an acquisition
as an asset purchase transaction is the desire of the buyer to limit
or avoid responsibility for liabilities of the target. That having
been said, so-called “successor liability” doctrines may require
a buyer to be responsible for certain liabilities of the target even
if the asset purchase agreement provides otherwise. In addition,
there are federal and state environmental laws that impose strict
liability for environmental problems on successor owners.

The asset purchase agreement will contain numerous
representations, warranties, and covenants addressing, among
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other things, the business and operations of the target. The
agreement will also contain indemnification provisions that
require the target or its shareholders to indemnify the buyer
for any breach of a representation, warranty, or covenant. The
scope and duration of the indemnity can vary significantly
depending on the perceived risks involved in the transaction.
Approval of the boards of directors of both the buyer and target
will generally be required to consummate an asset purchase
transaction. Approval of the target’s shareholders is also
generally required under state law when all or substantially
all of the target’s assets are being sold. State law typically
does not require the approval of the buyer’s shareholders to
consummate an asset purchase transaction.

From a tax perspective, a buyer will generally prefer to
purchase assets rather than stock, and a target will prefer to sell
stock rather than assets. For tax purposes, the buyer records
the purchased assets at the fair value assigned to them as part
of the transaction. This allows the buyer to “step up” its basis
in the assets and take a larger depreciation expense on those
assets going forward. The selling entity recognizes a gain or
loss based on the difference between the sale price (including
liabilities assumed) and the tax book value of the assets.

Stock Purchase

In a stock purchase transaction, the buyer buys the stock or
other outstanding ownership interests in the target from the
holders of those interests. In a stock purchase of a closely
held business, the buyer will enter into one or more purchase
agreements directly with the shareholders, all or most of
whom are generally involved in negotiating the transaction.
The stock purchase agreement will typically contain
numerous representations, warranties, and covenants, and the
shareholders will be required to indemnify the buyer for any
breach of those representations, warranties, and covenants.
Again, the scope and duration of these indemnification
obligations can vary depending on the perceived risks inherent
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in the transaction. If the shares of capital stock of the target
are held by a large number of shareholders, or if the target

is a public company, the buyer may make a friendly “tender
offer” (with the approval of the seller’s board of directors) to
purchase all of the shares of the target. If not all shareholders
respond favorably to the tender offer, the buyer may undertake
a second-step “squeeze-out” merger of the non-tendering
minority shareholders, usually at the same price the buyer paid
for the shares in the tender offer. In the “squeeze-out” merger,
the buyer would cause the target to merge into a newly formed,
wholly owned subsidiary of the buyer. In exchange for the
shares of the target, the minority shareholders would receive
cash and the buyer would own all the outstanding shares of the
subsidiary. The rules governing tender offers can be complex
and often require significantly more documentation than a
stock acquisition not involving a tender offer. If the target is
publicly traded and declines to engage in negotiations with

the buyer regarding a potential acquisition, the buyer may

put pressure on the management of the target to consider the
buyer’s proposal through the use of a “hostile” tender offer
and proxy fight. The target’s board of directors has a fiduciary
duty to consider all reasonable business offers and is, therefore,
prevented from altogether ignoring proposals that have the
potential of enhancing shareholder value.

When stock is acquired, the liabilities of the target remain
with the target after the shares have been transferred. This is
because the legal form of the target, its assets, and its liabilities
have not changed; only the equity ownership of the target has
changed. By virtue of purchasing the target’s capital stock, the
buyer is effectively taking on the target’s liabilities.

As noted above, a seller will generally prefer to sell stock
rather than assets due to the more favorable tax treatment of a
stock sale. Although different rules may apply in the sale of
partnership or limited liability company interests, the assets
and liabilities of the acquired business are not adjusted incident
to the transaction. Rather, they continue to be carried and
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depreciated in the same manner as before the transaction. The
sellers recognize a gain (or a loss) based on the difference
between the sale price and their basis in the ownership
interests being sold. The parties may make an election under
Section 338(h)(10) of the Internal Revenue Code, which has
the general effect of treating a stock purchase much the same
as an asset purchase for tax purposes. As such, a 338(h)(10)
election can benefit the buyer, to the detriment of the seller’s
tax position, although there may be some situations in which
the impact to the seller is negligible.

