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Massachusetts Office of International Trade & Investment

Each day, the business world gets a little smaller. Commercial relationships are no longer
restrained by national boundaries, continental divides, or linguistic barriers. As technology,
people, and ideas migrate, corporations are presented with a new set of business opportunities
which involve people and technologies the world over. In Massachusetts, we recognize this
evolution and welcome the global economy with open arms.

Many of tomorrow’s scientific breakthroughs are being developed in Massachusetts by
companies of foreign origin. Even more discovery will stem from collaboration between local
and foreign corporations. It is the goal of the Massachusetts Office of International Trade &
Investment to support foreign companies which are seeking to access the talent and innovation
of the Massachusetts Life Science Industry.

We understand the complexity of these decisions and offer this publication as an informative
guide to address the new business considerations created by expansion into the United States
market. The following document was created to provide corporate leaders with a general
understanding of the legal and regulatory issues specific to life science companies considering
establishing operations in Massachusetts.

I am grateful to Nutter McClennen & Fish for their extraordinary efforts during the production
of this comprehensive document. Further, I hope that you, the reader, will view this document
as another excellent example of the close collaboration between government and industry.

I'look forward to collaborating with you as you consider doing business in Massachusetts.

Christa Bleyleben
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ABOUT NUTTER McCLENNEN & FISH LLP

For more than 125 years, Nutter McClennen
& Fish has met and exceeded the most
demanding expectations of clients in New
England and around the world. While
business, technology and the law have
changed greatly in recent decades, our
commitment to the success of our clients
has never wavered.

Nutter has deep roots in Boston and a long-
standing reputation for business savvy and
pragmatism. The firm’s service model relies
on teams of subject-matter experts using
their knowledge of the market, the players
and the law to help clients get things done.
Clients have access to a broad platform of
legal expertise and resources in business
and finance, intellectual property, litigation,
real estate and land use, labor and
employment, tax, and trusts and estates.

Nutter represents a diverse range of
companies, institutions, investors,
developers, individuals and families across
many industries with a concentration of
some of New England’s leading business
sectors. These include life science, financial
services, real estate and technology. Clients
include local, regional and global
companies who come to the firm for the
quality of our lawyers and depth as a
regional, multi-service firm.

A key ingredient that sets Nutter apart is
the level of personal service and focus you
as a client receive from the firm’s partners.

Maintaining partners’ close involvement
and direct availability maximizes both the
benefit of our expertise and the efficiency of
service delivery, while enabling cost
effective management of cases and matters.
Carefully chosen teams and a preference for
lean staffing keeps Nutter agile and flexible,
able to respond appropriately to whatever a
client’s unique situation demands.

Nutter has a distinguished pedigree, being
the firm founded by Louis D. Brandeis, who
later was appointed to the U.S. Supreme
Court, and his Harvard Law School
classmate, Samuel D. Warren, scion of a
prominent Boston family. The two opened
their practice in 1879 and the firm was soon
successful, trying cases before the Supreme
Court, handling international patent filings
and representing some of the major
industries that were burgeoning in New
England. The founding partners’ rich legacy
continues to inspire and set an example for
the firm. Today Nutter upholds the same
standard of focused dedication, innovation
and unwavering commitment that they set
over a century ago.
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FOREWORD

The Introduction to U.S. and Massachusetts Laws for Foreign Life Science Companies is
intended to provide a preliminary guide to foreign Life science companies exploring
opportunities for doing business in the Commonwealth of Massachusetts and the United States
of America.

We have included a number of topics which we believe may affect the conduct of
business by foreign life science companies. The discussion under each topical heading is
intended only to provide general guidance and not a complete description of all of the federal,
state and local laws with which a foreign company may be required to comply. We caution the
reader to seek the advice of qualified Massachusetts counsel and not rely solely on this guide
when undertaking a contemplated business transaction or venture in Massachusetts.

The guide was prepared in response to an invitation to Nutter McClennen & Fish from
the Massachusetts Office of International Trade and Investment. My colleagues and I are
pleased to have this opportunity to be of service to the Commonwealth and trust this material

may be of assistance to foreign life science companies seeking to do business in Massachusetts.

John P. Driscoll, Jr.
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Partner






BUSINESS STRUCTURES AND FINANCING
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Foreign life science companies that would
like to conduct business in Massachusetts,
can do so under a variety of business
structures. The easiest way to do so, is to
conduct business as the existing foreign
company, which requires no additional
organizational documents except for an
application to conduct business as a foreign
entity which is filed with the Massachusetts
Secretary of State.

However, in order to distinguish and
protect the assets of the foreign company,
many foreign companies decide to form a
new U.S. subsidiary or affiliate company. In
doing so, the foreign companies hope to
establish a separate legal entity that may
shield the foreign entity from any liabilities
of its U.S. subsidiary or affiliate. These U.S.
subsidiary or affiliate companies could be
organized in any state, though most
companies form their subsidiary or affiliate
companies in the state in which their U.S.
headquarters is located.

While there are several different forms of
legal entity available in Massachusetts, the
most common are the corporation and the
limited liability company (“LLC”). Both the
corporation and the LLC structures provide
the equity holders and directors of the
entity with personal liability protection
from most of the entity’s liabilities.
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In Massachusetts, a corporation is formed
by the filing of Articles of Organization
with the Massachusetts Secretary of State’s

office, and the adoption of bylaws that
provide a general structure for the
corporation, and contain certain policies
and procedures to be followed by the
corporation’s shareholders and directors.
Though the corporation need not physically
be based in Massachusetts, the corporation
must maintain a registered office and
registered agent in Massachusetts, where
the corporation may be served with process
and receive tax notices and other
communication from the Secretary of State.
Once formed, the corporation can issue
shares of its stock to shareholders and elect
a board of directors to govern the general
direction and major decisions of the
corporation. A corporation’s board of
directors is empowered to elect officers of
the corporation, including a president,
treasurer and secretary. The officers, rather
than the directors, are responsible for the
day-to-day operations of the corporation’s
business.

Massachusetts corporations are statutorily
regulated by the Massachusetts Business
Corporation Act (the “MBCA”). The MBCA
includes default rules containing the
general powers of a corporation,
distributions to shareholders, notices,
quorums and votes required for the conduct
of annual and special meetings of the
shareholders and directors, the issuance of
new shares of stock of the corporation and
the approval of major corporate
transactions.
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An LLC is formed in Massachusetts by the
filing of a Certificate of Organization with



the Massachusetts Secretary of State’s office.
An LLC’s equity holders are usually called
“members”. An LLC can either be managed
by its members, or by “managers”, who
function in a manner similar to a
corporation’s board of directors.

The governance and operation of an LLC is
somewhat less formal than that of a
corporation as evidenced by the relatively
few governance matters addressed by the
Massachusetts Limited Liability Company
Act. As aresult, most LLC governance
matters are outlined in a Limited Liability
Company Agreement that is adopted by all
of the members and managers of the LLC.
Please refer to the section of this guide
addressing federal and state taxation, in
connection with the treatment of
corporations and LLCs under the various
tax codes and regulations.
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There are a wide variety of financing
options available to Life science companies.
To a great extent, the type of financing
available to a company will depend on the
stage of development of the company, its
length of operation, existing and projected
revenues, the value of its assets and even
the strength of its management team.

Well-established companies with strong
revenue streams often rely on the
traditional forms of commercial financing to
operate their businesses. These forms of
commercial financing include revolving
lines of credit to supplement their working
capital, equipment leasing for smaller
capital needs, and asset-based financing or
unsecured term loans for larger capital
purchases.

Early stage companies with little or no
revenue, will usually not be able to take
advantage of the traditional commercial
lending products, and will need to use their
own sources of “bootstrap” financing, or
will turn to venture capital funds and angel
investing groups for sources of equity-
based financing. Equity-based financing
involves the issuance by the company of
preferred shares of its stock to investors.
While the rights of preferred stockholders
are heavily negotiated and vary widely
from company to company, preferred
stockholders will often be given rights not
afforded to the common stockholders of the
company.

For example, preferred stockholders often
have liquidation preferences, dividend
rights, redemption rights, preemptive
rights, registration rights and management
rights that are not normally given to
common stockholders.

1. Liquidation Preferences. A
liquidation preference provides that, in the
event of the liquidation of the company,
preferred stockholders will receive
distributions of their invested capital plus a
preferred return before any distributions
are made to the common stockholders.

2. Dividend Rights. While many
private companies do not pay dividends,
preferred stockholders are often given the
right to receive a stated dividend on their
preferred shares, payment of which accrues
until such time as the stockholder sells the
corresponding preferred shares.

3. Redemption Rights. Redemption
rights permit the holders of preferred stock



to “put” their shares of preferred stock back
to the company within a certain period of
time (often five to seven years), and receive
the amount of capital invested plus all
accrued dividends on such shares.

4. Preemptive Rights. Preemptive
rights provide stockholders with the right to
participate in future debt or equity
financings by the company, at a level equal
to their percentage ownership of the
company’s issued and outstanding shares of
capital stock.

5. Registration Rights. Registration
rights provide the holders of preferred
shares with the right to trigger a registration
of the company’s preferred stock with a
public exchange (e.g., Demand
Registration). Typical registration rights
also include piggyback registration rights
that permit a preferred stockholder to
register his or her shares of preferred stock
at the same time as the company registers
its common shares.

6. Management Rights. Management
rights provide preferred stockholders with
certain rights to approve major actions by
the company (e.g., major financings,
changes of control, mergers, dissolutions,
dividends, distributions, significant
purchases, etc.). Management rights also
often provide one or more of the lead
outside investors with the right to designate
one or more members of the company’s
board of directors and/or the right to
participate at the company’s board of
directors” meetings as an observer.

The existence and terms of these and other
rights of preferred stockholders may vary
greatly depending on the company’s stage
of development, the amount of capital
invested, the company’s financial condition
and whether or not the preferred investors
desire to be active or passive investors in
the company.



INTELLECTUAL PROPERTY FOR LIFE SCIENCE COMPANIES
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Life science companies often make
substantial investment in the development
of a product. Therefore, the protection,
exploitation, and enforcement of the
intellectual property (IP) related to that
product’s development can be vital to the
company’s business and value. In
competitive industries such as Life science,
companies often have only short lead times
over their competitors, so the ability to
extend that lead time through IP protection
measures can be highly advantageous.

Companies may protect their intellectual
property by trademark, trade secret,
copyright, and/or patent, depending on the
intellectual property involved and the
needs of the company.

What is a Patent?

A patent is a government grant on an
invention that gives the owner the right to
exclude competitors from making, using, or
selling that invention for a limited amount
of time. In exchange for this monopoly, the
inventor discloses to the public how the
invention works. The laws governing
patents are exclusively matters of federal
law, and depending on the nature of the
invention, there are different types of
patents that may be appropriate.

Utility Patent: This is the most popular type
of patent and can be used to protect features
of a process, machine, manufacture, or

composition of matter. The monopoly for a
utility patent extends 20 years from its
initial filing date.

Design Patent: These are used to protect the
ornamental aspects of an article of
manufacture. The monopoly for a design
patent extends 14 years from the issue date.

Plant Patent: Distinctive, asexually
reproduced or cultivated non-tuberous
plant varieties are protected under this type
of patent. The monopoly for a plant patent,
like a utility patent, is currently 20 years
from the filing date.

What is Required to Obtain a Patent?

Obtaining a patent on an invention requires
filing an application before the United
States Patent and Trademark Office
(USPTO). The USPTO has several
requirements that an invention must meet
before being eligible for a patent.

Patentable Subject Matter: A patent will only
be granted on certain tangible subject
matter, such as processes, machines,
manufactures, and compositions of matter.
It will never be granted on laws of nature,
physical phenomena, and abstract ideas.

Useful: A product or process is not
patentable until it is considered capable of
providing some identifiable benefit to
society. It must have a credible, specific, and
substantial utility.

New: A product or process must be
considered novel at the time of invention to
be patentable. An invention is not
considered new if it was used, or known by



anyone other than the inventor, prior to
applicant’s invention date.

Non-obvious: An invention must be different
enough from the previously known body of
knowledge that it would not have been
obvious to one with ordinary skill in the art
at the time it was made.