Merger

A statutory merger is the combination of two or more business
entities into one of the entities that then becomes the “surviving
entity.” Legally, there are “constituent entities” and a surviving
entity in a merger. Practically, however, one of the parties

is taking the role of the “acquiring entity” while the other

party (or parties) is taking the role of the “acquired entity.”
Under state law, the surviving entity automatically retains

or acquires all the properties, rights and powers, as well as

all the debts, liabilities and obligations of all the constituent
entities. Upon effectiveness of the merger, the legal existence
of the nonsurviving entity ceases and the shareholders of

the nonsurviving entity receive consideration (typically,

cash or shares of stock in the acquiring entity) in return for
relinquishing their equity interests in the nonsurviving entity.

Generally, state law requires approval of the board of directors
and the shareholders of each of the constituent corporations

to a merger. To effectuate a merger, the acquiring entity
typically forms a new wholly owned subsidiary to conduct

the transaction, thereby only requiring the approval of the
subsidiary’s sole shareholder—the acquiring entity. Most
state statutes allow for “appraisal” or “dissenters” rights that
entitle shareholders of the acquired entity to vote against the
merger and to receive a judicially determined “fair value”

for their shares instead of the merger consideration. The
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procedure is very detailed and must be strictly complied

with in order for a shareholder to be entitled to this alternate
consideration. Typically, the merger agreement will contain a
termination provision allowing the acquiring entity to terminate
or be released from the transaction if more than a specified
percentage of shareholders of the acquired entity exercise
appraisal rights.

There are two mechanical variations to a merger—the
forward subsidiary merger and the reverse subsidiary
merger (sometimes also referred to as forward and reverse
triangular mergers). In a forward subsidiary merger, the
acquired entity is merged with and into a newly formed
subsidiary of the acquiring entity, and the newly formed
subsidiary is the surviving corporation.

Acquiring Entity
Newly Formed | merge into Acquired
Subsidiary Acquired Entity Entity

In a reverse subsidiary merger, the newly formed subsidiary of
the acquiring entity merges with and into the acquired entity, with
the acquired entity surviving as a wholly owned subsidiary of the
acquiring entity.

Acquiring Entity
Newly Formed | merge into Acquiring
Subsidiary Acquired Entity Entity
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The result after each merger is that the surviving entity will
be wholly owned by the acquiring entity. The main benefit in
consummating a reverse subsidiary merger instead of forward
subsidiary merger is the manner in which the reverse subsidiary
merger addresses the problem of contract assignments. More
specifically, many supplier, vendor, consulting, lease and
licensing agreements that the acquired entity has in place may
contain clauses preventing their assignment without certain
third party approvals. Because the form of the acquired entity
does not change in a reverse subsidiary merger, the need for
third party consents for assignment of agreements may be
eliminated by conducting a reverse subsidiary merger.

Spin QOut

When an acquiring entity does not wish to acquire all the

lines of business of an acquired entity in a merger, or when

an acquired entity desires to retain certain product lines, the
seller may need to segregate certain assets of the acquired
entity before conducting a merger. One possible mechanism

to accomplish this is to “spin out” those assets into a separate
legal entity prior to the merger. The acquired entity’s
shareholders are then issued some form of security in the entity
into which the assets are spun out.

Transaction Consideration

Generally, under any of these M&A transaction structures,
the consideration paid by the acquiring entity will be cash,
promissory notes or other debt instruments, stock of the
acquiring entity, or some combination of the foregoing. In
recent years, cash appears to have been the main form of
consideration used in biotech M&A transactions. Any time
securities are being issued as consideration in connection with
an M&A transaction, the issuance will require registration
under the Securities Act and applicable state laws or require
an exemption from registration. Although registration can be
costly and time-consuming for the acquiring entity, registered
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securities that are given as consideration by a publicly traded
acquiring entity provide the benefit of a liquid asset to the
shareholders of the acquired entity and, except for registration-
related costs, do not deplete the acquiring entity’s cash. If

the acquiring entity issues securities that exceed 20% of the
acquiring entity’s outstanding securities, NYSE and Nasdaq
rules may require the acquiring entity to obtain shareholder
approval for the issuance.