Inventorship: The inventor is one who
conceives of an invention, i.e., has a
“definite and permanent idea of the
complete and operative invention, as it
is...to be applied in practice.” Financial
supporters, lab technicians, and research
assistants who did not substantially
contribute to the conception are not
considered inventors under US patent law.

Differences Between US and Foreign Patent
Systems

There are several important differences
between the US patent system and foreign
patent systems.

The US uses a first to invent system, rather
than the first to file system used in most
other countries. This means that the US
strives to give patent protection to the first
person to have invented a product or
process, rather than the first person or
entity to file an application.

European countries require absolute
novelty as of the filing date of a patent
application in their country. The US gives
inventors a 1 year grace period if they have
used or sold their invention prior to the
date of application. Some other countries
such as Japan and Australia give a 6 month
grace period.

There are some differences in patentable
subject matter between countries. For
example, medical treatment methods cannot
be claimed in Europe, but are allowed in the
US. Unlike in the US, some countries also
do not allow patents for certain
biotechnology-related inventions such as
transgenic animals.

The US does not require an inventor to
license out his invention. Many foreign
countries have compulsory licensing laws
and will require licensing of products, such
as pharmaceuticals, if certain provisions are
met. For example, the European Union
recently adopted a regulation allowing
companies to produce copies of patented
medicines under a compulsory license for
export to countries without sufficient
capacity to produce them.

Example of What Can be Patented in the US

In the case of Diamond v. Chakrabarty, the
United States Supreme Court stated that US
patent law covers “everything under the
sun made by man” and held patentable a
genetically engineered bacterium that
contained energy-generating plasmids. This
landmark case has paved the way for the
biotechnology and Life science industry in
the US by establishing wide boundaries for
potentially patentable subject matter
including small molecules, protein
therapeutics, antibodies, microorganisms,
and transgenic animals.
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What is a Copyright?

A copyright is a set of exclusive rights
granted by the government for a limited



time to protect the particular form, way, or
manner in which an idea or information is
expressed. Copyright protection is available
in a wide range of creative and artistic
forms or "works", including literary works,
musical works, dramatic works, sound
recordings, motion pictures, paintings,
photographs, software, and industrial
designs. A copyright only protects the
author’s expression of an idea and does not
protect against others using a different
expression of the same idea. There are three
possible forms of copyright protection.

Individual Author: All rights vest in the
author, and he is protected for the duration
of his life, plus 70 years.

Joint Works: Each author may freely use the
copyrighted work without permission of
the other authors, as long as he accounts to
the other owners for any profits realized. A
joint work is protected for the life of the
surviving author plus 70 years.

Anonymous Works, Pseudonymous Works,
and Works Made for Hire: These works are
protected for 95 years from the date of
publication, or 100 years after creation,
whichever is shorter.

What is Required to Obtain a Copyright?

One of the benefits of copyright protection
is that there is no formal registration
required for a work to be protected. Once a
work is set down in a tangible form (on
paper, in a recording, etc.) the copyright
vests in the author for the duration of the
copyright. However, if one wishes to litigate
a copyright, it is advisable to place a
copyright notification on the work and to
obtain registration through the US
Copyright Office.

Differences Between US and Foreign
Copyright Systems

The US is part of many universal copyright
treaties and conventions such as the Berne
Convention, the Agreement on Trade-
Related Aspects of Intellectual Property
Rights under the WTO, and the Universal
Copyright Convention. These agreements
require copyright law to be relatively
streamlined between countries, and the
major differences between countries have
more to do with enforcement ability and
procedures. The US is very strict in the
enforcement of its copyright laws to prevent
infringement and pirated works.

Example of What Can be Copyrighted in the
us

US copyright law not only applies to such
written works as books or magazines but
also to computer software. This has given
businesses many choices in how to control
the use and dissemination of their software.
Businesses can maintain the software for
their personal use or license it out to other
companies. Further, proponents of free
software can use copyright law to ensure
that their software will remain free.
Typically, life science companies pursue
copyright protection for software or
databases that they create as well as
material published in conjunction with their
products.
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What is a Trademark?

A trademark is any mark that identifies and
distinguishes the source of the goods or
services of one party from those of others. A



trademark can be a word or phrase, a set of
numbers, a fragrance, a graphic design, a
symbol or logo, or any other distinctive
combination of elements that serve to
distinguish a source of goods. However,
generic words and functional features of
goods or service are not entitled to
protection.

What is Required to Obtain a Trademark?

Trademark rights are based on a merchant’s
use of the mark, and there is no requirement
of registration. A business owner who uses
a mark in commerce can prevent others
from using confusingly similar marks
without having registered. However, as a
way of providing notice to competitors and
in order to establish prima facie rights,
businesses that use marks in interstate
commerce are encouraged to register their
marks with the USPTO. Marks can also be
registered prior to actual use as long as
there is an “intent to use” in the future.
When registering with the USPTO, a mark
can only be refused registration if it is
confusingly similar to another previously
used or registered mark, is generic or
merely descriptive, is scandalous or
disparaging, identifies a deceased President
during the life of his widow, identifies a
living person without their consent, or is a
symbol of a governmental entity.
Registration is for 10 years and can be
renewed indefinitely as long as the mark
remains distinctive.

Differences between US and Foreign
Trademark Systems

The key difference between the US
trademark system and many other countries
is that protection in the US is based on the

use of the mark, while in many other
countries it is based on actual registration.

Trademark Law in Massachusetts

Trademarks can also be registered with the
Office of the Secretary of State in
Massachusetts. This process is less rigorous
than registering with the USPTO and many
smaller businesses that only do business
locally will forego the USPTO application
and rely solely on Massachusetts state
protection. The registration is for a 10 year
period.

Example of Trademark in the US

Pharmaceutical products are prime
examples of the use of trademarks in the
US. A patent on a new drug will run out in
a specific number of years. However, if the
drug company manufactures a pill with a
distinctive name, shape, color, and marking,
it can receive a trademark for both the name
and the design of the pill and continue to
have exclusive use of the design, name or
logo long after the patent has run out.
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What is a Trade Secret?

Under Massachusetts law, a trade secret
may consist of any formula, pattern, device,
or compilation of information or other
know-how that is used in a business, and
gives that business an opportunity to obtain
an advantage over competitors who do not
know it. Trade secrecy serves as the chief
alternative to the patent system, but in
addition, it can protect subject matter that is
not eligible for protection under a patent,
such as valuable customer lists. Although it



is illegal to obtain a trade secret via
improper means (i.e. theft), it is appropriate
to reverse engineer a product to learn a
competitor's trade secret.

What is Required to Receive Protection for
a Trade Secret?

Trade secrets have traditionally been the
subject of state law, although the federal
government passed the Economic
Espionage Act of 1996, which makes
misappropriation of trade secrets a federal
crime. Massachusetts has its own form of
statutory protection for trade secrets and
Massachusetts courts have provided six
factors to determine whether something is a
trade secret:

e the extent to which information is
known by employees and others
involved in the business

e the extent to which information is
known outside of the business

e the extent of measures taken to
prevent disclosure of the secret

e the value of the information to the
business and its competitors

e the effort or funds expended to
develop the information

e the difficulty or ease with which the
information could be legally acquired
or duplicated by others

For a trade secret to be considered valid, a
company must show that they have
expended efforts to keep their valuable
information secret by minimizing the
number of people that have access to the
information and by requiring non-
disclosure agreements from those it does
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tell. Trade secrets can be protected
indefinitely as long as they remain secret.

Example of a Trade Secret in the US

A very famous example of a trade secret in
the US is the formula for Coca-Cola. The
formula has been held as a closely guarded
secret for many years, and still remains
extremely valuable to the company because
of its trade secret status. Life science
companies typically pursue trade secret
protection for processes associated with
product manufacturing or other types of
confidential business information.
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The Innovation Process

Life science businesses follow the same
general path as that of many other types of
businesses in developing their product and
business: an initial idea; further “proof of
concept” testing; corporate formation;
capital infusion, additional research and
development focused on commercialization;
and finally product marketing and sales.
Along the way, a Life science company will
interact with numerous other business —
some collaborators and some competitors.

The innovation “path” is often fraught with
perils. Some of the most serious errors are
often made very early in the innovation
process and are the easiest to avoid. Even
prior to filing patent applications on
products currently in development,
companies should document their
development process as it is proceeding to
establish their date of invention. Because, as
discussed earlier, the US has a “first to
invent” patent system, records of ongoing



research in lab notebooks and memos may
be important to establish priority of
invention against a competitor.

When seeking patent protection, companies
must make sufficient disclosures in the
specifications and claims of their patent
applications to adequately cover their
inventions. For example, disclosing a drug
target alone will usually not protect all the
possible drugs that may interact with or
effect that target.

Life science companies should remain
vigilant of some of the pitfalls they may
encounter during ongoing research and
development. They may, for example,
unintentionally infringe the intellectual
property rights of others. This happens
most often when a company uses a third-
party’s patented research tool. Some
organizations mistakenly believe that if
their use is somehow “minor” or
“insignificant” it insulates them from a
charge of patent infringement. This is not
the case. Non-experimental use of another’s
patented invention is always infringing.
Experimental use of another party’s
technology is often infringing with certain
limited exceptions.

In addition, much has been made of some
recent Court rulings that might be read to
“insulate” organizations developing
products that will be put through clinical
trials from a charge of patent infringement.
Unfortunately, the so-called FDA “safe
harbor” exception applies only to those
activities directly and specifically related to the
FDA approval process. Although the
Supreme Court has recently expanded its
definition of what is “related to” the FDA
approval process, much of the pre-clinical
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use of patented technology in the
development of new drugs, and the use of
patented targets, does not fall under the safe
harbor exception and may infringe another
party’s patent.

Protecting Products

Life science companies, even more so than
organizations in other industries, must be
aggressive in protecting all of their IP rights
in both their current and future products
and processes from competitors. Being the
tirst to market a product is often not
sufficient. Life science companies need to
gain and keep their competitive advantage
during a product’s lifetime.

Patent applications should always be filed
on those current products and processes
that are key to an organization’s business
before any publicly disclosure or attempts
to sell. In addition, companies should
register copyrights for their existing written
material and software. If the business has
unique product or service names and
distinctive packaging that customers have
come to associate with their products, the
company should also register those
servicemarks or trademarks to make it more
difficult for later entrants to the market to
trade on the goodwill the company has built
in the market. Finally, Life science
companies should consider protecting select
products and processes by trade secret.

In addition to making sure that existing
products are protected, companies should
protect their products that are still in
development. The organization should, for
example, file patent applications covering
designs that are still being developed.



After Protection

Protection of a company’s IP is vital, but
only the first step in exercising the benefits
of an IP portfolio. In order to profit in the
marketplace, a company must exploit and
enforce its IP rights against its competitors.
A company may license its technology to a
partner or competitor in exchange for cash
compensation or in exchange for a license to
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the competitor’s technology for use in one
of the company’s future products. In
addition to licensing, a company should be
vigilant in monitoring the activities of
others to ensure that its IP rights are not
being infringed or misappropriated. Of
course, if a company discovers that its IP
rights are being infringed, it has a range of
legal options available to it, including
litigation.



REGULATORY SCHEME FOR U.S. MARKETING APPROVAL

Doing business in the life science arena
requires navigating a web of state and
federal regulations, which are often
confusing and occasionally conflict. The
main federal body regulating drugs and
medical devices is the U.S. Food and Drug
Administration (FDA), but various other
federal and state agencies play a part as
well.
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What does the FDA Regulate?

The FDA is the U.S. agency responsible for,
among other things, ensuring that drugs,
biological products and medical devices are
safe and effective; that the food supply is
safe, wholesome and sanitary; and that
cosmetics are safe. Specific FDA
responsibilities include:

Biologics

e Product licensing (including marketing)
e Manufacturing establishment licensing
e Blood supply safety

e Product standards and improved testing
methods.

Drugs
e Product marketing approvals

e Prescription drug labeling
e Over-the-counter (OTC) drug labeling
e Drug manufacturing standards

Medical Devices
e Pre-market approval of new devices
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¢ Manufacturing and performance
standards

e Tracking of malfunctions and adverse
events

What the FDA Does NOT Regulate

There are a number of areas that are related
to the mission of the FDA but are not under
the authority of the FDA. These include

Advertising: The Federal Trade Commission
(FTC) regulates advertising for everything
except prescription drugs and medical
devices. The FTC’s mandate includes over-
the-counter medications and therapies. The
FTC, however, is not the exclusive regulatory
agency when it comes to drug and device
advertising, many state governments have
also developed regulations related to
advertising of such products.

Alcohol: The Bureau of Alcohol, Tobacco and
Firearms of the U.S. Treasury Department
regulates alcoholic beverages.

Drugs of Abuse: Illegal drugs are under the
jurisdiction of the Drug Enforcement
Administration (DEA). The DEA, in
conjunction with the FDA, decides what
level of controls are necessary for drugs
which are legal, but have a potential for
abuse.

Health Insurance: Health Insurance in the
United States is a combination of private
insurance payers and a public system
administered by the Centers for Medicare
and Medicaid Services and implemented by
each of the 50 states.
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In order to get approval for the marketing
of a new chemical entity for a particular

indication in the U.S., a so-called “sponsor”

must undertake a rigorous and sometimes
very long process, which includes pre-
clinical research, the submission of an
Investigational New Drug Application
(IND), one or more multi-phased clinical
trials and the submission of a New Drug
Application (NDA). The process for
biologics is very similar and involves the
tiling of a Biological License Application
(BLA).

On the average it takes 12 years for a new
potential drug to make it from the

laboratory to the marketplace. Only five in

5,000 compounds that enter pre-clinical

testing ever makes it to human testing, and

only one of five compounds in clinical

testing ever receive regulatory approval
from the FDA.

Pre-Clinical Research

Prior to undertaking any clinical trials in the

U.S., a sponsor must first submit data
showing that the drug is safe for human
administration in conjunction with an
initial, small-scale clinical study. The
sponsor has several options for fulfilling
this requirement: (a) compiling existing
nonclinical data from past in vitro
laboratory or animal studies on the
compound -- if such data exists; (b)
compiling data from previous clinical
testing or marketing of the drug in the
United States for a different indication or
clinical data from another country whose
population is relevant to the U.S.
population; or (c) undertaking new
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preclinical studies designed to provide the
evidence necessary to support the safety of
administering the compound to humans.

During preclinical drug development, a
sponsor evaluates the drug's toxic and
pharmacologic effects through in vitro and
in vivo laboratory animal testing.
Investigation regarding drug absorption
and metabolism, the toxicity of the drug
and its metabolites, and the speed with
which the drug and its metabolites are
excreted from the body is performed. At the
preclinical stage, the FDA will generally
ask, at a minimum, that sponsors: (1)
develop a pharmacological profile of the
drug; (2) determine the acute toxicity of the
drug in at least two species of animals, and
(3) conduct short-term toxicity studies
ranging from 2 weeks to 3 months,
depending on the proposed duration of use
of the substance in the proposed clinical
studies.

Ultimately, at the conclusion of the pre-
clinical phase a sponsor must file an
Investigatory New Drug (IND) Application
in order to proceed with clinical trials. A
typical IND application contains
information in three major areas:

¢ Animal Pharmacology and Toxicology
Studies.

e Manufacturing Information
(composition, stability, manufacturer
and manufacturing controls).

e C(Clinical Protocols and Investigator
Information (including commitments to
obtain informed consent from the
research subjects and obtain review by
an Institutional Review Board.)



The entire pre-clinical phase can last
anywhere from 3-5 years and may require
significant capital expenditure.

Institutional Review Boards

The FDA requires that the rights and
welfare of people participating in clinical
trials both before and during their trial
participation is ensured through the use of
Institutional Review Boards (IRB).

Federal regulations require that IRB be
composed of no less than five experts and
lay people with varying backgrounds to
ensure a complete and adequate review of
activities commonly conducted by research
institutions. In addition to possessing the
professional competence needed to review
specific activities, an IRB must be able to
ascertain the acceptability of applications
and proposals in terms of institutional
commitments and regulations, applicable
law, standards of professional conduct and
practice, and community attitudes.

Clinical Trials

Clinical trials represent the ultimate
premarket testing ground for unapproved
drugs. During these trials, an
investigational compound is administered
to humans and is evaluated for its safety
and effectiveness in treating, preventing, or
diagnosing a specific disease or condition.
The results of this testing will comprise the
single most important factor in the approval
or disapproval of a new drug.

To obtain authorization to market a new
pharmaceutical in the United States, a drug
manufacturer submits in a New Drug
Application (NDA) which includes animal
and human test data and analyses, drug

information, and descriptions of
manufacturing procedures, related to the
potential product.

An NDA must provide the following
information:

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

e  Whether the drug's proposed labeling is
appropriate, and, if not, what the drug's
labeling should contain.

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

purity.

Clinical trials are usually broken up into 3
phases:

e Phase 1 Phase 1 relates to the initial
introduction of an investigational new
drug into humans. These studies are
designed to determine the metabolic
and pharmacologic actions of the drug
in humans, the side effects associated
with increasing doses, and, if possible,
to gain early evidence on effectiveness.
These studies are usually conducted in
healthy volunteer subjects. During
Phase 1, sufficient information about the
drug's pharmacokinetics and
pharmacological effects should be
obtained to permit the design of well-
controlled Phase 2 studies.

Phase 1 studies also evaluate drug
metabolism, structure-activity
relationships, and the mechanism of
action in humans. These studies also



determine which investigational drugs
are used as research tools to explore
biological phenomena or disease
processes.

The total number of subjects included in
Phase 1 studies varies with the drug, but
is generally in the range of twenty to
eighty and require about a year to
complete.

Phase 2 Phase 2 typically focus on
obtaining preliminary data on the
effectiveness of the drug for a particular
indication or indications. These studies
are performed in patients having the
disease or condition to be treated. In
addition to efficacy, common short-term
side effects and risks associated with the
drug are also determined.

Phase 2 studies usually involve
anywhere from 100 to 300 volunteer
patients and require 2 years on average
to complete.

Phase 3 Phase 3 studies are expanded,
and are intended to gather the
additional information about
effectiveness and safety that is needed
to determine the potential risk/benefit of
the drug. Phase 3 studies are intended
to provide the basis for extrapolating
the clinical trial results to the general
population and determining the product
labeling.

In any phase the FDA can impose a
“clinical hold” if a study is deemed
unsafe. If the protocol is deficient in
design in meeting its stated objectives in
Phases 2 or 3 the FDA can also place the
study on hold.

Phase 3 studies can involve anywhere
from 1,000 to 3,000 volunteer patients

16

and can require 3 years or longer to
complete.

e Phase 4 Often, but not always, the FDA
will require additional post-marketing
testing after initial approval. The scope
and timing of such a so-called “Phase 4”
trial can vary widely between different
New Drug Applications (NDAs).

NDA Content and Format Requirements

Although the exact requirements are a
function of the nature of a specific drug, the
NDA must provide all relevant data and
information that a sponsor has collected
during the product's research and
development.

Fundamentals of NDA Submissions

Although the quantity of information and
data submitted in NDAs can vary
significantly, the components of NDAs are
more uniform. NDAs can consist of as many
as 15 different sections:

e index

e summary

e chemistry, manufacturing, and control

e samples, methods validation package,
and labeling

e nonclinical pharmacology and
toxicology

e human pharmacokinetics and
bioavailability

e microbiology (for anti-microbial drugs
only)

e clinical data

e safety update report (typically
submitted 120 days after the NDA's
submission)

e statistical

e case report tabulations

e case report forms



e patent information .

other information

e patent certification

Labeling

Initial Review and Approval

Each statement proposed for drug labeling must be justified by data and results submitted in
the NDA. Labeling which is determined by regulations is organized in the following sections:

Description
Clinical

Pharmacology

Indications and
Usage
Contraindications

Warnings

Precautions

Adverse Reactions
Drug Abuse/
Dependence

Overdosage

Dosage/
Administration

How Supplied

& " +

Under current law, doctors are permitted to
prescribe a drug for uses that have not been
approved by the FDA, known as “off-label’
uses. In fact, such uses are not only legal,
but encouraged as a matter of public policy,
providing a crucial therapeutic option to

Proprietary and established name of drug; dosage form; ingredients;
chemical name; and structural formula.

Summary of the actions of the drug in humans; in vitro and in vivo
actions in animals if pertinent to human therapeutics; pharmacokinetics.

Description of use of drug in the treatment, prevention or diagnosis of a
recognized disease or condition.

Description of situations in which the drug should not be used because
the risk of use clearly outweighs any possible benefit.

Description of serious adverse reactions and potential safety hazards,
subsequent limitation in use, and steps that should be taken if they occur.

Information regarding any special care to be exercised for the safe and
effective use of the drug: general precautions and information on drug
interactions, carcinogenesis/mutagenesis.

Description of undesirable effect(s) reasonably associated with the proper
use of the drug.

Description of types of abuse that can occur with the drug and the
adverse reactions pertinent to them.

Description of the signs, symptoms and laboratory findings of acute
overdosage and the general principles of treatment.

Recommendation for usage dose, usual dosage range, and, if
appropriate, upper limit beyond which safety and effectiveness have not
been established.

Information on the available dosage forms to which the labeling applies

doctors, especially to treat such deadly
diseases such as cancer that currently have
no clear cure. Drug manufacturers are thus
permitted to sell their drugs for off-label
uses and are also permitted to engage in
educational and scientific activities related
to such off-label usage. The law does not
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permit companies, however, to “promote”
their drugs for off-label use.

The line between permissible educational
and scientific activities and illegal
promotion is blurry at best. Government
prosecutors examine a range of both
permissible and prohibited activities in
deciding whether to prosecute an “off-
label” case including: (a) whether a
company pursues off-label sales even
AFTER it has decided not to seek FDA
approval for an indication; (b) whether the
manufacturer targets doctors in off-label
specialties; (c) whether the company
compensates sales representatives for off-
label performance; (d) whether the
company selectively discloses clinical data
related to the drug; and (e) whether the
company provides illegal “kickbacks” or
other incentives to doctors to prescribe the
drug off-label.

Manufacturing Facility Review

FDA investigators audit manufacturing-
related statements and commitments made
in the NDA against the sponsor's
manufacturing practices. Product-specific
preapproval inspections generally are
conducted for products: (a) that are new
chemical or molecular entities; (b) that have
narrow therapeutic ranges; (c) that
represent the first approval for the
applicant; or (d) that are sponsored by a
company with a history of CGMP problems
or that has not been the subject of a CGMP
inspection over a considerable period.
Specifically, the FDA conducts inspections
to:

e Verify the accuracy and completeness of
the manufacturing-related information
submitted in the NDA;
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e Evaluate the manufacturing controls for
the preapproval batches upon which
information provided in the NDA is
based;

e Evaluate the manufacturer's compliance
with Current Good Manufacturing
Practices (CGMPs) and manufacturing-
related commitments made in the NDA;
and

e Collect a variety of drug samples for
analysis by FDA field and CDER
laboratories. These samples may be
subjected to several analyses, including
methods validation, methods
verification, and forensic screening for
substitution.

Preapproval inspection may have a
significant impact on final marketing
approval. When such inspections discover
significant CGMP problems or other issues,
the reviewing division may withhold
approval until these issues are addressed
and corrected. The division's response to
such deficiencies is likely to depend on
several factors, including the nature of the
problem, the prognosis for the problem's
correction, and the potential effect of the
problem on the safety and efficacy of the
drug.

2 .

A generic drug product is one that is
comparable to an innovator drug product in
dosage form, strength, route of
administration, quality, performance
characteristics and intended use.

In order to receive FDA approval to market
a generic drug, the company must file an
Abbreviated New Drug Application
(ANDA). Generic drug applications are
termed "abbreviated" because they are



generally not required to include preclinical
(animal) and clinical (human) data to
establish safety and effectiveness. Instead,
generic applicants must scientifically
demonstrate that their product is
bioequivalent (i.e., performs in the same
manner as the innovator drug).

One surrogate that is often used to prove
bioequivalence is so-called “bio-
availability.” Typically scientists
demonstrate bioavailability by measuring
the time it takes the generic drug to reach
the bloodstream in 24 to 36 healthy
volunteers. This gives them the rate of
absorption, which can then be compared to
that of the innovator drug. Simply, the
generic drug must deliver the same amount
of active ingredients into a patient's
bloodstream in the same amount of time as
the innovator drug.