The amount of consideration in an M&A transaction may be
fixed or it may vary based on events occurring after the closing.
If the purchase price is based on the net asset value of the
acquired entity, there may be an adjustment to the purchase
price based on a closing date balance sheet that is prepared
after closing of the transaction. The parties may also negotiate
an “earn-out” as part of the total consideration in cases where:

* it is difficult to value the asset being acquired and more
time will add clarity to the value;

* the buyer is willing to share with the seller a part of the
upside that may result after the transaction; or

* the buyer cannot pay a lump-sum purchase price and
the seller is willing to finance the transaction over some
limited time period.

In an earn-out, the buyer pays the seller some amount over
time based on some agreed-on operating results of the acquired
business such as:

* a portion of the post-closing net sales of the product sold
by the acquired business;

* a portion of post-closing net income of the acquired
business; or

* a multiple of the post-closing net income achieved by the
acquired business.

In acquisitions of early-stage biotech companies, earn-outs
are sometimes structured around achievement of scientific
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or clinical milestones. Earn-outs have become increasingly
prevalent during the recent economic downturn, as sellers
have seen their businesses struggle and, in turn, the values that
buyers are willing to pay for those businesses has decreased.
Because many sellers view their struggles as temporary, they
often turn to earn-outs as a vehicle for bridging the value gap.
The parties often agree to hold back a certain portion of the
consideration in escrow for a period of time (typically 12 to 18
months) to satisfy any potential indemnification obligations of
the acquired entity or its shareholders.

Professionals in the M&A Process

The process of completing an M&A transaction can be difficult,
complicated, and time-consuming. It is critical for all parties to
assemble an experienced team of professionals to develop strategy,
locate the right partner, structure the transaction, negotiate the deal
and facilitate the process. Depending on the nature and size of the
transaction, the participants in the deal may include, among others:

* Acquirer (including owners, inside counsel and business team);
* Target (including inside counsel and deal team);

* Acquirer’s outside counsel;

* Target’s outside counsel;

* Acquirer’s lender;

¢ Lender’s outside counsel;

¢ Investment banker or business broker;

* Acquirer’s independent accountants and tax advisors;

* Target’s independent accountants and tax advisors;

* Acquirer’s special consultants;

* Regulatory authorities (e.g., Securities and Exchange
Commission, Department of Justice)

Investment bankers with expertise in the industry are considered
essential to conducting a thorough analysis of the value of the
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acquired entity. Investment bankers can also provide fairness
opinions, which have become an increasingly important
component of larger M&A transactions. A fairness opinion

may be prepared at the request of the board of directors of

the acquiring or acquired entity and used as an independent
evaluation to determine whether a given transaction is “fair from

a financial standpoint” to either the shareholders of the acquiring
or acquired entity, or both. A board of directors may then use the
fairness opinion as support for its decision to approve or reject a
transaction in the event a shareholder suit challenges that decision.

Each of the parties will engage its own team of counsel
experienced in the industry and with corporate, securities,
intellectual property, regulatory, tax, antitrust, employment,
environmental, real estate and other matters legally necessitated
by the transaction. Industry-experienced accountants can also
provide critical assistance with structuring the transaction in a
tax efficient manner, assisting with the preparation of pro forma
financial models and with completing the financial due diligence.

Confidentiality Agreements, Term Sheets, and Letters of Intent

Before parties to a potential M&A transaction begin meeting and
exchanging confidential and proprietary information about their
technology and business, they should enter into a confidentiality or
nondisclosure agreement (“NDA”). NDAs in M&A transactions
need to carefully and broadly describe the type of information

that will be exchanged. The acquiring entity will want to review
any and all public and nonpublic information about the acquired
entity, including information related to items such as technology,
employment, litigation, environmental, tax, intellectual property,
finance, accounting, research, regulatory, marketing, production,
and distribution. In acquisitions involving biotech companies,
disclosure of sensitive scientific information, such as chemical
structures, requires thoughtful analysis and careful treatment in
NDAs. The fact that the parties are in discussions about a potential
transaction, and the terms of those discussions, should also be
treated as “confidential information” subject to the agreement.
Entities that may be acquired should also demand a nonsolicitation
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clause as part of their NDAs, prohibiting the prospective acquiring
entity from soliciting or hiring the other entity’s employees for a
period of one to two years after the date of the NDA (other than in
connection with closing the subject transaction).