Generic drug application reviewers
generally focus on the accuracy and
applicability of the bioequivalence data
presented, issues relating to manufacturing,
including chemistry and microbiology and
plant inspection, as well as appropriate
drug labeling.

The FDA also regulates the approval and
marketing of medical devices. Prior to
obtaining marketing clearance, however, a
number of steps need to be undertaken by
the sponsor to assure speedy approval.
First, the sponsor must make sure that the
device meets the definition of a medical
device in section 201(h) of the Food Drug
&Cosmetic Act. For example, the product
may be a drug or biological product (or
have a significant component which is a
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drug or biologic) and be regulated by a
different group within the FDA. Second the
sponsor must decide how the FDA may
classify the device - which one of the three
classes the device may fall into, and which
will determine the nature of the application
and marketing authorization.

1. Device Classifications

There are three types of approval available
for a medical device:

e 510(k) A 510(k) is a premarketing
submission made to the FDA to
demonstrate that the device to be
marketed is as safe and effective, that is,
substantially equivalent (SE), to a legally
marketed device that is not subject to
premarket approval (PMA). Premarket
notification to the FDA is required at
least 90 days before marketing unless
the device is exempt from 510(k)
requirements.

e PMA Premarket Approval (PMA) is the
most stringent type of device marketing
application required by the FDA. A
PMA is an application submitted to the
FDA to request approval to market.

Unlike premarket notification, PMA
approval is to be based on a
determination by the FDA that the PMA
contains sufficient valid scientific
evidence that provides reasonable
assurance that the device is safe and
effective for its intended use or uses.

e HDE Regulation also provides for the
submission of a humanitarian device
exemption (HDE) application. A
Humanitarian Use Device (HUD) is a
device that is intended to benefit
patients by treating or diagnosing a
disease or condition that affects fewer



than 4,000 individuals in the United
States per year. The (HDE) application is
similar in both form and content to a
premarket approval (PMA) application,
but is exempt from the effectiveness
requirements of a PMA.

2. Premarket Requirements: Labeling,
Registration, Listing

Before marketing clearance is obtained the
manufacturer must assure that the device is
properly labeled in accordance with FDA's
labeling regulations. Once clearance for
marketing is obtained, the manufacturer
must register their manufacturing facility
and list the type of device they plan to
market with the FDA.

3. Postmarket Requirements: Quality
System, Medical Device Reporting

Once on the market, there are postmarket
surveillance controls with which a
manufacturer must comply. These
requirements include Good Manufacturing
Practices, (GMPs) and Medical Device
Reporting (MDR) regulations. The GMP
regulations cover the design, packaging,
labeling and manufacturing of a medical
device. The MDR regulations create an
adverse event reporting program.
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1. In vitro diagnostics (IVD)
IVDs are medical devices that analyze
human body fluids, such as blood or urine,

to provide information for the diagnosis,
prevention, or treatment of a disease.

2. Clinical Laboratory Improvement Act

(CLIA) of 1988
In addition to FDA regulation under the

Food, Drug, and Cosmetic Act, in vitro
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diagnostic (IVD) devices are also subject to
the Clinical Laboratory Improvement
Amendments (CLIA) of 1988. This law
established quality standards for laboratory
testing and an accreditation program for
clinical laboratories.

The CLIA regulations established three
categories of testing on the basis of the
complexity of the testing methodology: (a)
waived tests, (b) tests of moderate
complexity, and (c) tests of high complexity.
Laboratories performing moderate- or high-
complexity testing or both must meet
requirements for proficiency testing, patient
test management, quality control, quality
assurance, and personnel. These specific
requirements do not apply to tests in the
waived category.

The Centers for Disease Control, however,
have jurisdiction over the review of test
systems, assays, or examinations not
commercially marketed as IVD products
(i.e. testing labs that only sell a service and
not an IVD product).

# 4

Recently, various state governments have
taken a more active role in regulating the
process associated with the development,
sale and marketing of drugs, biologics and
medical devices

1. Clinical Trials Many states have started
implementing regulations requiring that
companies that market or sell drugs or
devices in that state disclose the relevant
clinical trial information (regardless of
where the clinical trial was conducted).
Such information typically includes: (a) the
name of the entity conducting the trial; (b)



the trial’s purpose; (c) dates of the trial; (d)
information concerning the results of the
clinical trial including potential or actual
adverse events.

Some of these states have even gone so far
to mandate that the information be
available in a publicly available database
such as www.clinicaltrials.gov.

2. Price Disclosures Other states have

mandated that pharmaceutical marketers
conducting marketing activity in the state
provide physicians and other prescribers
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with comparative price information on the
drugs they are marketing, enabling
prescribers to take price information into
account when prescribing drugs within a
therapeutic class. Unfortunately, different
jurisdictions mandate different types of
pricing information — some require
disclosure of Average Wholesale Price
(AWP), others require the calculation of
Wholesale Acquisition Cost (WAC), making
compliance both complicated and
potentially burdensome.



LABOR AND EMPLOYMENT RELATIONS

Life science companies should pay
particular attention to Massachusetts laws
governing labor and employment relations
in order to successfully compete in the
industry. Employers must comply with the
federal and state wage payment laws in
order to avoid potential liability, especially
amid a recent rise in class action wage
claims. In addition, employers must be
aware of the laws governing confidentiality
and other restrictive covenants in relation to
their future, current, and former employees.
This section includes brief summaries of
these laws, as well as discussions of
Workers” Compensation and issues
involved in the termination of employees.

S

The Fair Labor Standards Act (FLSA) is a
federal law that governs the payment of
wages to employees. Under the FLSA, the
minimum wage payable to employees is
$5.15 per hour. As of January 1, 2007, the
minimum wage in Massachusetts was
raised to $7.50 per hour. Moreover, the
Massachusetts state law provides that in no
case shall the minimum wage rate be less
than $.10 higher than the effective federal
minimum rate. Thus, Massachusetts
employers are currently required to pay
employees at a minimum of $7.50 per hour
(though it will be raised again on January 1,
2008 to $8.00 per hour).

The FLSA also requires employers to pay
“nonexempt” employees time and one-half
their regular rate of pay for all hours
worked over 40 in a work week. Certain
salaried employees are exempt from the
FLSA’s overtime requirements, including
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executive, administrative, and professional
employees as defined within the statute. But
the mere fact that an employee is paid a
salary does not relieve an employer of the
duty to pay overtime, as the employee must
still fall under one of the exemptions above.

Neither federal nor Massachusetts law
requires employers to provide vacation time
or vacation pay to employees. It is common,
however, for employers to provide
employees with paid vacation. Employers
that do provide paid vacation to employees
generally provide between 2 and 4 weeks of
vacation per calendar year.
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Often applicants for employment are
subject to non-competition or
confidentiality agreements that could affect
their ability to perform their job functions,
especially in the Life science industry. It is
important for prospective employers to
know about such agreements, as they could
greatly limit or preclude employment, or
subject the prospective employer to
litigation concerning the agreements.
Accordingly, it is highly advised that
employers ask applicants about the
existence of such agreements, both on an
employment application and during the
interview process.

At the other end of the spectrum,
Massachusetts employers should consider
whether each employee it hires should be
required to sign an agreement containing
non-competition, non-solicitation, non-
disclosure, or other confidentiality



provisions. In addition, Life science
employers should consider including
provisions in such agreements providing
that inventions and other works made
during employment belong to the company.
Moreover, employers should enact a clear
return of property policy wherein
employees are required to return all
designated company property on their last
day of employment.

Non-competition and non-solicitation
agreements are legally enforceable in
Massachusetts if they are “reasonable” in
terms of geography and duration.
Agreements are judged on a case-by-case
basis, and the burden of proving the
enforceability of the agreement is always on
the party seeking its enforcement.
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Every state has a Workers” Compensation
Law. They all include a comprehensive
administrative system of insurance
compensation for employees who suffer a
work-related injury. All Massachusetts
employers are required to carry workers’
compensation coverage, regardless of the
number of employees. Most employers
provide such coverage through private
insurance, but some provide the same
benefits through self-insurance.

The Massachusetts law provides benefits in
cases of personal injury or death of an
employee arising out of and in the course of
employment. Fault by the employer is not
required. The amount of benefits that
injured employees receive is set by law and
are the employee’s sole remedy for work-
related injuries (i.e. they may not sue their
employers for damages in court).
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Employment in Massachusetts is "at-will"
and may be terminated by the employer or
the employee at any time, for any reason,
with or without cause. There are several
exceptions to the at-will doctrine, notably
that employers may not terminate
employees for unlawful reasons. Such
unlawful reasons include discrimination
(e.g. termination decisions may not be made
on the basis of the employee’s race, sex, age,
religion, national origin, sexual orientation,
or disability), refusing to perform an
unlawful act, or for performing important
public duties. In addition, an employee with
a contract for a certain term of employment
is not considered “at-will.” Generally, union
employees can only be terminated for “just
cause,” as provided in their respective
collective bargaining agreements.

Employees are not usually entitled to
advance notice of their termination. Under
the Worker Adjustment and Retraining
Notification Act (WARN) and a
corresponding Massachusetts plant closing
law, however, employers may be required
to provide written notice of termination to
their employees in the event of a plant
closing or mass layoff. In addition, if a
company requires its employees to give
advance notice of their resignation or
retirement, the company should give the
same amount of notice upon termination.
Often companies provide pay in lieu of
notice in such situations.

As a practical matter, it is suggested that
employers have another manager,
supervisor, or human resources employee
present as a witness during the termination
meeting. Employers do not have to inform



employees of the reason for their
termination, but if they choose to do so, it
should be the complete and honest reason
for doing so.

Employees are entitled to receive all wages
owed to them (including accrued but
unused vacation days) at the time of their
termination. They are not entitled to
severance pay, unless pursuant to an
established company plan or practice.
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Since early 1998, Massachusetts employers
have been required to post a notice in a
conspicuous place, which provides
employees with detailed information about
how to file for unemployment benefits
should they be laid off. In addition,
employers must issue certain written
information including instructions on how
to file a claim for unemployment
compensation. The benefits paid to
terminated employees are funded by
quarterly taxes on employer payrolls.



IMMIGRATION

In order to travel into the United States,
either on a temporary or permanent basis,
foreign nationals must first obtain the
proper permission and documentation,
which usually includes obtaining a visa.
There are different classes of visas, each
with its own specific requirements and
limitations. Visas can be grouped into two
broad categories: temporary, for foreign
nationals seeking only a short stay in the
United States, and permanent, for foreign
nationals seeking indefinite residence in the
United States.

In past years, the Immigration and
Naturalization Service (INS) has
administered the regulation of entry into
the United States, including the issuance of
visas. Pursuant to the Homeland Security
Act of 2002 the INS effectively disbanded
and its functions were transferred to the
Department of Homeland Security (DHS),
specifically to the U.S. Citizenship and
Immigration Services (USCIS). The DHS
was created in the wake of the September
11, 2001 attacks on the United States, and
one of its primary goals is increasing border
security. The USCIS has implemented many
new measures in light of these security
concerns, including more stringent
standards for all photographs submitted as
part of a visa application. Other changes in
procedure, specific to only certain classes of
visas, are discussed below.

Immigration reform is a widely debated
topic, both in Congress and in public
discourse. Both the U.S. House of
Representatives and the U.S. Senate have
approved bills that would alter immigration
law. President Bush has also discussed his
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vision of immigration reform, which
includes heightened sanctions for
employers who hire illegal immigrants,
programs to assist employers in complying
with immigration laws, increased funding
for border security, and programs that
would address the status of illegal
immigrants who are currently in the
country. Immigration law is in a state of
flux, and the effects of the proposed
legislative changes remain to be seen.
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Temporary visas vary substantially, both in
the nature of the activities they permit as
well as in the length of time that they
authorize a foreign national to remain in the
United States. Recently, the heightened
security requirements of the Border Security
Act and the USA PATRIOT Act have made
it more difficult for foreign nationals to
obtain temporary visas of any kind. The
Biometric Visa Program, part of the Border
Security Act, requires all travel documents
to be machine-readable and to contain
biometric identifiers, such as digital
fingerprints. Furthermore, the State
Department recently issued a rule requiring
many individuals to appear personally for
interviews with United States consulates
before obtaining visas. These additional
security requirements have resulted in
longer waits to obtain temporary visas and
a more thorough examination of
documents.