After initial investigation of the acquired entity, the acquiring
entity will typically generate a term sheet or letter of intent
covering the principal business points of the deal so that the parties
can develop a mutual understanding of the primary elements

of the transaction. Letters of intent are used less frequently in
transactions involving public companies because they may raise
disclosure issues under SEC and stock exchange rules. To avoid
any SEC and stock exchange requirements regarding the making of
a public announcement about a transaction that is still preliminary
and nonbinding, public companies may prefer to use preliminary
term sheets to identify the key elements of the deal and then move
straight to drafting definitive documents.

Whether using a letter of intent or a term sheet, the document is
generally nonbinding, except for any obligations to:

* negotiate in good faith;

* maintain confidentiality of the terms of the transaction and the
information disclosed between the parties; and

* comply with any nonsolicitation or no-shop provisions.

Parties should be especially careful when drafting the nonbinding
provisions of the document, since there have been cases reported
in which the would-be buyer and seller have bound themselves to
complete a transaction by what was intended to be a nonbinding
expression of interest. In the nonbinding sections of the letter of
intent or term sheet, use words like “would” rather than “will” or
“shall” when describing terms (e.g., “the closing would take place
on or about July 31,” instead of “the closing shall take place on
July 317).

The term sheet or letter of intent will serve as the road map for
negotiating and drafting the more detailed definitive agreements.
Because pricing might very well be the most important factor in
determining whether or not the parties agree to consummate an
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M&A transaction, the question of when the parties fix a purchase
price becomes a matter of strategy. As noted above, structure
directly affects the net value of the transaction to the acquired
entity, the acquiring entity and their respective shareholders.
Acquired entities may choose to defer negotiating a purchase price
until after the acquiring entity has completed its preliminary due
diligence investigation (the due diligence process is described in
greater detail below). Entities that may be acquired should realize
that once they have tentatively agreed to a price, the likelihood

of the acquiring entity negotiating a lower price if any issues are
discovered during the due diligence process is far greater than

the acquired entity being able to obtain a higher price if the due
diligence is clean. This is largely attributable to the fact that
acquiring entities begin the M&A process with the assumption that
any due diligence investigation will not reveal anything sufficiently
material to justify a change in price.

The acquiring entity will often demand an exclusivity period of at
least 60 to 90 days in order to commit to spending the resources
to undertake its due diligence investigation, which can be time-
consuming and expensive. Acquired entities may be compensated
by the acquiring entity for providing exclusivity, and for keeping
the company off the market during the due diligence period.

Due Diligence

After a confidentiality agreement or letter of intent is signed,

the acquiring entity will complete a detailed legal and financial
investigation of the acquired entity to (i) determine (or confirm)
the value of the entity, business, or product line being acquired,
and (ii) analyze and allocate post-closing risks and responsibilities.
While the nature and scope of the information sought will depend
on the type of business being acquired and the industry in which

it operates, the acquiring entity will typically request that the
acquired entity provide access to, and copies of, all relevant
information concerning:

* finance and tax, including financial statements, audit reports,
supporting schedules, inventory and cost information, debt
instruments and tax returns;
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* corporate organization such as articles and bylaws,
capitalization information, shareholder lists, minutes of all
shareholder and board of directors meetings;

* intellectual property such as registered patents, applications
and invention disclosures, trademarks and copyrights,
technology licenses, and assignments from employees and
consultants;

¢ R&D initiatives;

* products, sales and marketing, including customer lists,
manufacturing and supply contracts, distribution agreements,
marketing plans and programs;

* material contracts such as those with suppliers, customers and
consultants;

* employment, contractor and labor matters such as
employment or consulting contracts, employee benefits and
ERISA plans, payroll information and benefits claims history;

» facilities, including real estate title or lease documentation;

* environmental items such as Phase I and Phase 11
environmental assessment reports and claims history,
depending on the nature of the business activity;

* manufacturing and operations, including regulatory
compliance, production processes, quality assurance
procedures and files, including device or drug history files;

* regulatory and clinical information, including all approvals
and applications, correspondence with the FDA and foreign
authorities, third-party audit information and reports, adverse
event reporting, insurance coverage; and

* litigation, including pending and threatened litigation.

Gathering this data can be very intrusive on the acquired entity,
especially when it is attempting to keep its operations running
smoothly and keep the potential transaction confidential from
employees, customers, and vendors. Often a data room will be
compiled offsite, such as at counsel’s office, to avoid disruption of
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the acquired entity’s business activities. Increasingly parties may
assemble “‘electronic data rooms” that facilitate review by multiple
parties, or by parties that are geographically distant, with minimal
disruption to the business.

Intellectual property is the key asset for most companies in the
biotechnology industry. Significant time and resources should
be spent assessing the status of the acquired entity’s intellectual
property including its patents, formulations, processes, and other
trade secrets. This may include analysis of the validity of patents
and noninfringement of third-party rights (including the potential
blocking effect of third-party rights on activities of the acquired
company), as well as assurance that title to all inventions has
been properly assigned to the acquired entity from all employees,
consultants, or inventors. The buyer should review any prior
research agreements with consultants and universities to ensure
that the acquired entity owns all rights to the property and to
determine whether any future royalties may be owed post-closing.

A regulatory due diligence review is also critical. The acquiring
entity will need to conduct adequate due diligence to satisfy
concerns such as whether the acquired entity’s clinical trials have
been conducted in accordance with applicable requirements, and
whether the acquired entity has adequate compliance procedures in
place. The scope of the due diligence should be suitably detailed
to answer all of the acquiring entity’s questions.

If the acquired entity is marketing products that are covered by
Medicare, then an analysis of the marketing practices should be
conducted to ensure compliance with and avoid successor liability
under the fraud and abuse laws that generally include state and
federal anti-kickback statutes, civil and criminal false claims acts,
the Stark laws, and the federal Civil Money Penalties Act. In
undertaking due diligence, particular attention should be given to
(1) the acquired entity’s internal compliance program and business
conduct standards (or lack thereof), (ii) sales and marketing
practices, particularly in the area of pricing terms, customer sales
incentives, payments to physicians or physician organizations, and
(iii) the advice given by reimbursement specialists to existing or
potential customers. Additionally, any promotion of off-label uses
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for the seller’s products, i.e., those not covered in the product’s
FDA approval, deserve special scrutiny.

All material contracts of the acquired entity must be reviewed

to determine whether there are pricing terms and performance
obligations that may be unacceptable to the acquiring entity, or
whether there are change-of-control or assignment limitations
or termination rights that may deprive the acquiring entity of the
ability to continue the contract after closing.

Depending on the nature of the transaction, a seller should also
conduct its own diligence investigation of the buyer. For example,
if part of the consideration payable to the seller is by means of

a promissory note from the buyer, the seller will want to get
comfortable with the credit-worthiness of the buyer. If there is

an earn-out, the seller will want to understand how the buyer
intends to operate the acquired business in order to assess the
likelihood of receiving any earn-out payments. If the buyer intends
to retain existing management to operate the business following
closing (which is most often the case with financial buyers), the
seller and its management will want to get a sense for the buyer’s
expectations and management style. This becomes even more
relevant in cross-border transactions. Integrating companies with
markedly different cultures can be difficult even when the buyer
and seller are close neighbors, but the difficulties are amplified
when the parties are from different countries. For example, leaders
in a target with a highly consensual, collaborative, entrepreneurial
culture may be at odds with counterparts in an organization with a
“top down” or bureaucratic management style.

Timing of Closing and Pre-Closing Considerations

Acquisition agreements are structured to contemplate either a
“simultaneous” sign-and-close or a “staggered” sign-and-close.

An acquisition agreement that contemplates a simultaneous sign-
and-close is one under which the parties close the transaction on
the same date that they enter into the agreement. By contrast, an
acquisition agreement that contemplates a staggered sign-and-close
is one under which the parties close the transaction after the date
on which they enter into the agreement. The reasons for taking
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one approach over the other are varied, but the decision to use one
approach versus the other holds significant implications for both
the buyer and seller.

In strategic biotech acquisitions the parties often have competing
or overlapping products or R&D activities. These competitive
overlaps must be carefully analyzed under the competition laws

of the countries in which they occur or have effects. In larger
acquisitions, notice to and clearance by government competition
law authorities may be required. For example, under the U.S.
Hart-Scott-Rodino Act, transactions in 2009 involving $65.2
million by parties of sufficient size require prior notice to federal
antitrust authorities followed by a prescribed waiting period before
closing. Because of the global nature of biotech industries, it is not
uncommon for a transaction to be subject to the competition laws
of several countries.