Specifically, these new security measures
and clearance requirements have impacted
foreign workers in biotechnology and Life
science. Employment in certain fields, such



as engineering, science, and advanced
technology, may result in additional delays
and security clearance requirements when
individuals in these fields attempt to obtain
visas. These additional security measures
were implemented to monitor the use of
sensitive technology and information.
Individuals who apply for visas to work in
certain scientific fields must obtain what is
known as “Visas Mantis clearance.”
Although this program was in place before
September 11, 2001, it became more widely
used after the attacks. This clearance can
lead to delays of up to two months for
foreign students and scientists. The State
Department has, however, taken steps to
improve this process, including extending
the length of time for which the clearance is
valid.

B Visa Category

The B category visa is the most common
temporary visa that foreign nationals obtain
in order to enter the United States. To
obtain a B visa, a foreign national must
show that he or she plans to be in the
United States for a temporary trip, with the
financial and legal ability to enter a foreign
country upon the completion of the trip. B
visas are not intended for employment in
the United States, meaning foreign nationals
with these visas may not receive payment
from a United States-based source. The
process to obtain a B visa is very
streamlined, requiring only an application
to a United States consulate. A foreign
national may not, however, use this
streamlined process to enter the United
States and then to change his or her visitor
status.

26

Types of B Visas:

B-1 Visa: Business

B-1 visas are available for foreign nationals
conducting business on behalf of a foreign
employer. The visa is limited to the period
necessary to conduct business, which is
typically less than six months. A longer stay
would only be approved in special
circumstances.

B-2 Visa: Pleasure

B-2 visas are available for foreign nationals
engaging in tourism and non-business
travel. B-2 visas are automatically granted
for six months, and can only be extended in
unusual circumstances.

Recent Developments under the Visa Waiver
Program (VWP):

® The VWP applies to both B-1 and B-2
visas. The VWP allows foreign nationals
of 27 countries to enter the United States
for certain business and pleasure trips
without obtaining visas. However, the
requirements have become stricter in
recent years due to heightened security,
requiring VWP travelers to have a
machine-readable passport and, for
those passports issued on or after
October 26, 2006, VWP travelers must
have a passport that contains an
integrated chip containing information
from the data page (called an “e-
passport”).

¢ Under the Enhanced Border Security
and Visa Entry Reform Act of 2002,
VWP travelers must possess biometric
passports containing a measurement of
a physical characteristic, such as a
fingerprint, used to verify identity.



However, many countries had difficulty
complying with this requirement. As a
result, the United States government
issued a digital photograph
requirement, which is in effect until
VWP countries can meet the more
rigorous biometric requirements.

e Since 2004, all VWP travelers have
been required to have machine-readable
passports. Countries that do not have a
system in place to issue these passports
can lose their status in the VWP
program.

H-1B Visas

This is one of several categories of visas
with special significance for workers in the
life science and biotechnology industries,
particularly with respect to the Mantis
clearance requirements discussed above.
This visa allows workers in “specialty
occupations” and fashion models of
“distinguished levels of ability” to enter the
United States. Specialty occupations
typically require a bachelor’s degree or
higher and theoretical or practical
application of a body of highly specialized
knowledge. The most common examples of
qualified workers are computer
professionals, health care professionals,
university professors and teachers,
engineers, accountants, financial analysts,
lawyers, scientists and researchers.
Advance approval from the USCIS is
required. Under this visa, the foreign
national’s stay is limited to six years.

Recent Developments for H-1B Visas:
The number of H-1B visas that can be

issued each year is capped at 65,000. In
recent years, this number has been met very
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rapidly because the demand for H-1B visas
has been far greater than the supply. The
propriety of this cap has been debated in
light of the conflicting goals of keeping the
United States competitive in a technical,
globalized world, while also protecting
American workers from excessive
employment competition. As a compromise
measure, the H-1B Reform Act was passed.
This Act allows for an additional 20,000
workers with advanced degrees (Master’s
or higher) to enter than would be allowed
under the cap. Legislation has been
proposed that would exempt workers with
advanced degrees in science, technology,
engineering and mathematics from the cap.
However, the future of this legislation is
unclear.

Employers whose workforce consists of
more than 15% of H-1B workers, or who
have committed certain labor violations are
deemed to be “H-1B dependent.” These
employers must demonstrate that they have
not displaced any U.S. employees, that they
have taken good faith steps to hire U.S.
employees, and that they offered the job to
any U.S. applicant who was equally or
better qualified than the foreign national
employee.

H-2B Visas

This category of visas applies to skilled or
unskilled non-agricultural workers. This
category can be differentiated from the H-
1B category because the employer must
only have a temporary need for the foreign
national’s skills. Under H-1B, the need for
the skills can be permanent, even though
the need for any particular foreign national
is temporary. Employers must obtain prior
approval from the Department of Labor
(DOL). An H-2B visa is only available if the



foreign national will not displace or
adversely affect U.S. workers in the region
of proposed employment. The initial stay is
limited to one year. Extensions are
available, but typically not beyond three
years. Note that agricultural workers must
obtain H-2A visas, which have a different
set of requirements.

Recent Developments for H-2B Visas:

As with the H-1B visas, there is a cap on the
number of H-2B visas available. Recent
legislation exempts foreign nationals from
the cap who have worked in the United
States under the H-2B visa program in one
of the past three fiscal years and are
returning for continued employment.

H-3 Visas

An foreign national may obtain an H-3 visa
in order to participate in formal training
programs that are not available in the
foreign national’s home country. The H-3
category is governed by strict requirements
and is not utilized by as many foreign
nationals as the H-1B and H-2B categories.
A U.S. company must file a petition with
the USCIS in order to bring a foreign
national into the country under this
program. If the USCIS determines that there
is not a formal training program in place in
the U.S. or that the training would not be
useful to the foreign national in his or her
home country, the USCIS may deny the
application. Any employment must be
merely incidental to the training and must
not displace any U.S. workers. Once the
petition has been approved, the foreign
national must bring the approval notice to a
U.S. consulate to obtain the visa. The visa is
limited to the duration of the training
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program, with a maximum duration of two
years.

L-1 Visas

International companies can use L-1 visas to
bring managers and executives or workers
with specialized knowledge into the U.S.
from the companies’ offices in other
countries. The employee must have worked
for the company oversees for a continuous
period of at least one year within the
preceding three years. The U.S. employer
must obtain prior approval from the USCIS
and the foreign national must obtain a visa
from a U.S. consulate. The initial stay is
limited to three years, but the total stay can
be as long as seven years for managers and
executives and five years for specialized
knowledge personnel. Note that there is a
special limitation for foreign nationals
opening a new office in the U.S,, limiting
the initial stay to one year.

TN-1 Visas

Under the North American Free Trade
Agreement (NAFTA), Canadian and
Mexican professionals can enter the U.S. for
a limited period of time. The profession
must be listed in NAFTA and the individual
must verify professional status within that
tield. Except as provided in NAFTA, a
minimum of a bachelor’s degree is required.
The TN-1 process provides significant
advantages over the H-1B process. Unlike
the H-1B visa, prior approval by the USCIS
is not required for a TN-1 visa. Also, there is
no annual cap on the number of foreign
nationals who can obtain TN-1 status.
Canadian professionals can enter the U.S.
by simply providing verification of the
requirements upon entry to the U.S.
Mexican professionals need only obtain a



visa with a United States consulate.
Professionals admitted under the TN-1
category are granted an initial stay of one
year, which can be extended indefinitely,
year-by-year.

O Visas

This category also has potential significance
for the Life science and biotechnology
industries. Foreign nationals with
“extraordinary” ability in the sciences, arts,
education, business, or athletics can enter
the U.S. under this category. Only those
individuals at the very top of their fields, as
demonstrated through major international
awards or multiple forms of national and
international recognition, qualify for an O
visa. Advanced approval from the USCIS is
required. The USCIS will grant the
individual an initial stay of up to three
years, as necessary for the foreign national
to complete the event or activity for which
the foreign national is traveling to the U.S.
There is no statutory limit on the length of
the total stay.

P Visas

The P visa is available for athletes and
entertainers who do not meet the
“extraordinary ability” standard for the O
visa. Athletes who compete at an
international level, performers who have
received international recognition, artists
and entertainers participating in reciprocal
exchange programs, and culturally unique
performers are all eligible for P visas.
Advanced approval from the USCIS is
required. The initial stay is approved for
one year, with no upper statutory limit on
the total length of the stay. Exceptions apply
for athletes competing on an international
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level, who are granted an initial stay of five
years and a total stay of up to ten years.

E Visa Category

A foreign national may obtain an E visa if
engaged in certain types of trade or
investment activities. This category applies
only if there is a treaty of commerce, trade
or investment between the United States
and the home country of the foreign
national’s employer. The majority of the
company must be owned or controlled by
nationals of the foreign country and the
foreign national must be a citizen of that
country. The application can be submitted
through the U.S. consulate. USCIS advance
approval is not necessary. The initial length
of stay is two years, but the stay can be
extended almost indefinitely.

Types of E Visas:

E-1 Visa: These visas are available for
purposes of trade between the foreign
national’s country and the U.S.

E-2 Visa: These visas are available for
purposes of overseeing investment in the
(S

F-1 Visas

Students can obtain F status to enter the
U.S. to engage in full-time academic studies
at any education level. However, vocational
programs are not covered under the F
category. Students must demonstrate that
they have sufficient financial resources for
their academic program, but they may be
able to obtain employment in limited cases
of unforeseen economic hardship. Students
need only obtain a certificate of eligibility
from the academic institution they will



attend in order for the U.S. consulate to
provide the visa. Advance permission from
the USCIS is not required. Students are
permitted to remain in the US for the
duration of their studies.

Recent Developments for F-1 Visas:

Many students change their F-1 status to H-
1B status at the completion of their studies.
Recent changes in security and border
inspection procedures have complicated
travel issues for students who wish to leave
the country before their H-1B status takes
effect. The USCIS advises these students to
limit travel out of the US until their H-1B
status becomes effective.

J-1 Visas

Under the ] category, foreign nationals can
participate in an international exchange
program in order to study, research, or gain
other knowledge. The foreign national must
take part in a sponsored Exchange-Visitor
Program, which must be approved by the
Department of State. The individual
sponsors issue Certificates of Eligibility to
each individual foreign national. There are
eight categories of foreign nationals who
may obtain ] status: (1) students; (2) short-
term scholars; (3) trainees; (4) teachers; (5)
professors; (6) research scholars; (7)
specialists; and (8) “other persons of similar
description,” as determined by the
Department of State. Some foreign nationals
must return to their countries of origin for
two years upon completion of their
exchange programs before they can return
to the U.S. The length of stay depends on
the character of the visitor and ranges from
four months to seven years.
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Permanent Residence

There are several grounds on which an
foreign national can apply for a green card,
which grants the foreign national
permanent resident status in the U.S. Once a
foreign national has obtained permanent
resident status, the foreign national may
live and work in the United States
indefinitely. The two most common ways to
obtain permanent resident status are
through familial relationships and
employment offers. There is also a third,
newer method to obtain permanent resident
status, known as “diversity.” Permanent
residents may be eligible for naturalization,
the process by which one becomes an U.S.
citizen, after a certain amount of time has
elapsed and certain requirements have been
met.

Relatives

Foreign nationals can obtain a green card if
they have close family relations to a U.S.
citizen or permanent resident. In most cases,
the citizen or permanent resident must
sponsor the foreign national seeking
permanent status, although there are
exceptions for battered spouses and
children, as well as for spouses of deceased
U.S. citizens. There are classifications, or
preferences, based on the degree of
relationship between the foreign national
and the sponsor. Foreign nationals in higher
categories will receive visas more quickly.
The number of foreign nationals allowed to
enter the U.S. each year is capped, based on
the preference level. Overall, family
sponsored visas are capped at 480,000 per
year. If qualified, the foreign national can
apply for permanent resident status either
with a U.S. consulate overseas, or, if already



in the U.S,, the foreign national may be able
to apply for a change of status locally.