Because many M&A transactions require the seller to obtain

the consent of third parties to assign contracts, the buyer may
want to speak with the seller’s most important customers and
vendors before closing to ensure that they will remain customers
and vendors following closing. In addition, in some cases,
governmental regulatory approvals are necessary to complete the
transaction. At the same time, the seller may not want to notify
its customers, vendors, and governmental authorities that a deal

is pending if the buyer is not contractually bound to complete the
transaction. To obviate this problem, the parties may enter into a
staggered sign-and-close acquisition agreement, thereby binding
them to consummate the transaction (subject to certain agreed-on
contingencies), after which the seller will seek the consents, notify
customers and vendors, obtain any governmental approvals and
take other required pre-closing actions. Once all of the conditions
to closing are satisfied, the parties close the deal.

The principal risk to the seller in executing a staggered sign-and-
close acquisition agreement is that one or more conditions to
closing may go unsatisfied, leaving the would-be buyer free to walk
away from the transaction. The seller may have notified customers,
vendors, employees, regulatory authorities, and others about the
deal. If the transaction does not close, it could disrupt important
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relationships that the seller has with various constituencies. As
such, under a staggered sign-and-close acquisition agreement,

one of the critical considerations for the seller is the nature and
scope of the conditions to closing—that is, those things that must
occur to trigger the buyer’s obligation to close. Given the current
economic climate, so-called “MAC” (material adverse change)
clauses have taken on greater significance. The buyer will often
insist on a MAC condition to close, which effectively provides that,
in the event of a material adverse change in the seller’s business
between signing and closing, the buyer has the right to not close.
Courts have generally been reluctant to allow buyers to rely on
MAC clauses in an effort to avoid closing. A buyer also may
insist on a financing contingency that gives the would-be buyer the
opportunity to walk from the transaction if it is unable to obtain
the financing necessary to complete the deal. For obvious reasons,
sellers are reluctant to agree to financing contingencies (since their
satisfaction is largely within the buyer’s sole control), requiring
instead that the buyer secure its financing (or get binding financing
commitments) before signing the acquisition agreement.

Integration and Planning for Success

Two of the key reasons cited for failure of acquisitions to achieve
the strategic goals envisioned are lack of integration planning and
poor integration execution. Integration planning should begin early
in the transaction. Parties should carefully consider the cultural fit
of the organizations when locating potential suitors. Integrating
the entrepreneurial spirit of a biotechnology start-up into a large,
inflexible organization can present many challenges and needs to
be considered carefully as the deal is consummated.

C. Private Capital Formation

Since we was originally published the Guide in 2005, there have
not been significant changes in the law applicable to private capital
formation. There has been a significant downturn in private
financing activity, however, primarily beginning in the third

and fourth quarter of 2008. For example, according to the 2008
MoneyTree Report by PricewaterhouseCoopers and the National
Venture Capital Association, 2008 marked the first year since 2003
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in which investments declined from the prior year.! In particular,
the fourth quarter of 2008 showed a marked decline in both
number and dollar amount of venture capital deals. This fourth
quarter trend was similarly reflected in reduced number and size of
mergers and acquisitions and PO activity.

M&A transactions and public offerings have historically served both
as exit strategies for investors and as sources of capital that investors
can roll over into new investments. In addition, with the tightening
credit markets, demands for liquidity from existing portfolio
companies or their own businesses, losses in the stock market, and
defaults by limited partners in fulfilling their capital calls, many
large prospective investors have sharply curtailed investments. Of
course, wealthy individuals and other prospective investors have
been similarly hurt by the significant declines in the stock market,
lack of or loss of credit financing, and other demands on their

own capital. Not only are funding sources less interested in new
private capital investments generally, but they also have a decreased
financial ability to fund any investment, no matter how attractive.

On a positive note, some data suggest that biotech companies have
not been hit quite as hard by this confluence of factors as other
industries—Ilife sciences was still the number one venture capital
investment sector in 2008.2 While the spigot may have been
turned off completely for other companies in other industries, there
seem to be a few precious drops of capital available to biotech
companies. As one might expect, the scarcity of private capital has
also made competition for that capital fierce.

To effectively compete for private capital, biotech companies

must present an absolutely compelling business proposition.

From inception, companies should focus on building value in the

enterprise and using every dollar judiciously to enhance that value.

Capital raising efforts will not be successful without a business

plan that demonstrates a long-term vision for the device, drug,

or product. Investors are invariably focused on the product, the

markets addressed by the product and their size, and the regulatory

path and data demonstrating that the product will be safe,

efficacious and commercially viable. Similarly, these should be the

touchstones of decision-making at any biotech finance company.
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If a biotech company has a compelling business proposition,
unnecessary complications in the legal organization, business, or
capital structure can cool the interest of prospective investors. A
thorough “spit shine” may eliminate distractions in the prospective
investor’s due diligence, help avoid increased financing costs
(through increased legal, accounting or consulting expertise) of
both the prospective investor and the company, and allow the
company to demonstrate good stewardship of the business and

its resources. In the private capital market, these efforts may set
a biotech company apart from competitors for funds who may
also have stellar business plans, talented management, and a great
biotech idea. As biotech companies ready themselves to enter
the private capital markets, they may want to consider the areas
discussed below.

Selection of Financing Targets

Many biotech companies take a gunshot approach to raising
capital, hitting every possible source hoping to land an investor.
Instead, a biotech company should focus on identifying and
cultivating relationships with the best sources for financing. To
determine the best source for each particular biotech company,
management must understand its industry and the funding
players. Some funders invest in companies only at certain stages
of development, while some are focused on particular diseases,
technologies or distribution channels. Many investors do not
simultaneously fund competitive products or technologies.
Therefore, biotech companies should not assume their competitors’
funding sources would be ideal investors (for the protection of
proprietary intellectual property and confidential information,
many biotech companies would be well-advised to steer clear

of their competitors’ sources of financing). Not only does this
require research on funding sources, but biotech companies
should network at industry specific events or conferences. Board
members, attorneys, and accountants also can be resources to help
a biotech company identify possible funding sources. In addition
to those funders who are purely financial investors, it is important
to consider a strategic funder since many larger biotech companies
have in-house business development groups or investment arms.
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Improving Corporate Governance

Biotech companies should review their organizational records

and confirm that these records are accurate and up-to-date. This
includes ensuring that the board and officers have been properly
elected, demonstrating that approvals relating to significant
decisions made by the company have been properly documented,
and maintaining ownership records that accurately reflect the
actual equity ownership of the company. If there are any informal,
unwritten or “handshake” deals relating to ownership, the company
should properly document these arrangements so there are no
surprises or differences in understanding later. In addition, any
loans or related-party transactions should be properly documented
to ensure that all parties agree on the terms and to give investors
some comfort as to the liabilities actually outstanding.

Quality Financial Information

It is common for an investor to send in an accounting team to
perform diligence on the financial aspects of a company. During
the process, the diligence team often finds accounting adjustments
and errors that may substantially change the prospective investor’s
valuation of the biotech company. Before beginning financial
diligence, a biotech company should review its financial statements
and financial information to determine if there are any problem
areas, including, without limitation, accounting for related-party
transactions, equity accounting, reserves for obsolete inventory,
and allowances for doubtful accounts.

If the company is not in compliance with generally accepted
accounting principals (“GAAP”), the company should consider
changing its accounting principals to comply with GAAP or

at a minimum be able to point out the differences between the
company’s accounting methods and GAAP and why the company
uses these methods.

Prior to looking for private capital, a biotech company should
prepare reasonable financial projections of the business and be
able to justify why those projections are reasonable. If an investor
is putting money into the company, the company also needs to be
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able to explain how it plans to use the proceeds and why the use is
beneficial to the growth of the company.

Appropriate Equity Detail

As mentioned in the 2005 Guide, the issuance of equity including
options or warrants to service providers also involves identifying
exemptions from registration under federal and state securities
laws. Because of the potential liability associated with the issuance
of a security that is neither exempt nor registered, this is an area of
concern for new investors. Therefore, biotech companies would do
well to document that an exemption for each stock option or other
equity grant has been perfected at the state and federal level and
that there are contemporaneous records identifying the exemption
strategy that was followed. Companies should also maintain
accurate and complete records relating to each option or other
equity grant, at a minimum consisting of evidence of board (or
committee) approval of the grant and signed agreements relating

to the award. Maintaining a ledger of all awards can also be
tremendously helpful; a ledger would typically include information
regarding date of grant, name of recipient, number of shares,
exercise price, termination date, and vesting information. While
this may seem like a housekeeping matter, sloppy equity grants
and granting processes can change the treatment of the award for
the income tax purposes of the recipient and for the accounting
purposes of the issuer. These changes can be an unpleasant
surprise for both management and potential investors. See Section
IV.C of the 2005 Guide entitled “Management Equity Incentive
Compensation” for more information regarding the income tax and
accounting treatment of equity awards.