Employment

Foreign nationals wishing to gain
permanent resident status by way of their
employment must be sponsored by their
potential employer, who must file a petition
with the USCIS. Even if an exception to the
sponsorship requirement applies, advance
approval with the USCIS is required. Once
the USCIS determines that the foreign
national is qualified, the foreign national
can apply for permanent resident status,
either at a U.S. consulate, or through an
application to adjust status if the foreign
national is already in the U.S. In general, the
employer must be offering the foreign
national full-time, permanent employment.
In addition, the Department of Labor must
certify that qualified U.S. workers are
unavailable for the job, the employer must
be able to pay the foreign national’s salary,
and the foreign national must be qualified.
The employer and the foreign national must
both genuinely intend for the employee to
undertake the job and the foreign national
must obtain an immigrant visa number.

Classification of Employees:

First Preference: This category includes
managers and executives, professors and
researchers, and individuals with

“extraordinary ability” in the sciences, arts,
education, business or athletics. Individuals
of “extraordinary ability” may file a petition
on their own behalf, even if they do not
have a sponsor. “Extraordinary ability” can
be documented through national and
international acclaim and achievements.
The foreign national must provide evidence
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that he or she intends to continue working
in the field in which the foreign national has
“extraordinary ability.” Approximately
40,000 visas are available for this category
each year.

Second Preference: This category consists of
foreign nationals with “exceptional ability”

in the arts, sciences, or business, as well as
advanced degree professionals. This is a
lesser standard than that of “extraordinary
ability,” as required under the first
preference category. Occasionally, the
USCIS can waive the requirement that the
foreign national have a job offer.
Approximately 40,000 visas are available for
this category, plus any unused visas from
the first category.

Third Preference: This category consists of
professionals with bachelor’s degrees who
do not fall under the second preference,
skilled workers filling professions requiring
at least two years training and experience,
and unskilled workers. Approximately
40,000 visas are available for this category,
plus any unused in the first two categories.
However, only 10,000 visas are available for
unskilled workers.

Immigrant Investors: If a foreign national
invests a minimum amount of capital in a
venture that will create employment for at
least 10 U.S. workers, the investor can
obtain permanent resident status. While this
is technically an employment-based
preference, this category does not require a
job offer. Although 10,000 visas are allotted
for this category every year, historically the
number actually used is much lower. To
qualify, the foreign national must invest at
least one million dollars. The Immigration
Service has the authority to change the
minimum dollar amount depending of the



type of investment. The investment must be
placed at risk for the purpose of generating
a return. The capital must have been
obtained lawfully and the enterprise must
benefit the U.S. economy. The investment
must be made in a new commercial
enterprise or a troubled business. The
investor must be engaged in the
management of the enterprise, either on a

day-to-day basis or by way of setting policy.

A certain number of visas are reserved for
“targeted employment areas,” which are
either rural areas or areas with high
unemployment rates.

» (..3 3 * /
Under the diversity program, foreign
nationals who do not have family members
living in the U.S. or offers of permanent
employment may still be able to obtain
permanent resident status. Under this
program, a qualified foreign national can
file an entry form with the State
Department. Of the pool of qualified
applicants, foreign nationals are randomly
selected to take part in the DV program. If
selected, a foreign national can apply for
permanent resident status either at a U.S.
consulate overseas, or a foreign national
already in the United States may be able to
apply for a change of status. Under this
program, 50,000 visas are available each
year.

To Qualify for the Program:

A foreign national must be a native of a
“low admission foreign state.” The
foreign national need not be a citizen of
that state. Instead, the foreign national
must have been born within the
territory of the foreign state or
chargeable to the foreign state under the
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Immigration and Nationality Act. The
U.S. Attorney General determines which
states are qualified under the low-
admission standard. In general, a state is
deemed “low-admission” if fewer than
50,000 immigrants from that country
have entered the United States in the
last five years.

A foreign national must have the
equivalent of a high school education, or
within the five years preceding the
application, the foreign national must
have two years of work experience in an
occupation that requires at least two
years of training.

$

Immigration security and application
procedures changed substantially after
September 11, 2001, but the basic categories
of visas and paths to permanent resident
status have remained substantially the
same. These increased security measures
have had particular significance for workers
in Life science and biotech industries,
making it increasingly difficult for these
workers to obtain clearance to enter the U.S.
However, the USCIS continues to monitor
the new procedures and to address
problems as they arise. In light of the
current developments in immigration law
and the potential for heightened sanctions
in the near future, any employer wishing to
hire foreign nationals and any foreign
national wishing to travel into the U.S.
should contact the USCIS to ensure that all
the proper forms have been filed and the
proper procedures followed.
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REAL ESTATE

Since most Life science companies are
tenants (as opposed to owners) of space in
commercial buildings, the real estate leasing
process must be understood. Prospective
tenants first need to understand how the
lease process normally begins. With that
background, the tenant must be prepared to
isolate the key issues in a lease and focus
not only on the significant business terms,
but on lease provisions that impact the
company’s liability and flexibility in future
transactions.

&

Although some parties proceed directly to a
lease negotiation, lease transactions
involving significant space often begin with
the negotiation and preparation of a letter of
intent. The amount of space and rent
involved will usually dictate how detailed a
letter of intent should be. Some of the basic
elements of a letter of intent include:

1. Description of Premises: How much
space and where? Is the square footage
rentable or usable?

2. Length of Initial Lease Term: How long
will the initial term of the tenancy last?

3. Options to Extend Term: Will the tenant
be granted any options to extend the initial
term and at what rent?

4. Amount of Rent: Obviously, this item is
very important to all parties. Is this rent net
or gross? (See definitions of “net” and
“gross” in Section II) Is there any “free
rent?”

5. Landlord’s Obligations to Perform
Leasehold Improvements: Are there any
such obligations to perform leasehold
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improvements or is the space to be
delivered “as is?” If the landlord is
obligated to perform leasehold
improvements, is there a dollar cap on the
landlord’s obligations? Also, what are the
penalties for failing to deliver the
improvements on time (e.g., cash penalty or
termination)?

6. Tenant Allowance for Constructing
Specialized Leasehold Improvements: In
addition to Landlord’s obligations under
subclause (e) above, will the tenant also
receive a certain dollar allowance to
complete its own specialized build-out?
Who will perform this specialized build-
out? Is the allowance significant enough
that it should be secured by a letter of
credit? How will this allowance be
disbursed to the tenant? What is the
tenant’s remedy if the landlord fails to
disburse the allowance (e.g., setoff)? Will
this allowance be treated as a loan and be
paid back by the tenant with interest on an

amortized basis in the form of additional
rent throughout the lease term?

7. Expansion Options: Does the tenant have
any rights to lease additional space in the
future? On what terms?

8. Right of First Offer or First Refusal to
Lease Additional Space: In addition to, or
perhaps in lieu of, the expansion options
referred to in subclause (g) above, will the
tenant have a right of first offer or right of
tirst refusal to lease other space in the
building or in the complex in which the
leased premises are located? What are the
specifics of these rights?

9. Operating Expenses and Taxes: Is the
tenant obligated to pay a proportionate




share of operating expenses and taxes for
the demised premises without respect to a
base year? Is such obligation to pay only
with respect to increases over a particular
base year?

10. Services to the Premises: The tenant
needs to understand how the premises
operate. For example, does the tenant
regulate the frequency of HVAC services to
the premises as a result of separate metering
for the same or is the landlord responsible
for providing HVAC services to the
premises? If the landlord is so responsible,
what is the frequency of such services? Does
the landlord clean the premises and, if so,
what is the frequency of such cleaning?

What are the landlord’s obligations with
respect to repair, replacement and
maintenance of the building components,
the premises, and the mechanical systems
serving the premises? Are any of these
expenses charged back to the tenant in the
form of operating expenses?

How are utilities such as electricity, water,
gas, and sewer treated? Are any of these
utilities included within the tenant’s base
rent payment? Are these utilities separately
metered to the leased premises such that the
tenant will be responsible for direct
payment to the utility company?
Alternatively, are the payments included in
the operating expense payments that the
landlord will bill the tenant for?

11. Parking. Since the amount and location
of parking spaces can have a significant
impact on the corporation’s operations at a
particular location, this issue should be
addressed in a letter of intent. If parking
turns out to be a significant issue, the tenant
should also attempt to negotiate for certain
specifically reserved parking spaces.
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12. Security Deposit or Guaranty: Will the
tenant be required to deliver a security
deposit to the landlord or will a lease
guaranty from a creditworthy entity be
required? Will the security deposit be
reduced or returned to the tenant after a
certain time period?

Although the negotiation of a letter of intent
may delay the execution of a lease
document, a letter of intent is useful in
forcing the parties to focus on the key
business elements that need to be included
in the actual lease. This process helps avoid
disagreements at later stages in the lease
transaction.

BINDING NATURE: Before entering into a
letter of intent, however, the parties should
be careful regarding the binding nature of
the letter of intent. If the parties do not
include a specific provision that the letter of
intent is non-binding, there is a risk that the
parties will be bound to the terms of the
letter of intent.
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Once the letter of intent has been finalized,
the landlord and tenant move forward to
the negotiation of the terms and provisions
of the actual lease document. Since a letter
of intent ordinarily addresses only
“business issues,” a fair amount of time is
spent negotiating lease language. Some of
the important lease provisions and issues
that a tenant should focus on are as follows:

1. Identity of Tenant and (if applicable)

Guarantor

e  Which entity has the landlord specified
as the tenant under the lease?




Is the tenant a corporation, limited
liability company, trust, partnership or
individual? Should a separate entity be
formed for this lease?

Is a guaranty from the parent entity or
another related entity required in
connection with the lease?

. Description of Leased Premises

Are the leased premises fully and
accurately described, including square
footage, floor location, street address,
etc.?

Is the square footage measured by
rentable square feet (which includes a
portion of the common areas of the
building), by usable square feet (limited
to space within the four walls of the
leased premises), or by referring to a
particular measurement method? Have
the premises been measured by a tenant
representative?

Are the tenant’s rights to use the
common areas in the building
adequately described?

Has the tenant been granted the right to
use a particular number of parking
spaces? Are these parking spaces
specifically reserved for the tenant’s
use?

. Lease Term

Is the term a specific number of years
and is it tied to an exact date, or does
the commencement date of the lease
require an additional confirmation from
the parties? For example, if the term
does not start until the landlord’s work
has been substantially completed, what
are the standards for such
determination of substantial
completion?
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Does the tenant have the right to extend
the initial term of the lease? Are there
any conditions to such extension?

. Rent

Is the amount of rent specifically stated?

Is the rent stated on both a monthly and
annual basis? Are the different amounts
consistent?

Usually, if the lease is for space in a
multi-tenant office building, the
landlord will include its current
operating and tax expenses in the fixed
rent and require tenants to pay their
proportionate share of any increases in
operating expenses and real estate taxes
over a particular base year or “stop.”
Has the landlord stated the base year or
stop correctly?

Is the rent increased by increases in the
consumer price index?

Is there any “free rent?”

The tenant should analyze what, if any,
exclusions there are under the lease
from the tenant’s payment for operating
expenses or taxes. For example, is the
definition of operating expenses broadly
drafted? Or, are there adequate
exclusions from what can be included in
the operating expense “basket” such
that the tenant will not be responsible
for certain major expenses that
otherwise could materially affect its
financial obligations under the lease?

Are the premises separately metered for
utilities with the tenant paying the
expenses for such utilities directly to the
utility company or are utility expenses
included in operating expenses?



5. Tenant’s Rights of Termination

Under what conditions can the tenant
terminate the lease (e.g., landlord’s
failure to deliver the premises by a
certain date, fire or casualty, eminent
domain etc.)?

If the tenant’s termination right is not
tied to a specific event, are there any
termination fees that the tenant must
pay in connection with such
termination?

6. Fire, Casualty, and Eminent Domain
Provisions

In an eminent domain situation, does
the lease provide that the landlord shall
receive the condemnation proceeds in
all events without reduction for the
value of tenant’s leasehold interest?
Under what circumstances can the
tenant participate in or seek its own
claim to the eminent domain proceeds?

Is the tenant’s rent abated in a partial
condemnation situation?

Under what circumstances is a tenant
able to terminate the lease due to an
eminent domain proceeding?

Are the obligations to restore in an
eminent domain situation limited to the
amount of condemnation proceeds
made available to the landlord by its
lender?

Does the tenant receive a rent abatement
during any period of repair or
restoration?

Is the landlord obligated to restore in
the event of a total or partial destruction
caused by a fire or other casualty?

Are the landlord’s obligations to restore
limited to the amount of insurance
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proceeds made available to it by its
mortgage lender?