Employment Arrangements

When an investor is seriously considering an investment in

a company, that company may try to enter into employment
arrangements designed to protect some of its key employees. This
may include items such as “stay” pay agreements and agreements
that provide for a large severance or bonus amount to be paid to
these employees in the event they are terminated within a certain
time period after the closing of the investment. Although investors
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usually want a strong management team in place, when these
arrangements are in place it is common for the investors to require
the previous owners of the company to bear the costs related to these
agreements. Further, the company and its current owners should also
be aware that investors are not likely to permit exorbitant salaries or
other perks that an individual owner or small group of owners may
be accustomed to receiving from the company. As a general matter,
these arrangements should be avoided because, in the minds of
prospective investors, they ultimately detract from the development
of the biotech company’s business.

Protection of Intellectual Property

Intellectual property is often a biotech company’s most important
and valuable asset. A biotech company needs to take steps to
ensure that ownership of the intellectual property being created is
vested in the company and is protected. One way to protect the
company is to have employees enter into agreements regarding the
confidential information of the company and the ownership of any
intellectual property developed in connection with employment,
including, for example, nondisclosure agreements and assignments
of inventions. The company should also consider requiring

key employees to enter into noncompetition agreements. If the
company uses independent contractors to develop intellectual
property, the company needs to make sure that there is a written
agreement between the company and each independent contractor
that ensures all the intellectual property developed belongs to

the company. Each of these different agreements have specific
legal requirements to make it enforceable, and some of these
requirements vary from state to state. Therefore, the company
should consult an attorney prior to entering into these agreements
with employees or independent contractors.

Disclosure of Information

Diligence, management interviews, and written disclosures are
natural parts of the financing process and usually a sign of the
prospective investors’ serious interest. Management sometimes
approaches diligence as a game of hide-and-seek, however,
believing that if the prospective investors do not identify an issue
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in the diligence process, the risk of that issue will be borne by the
investors. This mistaken belief may result in unpleasant surprises
in the due diligence process that jeopardize hard-won relationships
with prospective investors. Additionally, biotech companies
invest significant time and expense in due diligence, and when
prospective investors walk away from the table because of an
issue discovered in diligence, that time and expense is essentially
wasted. Further, if a biotech company succeeds in moving beyond
due diligence, the securities purchase agreement relating to the
offering will contain representations and warranties relating

to every aspect of the business, its capitalization, and financial
condition. In order to avoid breaching these representations and
warranties, biotech companies must invariably disclose exceptions
to the representations and warranties on schedules. Even if not
called for specifically by the representations and warranties, most
agreements contain a covenant that (i) material information was not
withheld from the investor and that (ii) the information provided

did not contain any untrue statement of a material fact or omit any
material fact necessary to make the statements made not misleading.
Failing to disclose material information can be a basis for fraud
liability under the securities laws despite the absence of a specific
covenant to that effect. At a minimum, deliberate omission of
information may affect the relationship with a valuable investor and
hinder the possibility of future investments even if the omission
does not breach a representation or warranty. Similarly, biotech
companies using private placement memoranda in their offerings
should ensure that the disclosure is accurate and complete, especially
since the SEC and state securities commissions have stepped up
enforcement against issuers and their directors and officers for
inadequate disclosure. When selling securities, disclosure is truly
the best defense against securities law liability.

In this tight financing market, biotech companies should also be open
to considering alternatives to a single influx of significant funds as

an equity investment. For example a biotech company may consider
investments in multiple tranches (with or without conditions), selling
debt convertible into equity as a bridge to a larger financing, using
stock to pay vendors, or licensing earlier in its life cycle.
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D. Public Capital Formation

Introduction

The principal public financing alternative is, of course, an IPO.
This section explores a biotechnology firm’s decision to become
public, reviews the advantages and disadvantages of being public,
summarizes the steps necessary to prepare a firm for an offering,
explores the process involved, describes the ongoing duties once
the firm is public, and discusses additional public financing
alternatives that become available once the firm is public.

Recent Trends in Biotechnology Public Offerings

An IPO is a widely known financing alternative for a
biotechnology firm. The publi