Under what conditions can a tenant
terminate a lease due to a fire or other
casualty?

. Lease Subordination

Does the lease require that a lender
grant a non-disturbance agreement to
the tenant?

8. Expansion Rights

Ne)

10.

Does the tenant have the right to lease
additional space in the building?

If so, under what conditions (i.e., rent,
term, condition of premises upon
delivery, tenant allowances, etc.)?

If the expansion space is not delivered
under such conditions, what are the
tenant’s rights against the landlord (e.g.,
rent penalty or termination)?

. Rental Offsets

Under what conditions can the tenant
offset it obligations to pay rent?

Does the mortgage lender have the
opportunity to cure any landlord
defaults that would prevent such
offsets?

Assignment and Subletting

Under what conditions can a tenant
assign its interest or sublet space under
the lease?

Is the landlord required to be reasonable
in considering a request by tenant to
assign or sublet?

Does the lease specify that the tenant is
not relieved of its obligations after an
assignment?



11.

If the tenant is a corporation or other
entity, is it prevented from transferring
stock or other interests without first
obtaining the landlord’s consent?

Repairs

In a “triple-net” lease scenario, the
tenant will be responsible for virtually
all of the repairs with respect to the
building. Capital type repairs should be
given careful consideration.

In a less than triple-net situation, the
landlord is obligated to make certain
repairs.

Typically, in an office building context:
(i) the landlord should be responsible
for all non-interior, structural repairs to
a building, including the roof and all
mechanical systems; and (ii) a tenant
should only be responsible to repair the
interior, non-structural portions of the
premises.

In evaluating repair obligations, it is
important to understand the particular
nature of the property.

12. Insurance Requirements; Waiver of

Subrogation

Before agreeing to any insurance
provisions in a lease, the tenant should
review such provisions with the tenant’s
insurance consultant to make sure that
the tenant’s current insurance complies
with the lease.

Also, the tenant should make sure that
the building in which the premises are
located are properly insured against loss
due to fire or other casualty.
Accordingly, the lease should provide
that the landlord will maintain
appropriate hazard insurance on the
building.

In order to prevent a lawsuit against the
tenant by an insurance company that
has paid fire insurance proceeds to a
landlord as the result of a tenant’s
negligent actions, the lease should
contain a waiver of subrogation
provision.

13. Title and Zoning Issues Relating to a
Lease

Especially with respect to significant
leases, the tenant should consider the
impact that title encumbrances and
zoning laws might have on the tenant’s
ability to use the premises. In a title
context, the tenant should ask the
landlord to represent and warrant that
title to the building in which the
premises are located are only subject to
a certain list of exceptions that are
referred to in an exhibit to the lease.
Also, the tenant should focus on the
impact of these title exceptions on the
premises. If this is not possible, the
tenant should insist upon a
representation and warranty in the lease
that none of the stated title exceptions
will have an adverse impact on the
tenant’s ability to use the premises.

Similarly, and especially with respect to
a unique type of or ultra-hazardous use,
the tenant should analyze whether a
tenant’s use is permitted in the zoning
district in which the building is located.
Often times, the landlord will have
already done this zoning research. If the
legality of the use is in question, the
tenant may choose to rely on a
reasonable legal opinion from the
landlord’s counsel as to this issue.
Alternatively, the tenant should ask for
a representation and warranty in the



lease that the tenant’s use is permitted
under the applicable zoning laws.

14. Notices of Default

e In the default section of the lease, the
tenant should insist upon written notice
for any payment defaults or any non-
payment defaults. The default clause
should require that the tenant receive
notice of the default and the
opportunity to cure before a landlord
can exercise its right to terminate the
lease.

15. Type and Frequency of Services
Provided by the Landlord

e What services will the landlord provide
to the premises (e.g., cleaning, HVAC,
utilities, repairs, maintenance, etc.)?

¢ How frequently will the landlord
provide these services?

e If the landlord does not provide these
services, what is the tenant’s recourse
(e.g., rental offset, self-help, etc.)?

e Are the utilities to the premises
separately metered? If not, are there any
other tenants in the building that may
be disproportionate users of such
utilities?
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Certain lease provisions can have a
significant impact on a company’s liability
and future flexibility. The following is a list
of issues that will be critically important to
a tenant:

1. Assignment/Subletting: The tenant
should negotiate for flexibility in
assignment/subletting clauses. With respect
to affiliated transactions, the tenant should
negotiate for the ability to effectuate a
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subletting or an assignment without the
landlord’s consent. With respect to other
assignment/subletting situations, the tenant
should strive for a requirement that the
landlord’s refusal to consent be
“reasonable.”

Many leases will state that the transfer of a
certain percentage of stock or other
ownership interests in the tenant will be
considered an assignment, thereby
triggering the need to obtain the landlord’s
consent to such an event. Obviously, the
tenant should try to eliminate or minimize
such a provision.

Also, if possible, the tenant should attempt
to negotiate a release of the original
corporation’s liability under a lease upon an
assignment to a creditworthy entity.

2. Permitted Uses: Because a corporation’s
strategy and focus changes over time, the
tenant should negotiate for a flexible
permitted use clause. If the use clause is too
narrowly drawn, the tenant might be forced
to ask the landlord for an amendment to
such a clause if the tenant’s focus changes.
The tenant should also keep in mind that
the permitted use clause will affect the
tenant’s ability to assign or sublet to another
party that may not intend to use the

premises for the same purposes.

3. Termination Clause: Certain tenants
engage in activities which, although lawful
at the inception of a lease, may become
subject to future prohibition or adverse
regulation in the future. Accordingly,

tenants should consider negotiating for a
termination clause in the lease to protect
against such a possibility. This would
enable a tenant to avoid the situation where
it still would be required to pay rent even



though its use of the premises has been
outlawed.

4. Waiver of Landlord’s Lien or Security
Interest in Tenant’s Personal Property and
Inventory: Since a tenant will often use its
personal property (including its inventory)
as collateral for a financing, it is useful to

negotiate in a lease a waiver by the landlord
of any lien or security interest in the
tenant’s personal property. This avoids the
need to seek the landlord’s waiver in the
future. Although some landlord’s may balk
at such a waiver, it may still be possible to
negotiate in the lease for an agreement by
the landlord to subordinate (as opposed to
an outright waiver) its interest in the
tenant’s personal property to that of any
institutional lender of tenant.

5. Option to Extend: Although many
corporations do not take a long-term view,
the tenant should provide for future
flexibility by negotiating for an option to
extend the lease beyond the initial term. If
the tenant is creditworthy, most landlords
will not be adverse to granting such an
option to the tenant at a market rent to be
determined in the future.

6. Expansion Options/Right of First Offer to
Lease Space: Again, since it is difficult to
predict a tenant’s future needs, it is often
useful to negotiate for the rights to expand
into additional space in a building as of a
certain date. Alternatively, if the parties
cannot be or do not want to be tied to a
tixed date, it still may be useful to negotiate
for a right of first offer on the part of the
tenant to lease the space at a time when the
landlord decides to market the same.

7. Default Clause/Termination Damages:
As noted above in these materials, it is
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paramount that, before a landlord can
terminate the lease for a tenant’s default, the
tenant receive notice of such default and the
opportunity to cure the same. Since many
corporate tenants have multiple facilities,
the requirement of a written default notice
is absolutely essential.

With respect to lease terminations, the
tenant should be wary of clauses that
permit the landlord to accelerate the entire
amount of rent that is due between the date
of termination and the date originally set for
expiration of the lease term. At a minimum,
the tenant should negotiate that any such
accelerated rent be reduced by the then fair
market rental value of the premises for the
same period of time and that the difference
be discounted to present value.

8. Security Deposit/Letter of Credit:
Although a security deposit, whether in a
form of cash or a letter of credit, is often
required at the commencement of a lease to
protect the landlord’s investment in

leasehold improvements, a tenant should
attempt to negotiate for a return of the
security deposit or letter of credit after a
certain benchmark has been reached (e.g.,
after a certain portion of the initial term has
expired). Since cash flow is important to
any corporation, this could become a very
important provision.

9. Type of Entity: At the outset, the tenant
should consider whether a separate entity
should be formed to enter into the lease. If a
separate entity is formed, many landlords
will require that the parent entity or a
related creditworthy entity guarantee all or
some portion of the lease.

10. Indemnity Obligations; Tenant and
Landlord: The tenant should analyze




carefully the acts for which the tenant is
being asked to indemnify the landlord for
under the lease. Obviously, the tenant
should attempt to narrow these obligations
as much as possible. Also, since this clause
impacts the contractual indemnification
provisions in the tenant’s insurance policy,
this clause should be reviewed by the
tenant’s insurance consultant.

In more significant leases, the tenant should
also ask that the landlord indemnify it for
both the landlord’s failure to perform its
obligations under the lease and for any acts
or omissions of landlord occurring in the
common areas of the building or upon the
premises.

11. Recourse Against Landlord: Many
leases will limit any recourse that the tenant
has against the landlord under the lease to
the landlord’s equity interest in the
building. The tenant should expand this
provision to include the landlord’s rights to
any rents, issues, profits, and insurance
proceeds from the building.

12. Self-Help/Rental Offsets: In the event a
landlord does not fulfill its obligations
under the lease, under current
Massachusetts law the tenant, in the
absence of any lease provisions to the

contrary, will probably be required to sue
the landlord in a court action to try to
enforce such provisions. Accordingly, if the
tenant has leverage, the tenant should try to
negotiate for rights to exercise self-help
under the lease, which rights should be
accompanied by the right to offset the costs
of exercising such self-help against rents.

13. Casualty Provisions: The tenant should
focus on the landlord’s obligations to
restore the premises in the event of a fire or
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other casualty and on the tenant’s right to
an abatement of rent during the restoration
period. Also, the tenant should negotiate for
termination rights on behalf of tenant if the
premises are not restored within a certain
time period or if the fire or other casualty
occurs near the end of the lease term.

14. Waiver of Subrogation Clause: A
corporate tenant should know the risk of
signing a lease without a waiver of
subrogation clause. Without such a clause,

the landlord’s insurance company, after
paying to the landlord the proceeds of a fire
insurance policy, could sue the tenant to
recover such insurance proceeds if the
tenant was responsible for the fire.

15. Holdover: Most leases will contain a
provision that states what the landlord’s
remedies will be if the tenant holds over in
its possession of the premises after the
expiration of the lease term. Since this
holdover time period may be very
important to a corporation’s flexibility in
finding new space, the tenant should try to
minimize the holdover damages.

16. Estoppel Certificate: Although many
leases will require the tenant to provide the

landlord with an estoppel certificate, an
estoppel certificate from the landlord will
be beneficial to a tenant in connection with
a tenant’s future financing transactions.
Accordingly, tenants should negotiate for
the provision of such an estoppel certificate
by tenant’s landlord.

17. Notice of Lease: Since leases in
Massachusetts for a term of seven (7) years
or more must be recorded (or a notice
thereof must be recorded) in the registry of
deeds or Land Court registry district in




which the premises are located in order to
be binding against parties (except against
the landlord, its heirs and devisees) not
having actual notice of the lease, it is
important that either a notice of lease be
executed by the landlord at the time the
original lease is executed or that a provision
be added to the lease where the landlord
agrees to enter into such a notice of lease
upon the tenant’s request. Leases that have
an initial term of less than seven years, but
that have extension rights that could result
in a term of seven years or more must
comply with the recording statute.
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18. Compliance with Laws: Many leases
will include a provision that requires the
tenant to comply with all laws relating to
the premises. Since this clause could be
construed to require the tenant to make
certain structural alterations or repairs to
the premises in order to comply with law,
the tenant should attempt to narrow this

provision to clarify that unless the tenant’s
unique use of the premises requires such
repairs or alterations, the tenant will not be
responsible for any such structural
alterations or repairs.



TAX CONSIDERATIONS
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Without limiting our general disclaimer of
the summary nature of this outline, under
applicable U.S. Treasury Regulations, we
are required to state that any federal tax
advice included in this outline is not
intended or written to be used, and it
cannot be used, for the purpose of (i)
avoiding the imposition of federal tax
penalties or promoting, marketing or (ii)
recommending to another party any
transaction or matter addressed in the
outline.

Determining U.S. Tax Status

Although U.S. persons are generally subject
to tax on their worldwide income,
nonresident alien individuals and foreign
businesses are subject to U.S. taxation only
on income that has a sufficient nexus with
the U.S. The U.S. income taxation of foreign
businesses and individuals can vary
significantly depending on the
determination of tax status, and careful
planning is advisable.

U.S. Persons and Foreign Persons

o S8# %
or resident of the U.S., a domestic
partnership, a domestic corporation, any
estate other than a foreign estate, certain
trusts, and any other person that is not a
foreign person.

:a citizen

* — % ‘a
nonresident alien individual, a foreign
corporation, a foreign partnership, a
foreign trust or estate, and any other

43

person that is not a U.S. person. Also, a
U.S. branch of a foreign corporation or
partnership is generally treated as a
foreign person.

Individual Tax Status

An individual who is an alien (i.e., not a
U.S. citizen) will be considered nonresident
alien unless he or she meets one of two
tests. An individual will be treated as a U.S.
resident alien for tax purposes if he or she
possesses a “green card” or meets the
“substantial presence test” for the calendar
year. To meet the substantial presence test,
an individual generally must be physically
present in the U.S. for at least (i) 31 days
during that calendar year, and (ii) the sum
of such days plus 1/3 of the days he or she
was present in the preceding year and 1/6 of
the days he or she was present in the second
preceding year must equal or exceed 183
days.

Foreign Businesses and Individuals with
U.S. Activities or Income

There are two tax regimes that can apply to
the income of foreign persons: (i) a 30
percent tax is imposed on the gross amount
of U.S.-source income of certain types not
“effectively connected” with a U.S.
business; (ii) regular U.S. tax rates are
imposed on net income that is “effectively
connected” with a U.S. trade or business, or
treated as such (“effectively connected
income” or ECI). Both tax regimes are
discussed below.



Gross Income Not from a U.S. Business

A 30 percent withholding tax is imposed on
income of a nonresident alien or foreign
corporation that (i) arises from a U.S.
source, (ii) is fixed determinable annual or
periodical (FDAP) income, and (iii) is not
ECL The tax may be reduced or eliminated
if the income is earned by a qualified
resident of a country with which the U.S.
has a tax treaty. Gross income will not be
subject to the 30 percent tax if it arises solely
from a foreign source.

e ).,—* 7$ .FDAP
income includes royalties, pensions and
annuities, dividends, interest, and real
property income, such as rents, other
than gains from the sale of U.S. real
property (to which separate rules apply,
as discussed below) and other items.

e % . Foreign corporations are
not subject to U.S. tax on gains from the
sale of capital assets (e.g., corporate
stock), unless the gains are from the sale
of a real property interest or are
effectively connected with a U.S. trade
or business. If a nonresident alien
individual is present in the U.S. for 183
days or more during the tax year (and
the individual is not a resident alien
under the “substantial presence test,”
discussed above), U.S.-source gains
other than those effectively connected
with a U.S. trade or business are taxed at
a 30 percent (or lower treaty if
applicable) rate.

U.S. Business Income

A foreign person will be subject to U.S.
income tax at the regular graduated rates on
taxable income that is effectively connected
with the conduct of a U.S. trade or business
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(but see the exceptions that may apply if a
tax treaty is in force, below). The first step
in computing taxable ECI is to determine
whether a taxpayer is “engaged in a U.S.
trade or business.” The second step is to
determine what income is “effectively
connected” with the conduct of a U.S. trade
or business (“gross ECI”). Finally, a
taxpayer must determine and subtract
deductions properly allocable and
apportionable to gross ECL

e U.S. trade or business. Whether a
foreign person is engaged in a U.S. trade
or business depends upon the particular
facts and circumstances. This
determination will depend upon the
level of the foreign person’s actions in
the U.S,, i.e., the extent to which the
actions are considerable, continuous and
regular. A foreign person will be
deemed engaged in a U.S. trade or
business if the activities of a U.S. agent
(dependent or independent) attributed
to the foreign person are considerable,
continuous and regular.

e Effectively connected income. Whether
income is ECI depends upon the source
of the income, its character, and whether
the foreign person maintains an office or
other fixed place of business in the U.S.

- In general, all U.S.-source income, except
for certain capital gains and FDAP income
is treated as ECL. Capital gains and FDAP
income may be ECI depending upon the
relationship to the foreign person’s
activity.

- If a foreign person has a U.S. trade or
business that operates from an office or
other fixed place of business in the U.S.,
then certain foreign source income will
also be treated as effectively connected
income.



- In addition, there are a number of types
of income that are treated as ECI under
statutory provisions, such as gain from
the disposition of U.S. real property
interests (discussed below). Income may
also be treated as ECI even when that
income is otherwise unrelated to that
particular trade or business.

. : ;%
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- If a company is a resident of a country
with which the U.S. has an income tax
treaty (generally, most major trading
partners of the U.S.), the company will not
be subject to tax on income that would
otherwise be taxable as ECI, unless the
company has a “permanent
establishment” (PE) in the U.S., and the
income is attributable to the PE.

- Under the model treaty, which is the
basis for most U.S. tax treaties,
“permanent establishment” means a fixed
place of business through which a trade or
business is carried on (e.g., an office). It
does not include a location where
activities are carried on that are merely
auxiliary or preparatory in relation to an
enterprise’s core business activities. For
instance, a warehouse where goods are
stored, a business location engaged
primarily in purchasing goods, and a
research facility are excluded from the
definition of permanent establishment.

Gain from the Sale of U.S. Real Property
Interests

Under the Foreign Investment in U.S. Real
Property Tax Act (FIRPTA), gain from the
sale by foreign persons of a U.S. real
property interest (USRPI) is automatically
treated as ECI, regardless of whether the
gain is connected with an actual U.S. trade
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or business. This means that a foreign
person will be required to pay U.S. income
taxes at the regular rates on the net gain
derived from the disposition of any USRPI.
8#4* g

- An interest in real property located in
the U.S. or the U.S. Virgin Islands and any
personality associated with the use of the
real property, or

- An interest, other than an interest solely
as a creditor, in a domestic corporation
that is or was a U.S. real property holding
corporation (USRPHC) at any time during
the shorter of the period during which the
taxpayer held the interest or the 5-year
period ending on the date of disposition
of the interest.

o« 8#4*=%$. A USRPHC is
any corporation if the fair market value
of its USRPIs equals or exceeds 50
percent of the fair market value of the
sum of: its USRPISs, its interests in real
property located outside the U.S., plus
any other of its assets that are used or
held for use in a trade or business.

o 7 A
foreign corporation, whether or not
engaged in a U.S. trade or business, may
elect to treat certain income from U.S.
real property or from interests in such
property as ECI. Although this causes
all of the foreign corporation’s income
from U.S. real property to be treated as
ECI, the election allows a taxpayer to
deduct from gross income attributable
to the property expenses attributable to
the property, such as depreciation and
interest. Without such an election,
income from real property that
constitutes FDAP income but is not ECI



would be taxed on a gross basis at a flat
30 percent rate.

e Withholding tax regime. Withholding
tax rules may apply where there is a
disposition of a USRPI by a foreign
corporation or nonresident alien
individual.

Forms of U.S. Business Operation

Foreign companies may form businesses in
the U.S. by means of forming a U.S.
corporation that is a domestic subsidiary of
a foreign corporation, and by directly
conducting U.S. operations through a
branch of a foreign corporation. The
following is a summary of some of the
advantages and disadvantages of forming a
domestic subsidiary U.S. corporation as
opposed to operating through a branch of a
foreign corporation.

U.S. branch of foreign corporation

e Effectively connected income. If a
foreign corporation forms a branch in
the U.S,, it would be taxable in the same
manner as U.S. corporations on income
that is deemed to be ECIL.

- Although ECI is generally derived
from U.S. sources, certain items of
foreign source income may be deemed
to be attributable to a foreign
corporation’s office or other fixed place
of business in the U.S.

- As described above, if a foreign
corporation is a resident of a country
with which the U.S. has an income tax
treaty, the corporation would not be
subject to tax on ECI, unless the
corporation has a permanent
establishment (i.e., a fixed place of
business through which a trade or
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business is carried on) in the U.S., and
the income is attributable to the
permanent establishment.

- Whether the branch office of a foreign
corporation is engaged in a U.S. trade or
business depends on the facts. The
activities of an office and employees in
the U.S. might constitute a U.S. trade or
business, especially if an agency
relationship exists between the foreign
corporation and the employee.

" % :. In addition to the
standard corporate tax levied on ECI,
the withdrawal of any remaining after-
tax profits by a foreign corporation from
its U.S. branch will be subject to a
“branch profits” tax.

- Any after-tax profits attributable to the
activities of the U.S. branch that are not
re-invested in that branch are subject to
a 30 percent tax. (This tax parallels the
30 percent withholding tax levied on
dividends issued by U.S. subsidiaries to
foreign shareholders and is meant to
achieve parity in the treatment of the
withdrawal of profits from branch
offices and subsidiaries of foreign
corporations.)

- A foreign corporation that is a
“qualified resident” of a country with
which the U.S. has a tax treaty may be
subject to a lower tax rate depending on
the specific provisions regarding branch
profit taxes in the treaty between that
country and the U.S.

— >

- Every foreign corporation that is
engaged in a U.S. trade or business at
any time during the taxable year, or that
has income subject to U.S. income
taxation, must file an annual federal



income tax return (IRS Form 1120-F),
even if: (A) it has no income effectively
connected with the U.S. trade or
business, (B) it has no income from U.S.
sources, or (C) its income is exempt
from tax under a treaty or a Code
provision.

- A foreign corporation that files a U.S.
income tax return must report on IRS
Form 1120-F any income effectively
connected with a trade or business,
income not effectively connected with a
U.S. trade or business (i.e., earnings in
jurisdictions other than the U.S.), and a
determination of the branch profits tax.
The obligation to file a U.S. income tax
return, importantly, gives the IRS the
authority to demand access to the
foreign corporation’s books and records.

- If an income tax return is not filed, the
foreign corporation may lose the benefit
of claiming any deductions or credits at
a later date. In light of this severe
potential penalty, it is generally
advisable for a foreign corporation with
an office and employees in the U.S. to
file a protective U.S. income tax return.
There are also additional information
reporting and record maintenance
requirements that may be applicable to
foreign corporations engaged in a U.S.
trade or business.

U.S. Subsidiary of Foreign Corporation

Forming a domestic subsidiary in the
form of a corporation or other limited
liability entity that is treated (or that the
taxpayer elects to treat) as a corporation,
even one that is wholly owned by a
foreign corporation, may in some cases
be more advantageous than opening a
branch office. The ECI rules usually do
not apply to a foreign corporation that
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carries on its U.S. operations through a
U.S. subsidiary.

.US.
subsidiaries of foreign corporations are

- >

required to file annual federal income
tax returns on IRS Form 1120, and
include in income amounts it receives
under any services agreement with its
parent. The deductibility by the U.S.
subsidiary of the costs under the
services agreement would be
determined under the tax laws of the
parent foreign corporation’s jurisdiction.
Expenditures connected with the
subsidiary’s operations, e.g., payments
under a lease agreement for office space
in the U.S., should be made by the
subsidiary itself, and any contracts
relating to the subsidiary’s operations or
activities in the U.S. should be made in
its own name. These expenses should
offset the subsidiary’s income reported
on its annual U.S. income tax return,
provided that the expenses are ordinary
and necessary expenses of operating the
subsidiary’s business.

% . Where a foreign
corporation owns or substantially
controls a U.S. subsidiary, transfer
pricing rules are potentially implicated.
Though a foreign parent and its U.S.
subsidiary may be legally separate
entities, they can function in certain
ways as a single economic unit, and
may attempt to allocate profits to
jurisdictions with lower tax rates.
Transfer pricing rules are used by the
IRS to curb attempts at tax avoidance
and to ensure that parents and
subsidiaries relate to one another as
though they were separate economic
interests. Using the so-called “arms-



length” standard, the IRS has the
authority to reapportion income and
deductions between a foreign parent
and its U.S. subsidiary to reflect how
those items would have been allocated if
the two parties were economically
unrelated.

. % %
Special rules govern transfers of
intangible property by a U.S. subsidiary
to its foreign parent. The consideration
received for intangible property must be
“commensurate with the income
attributable to the intangible.” This is
significant because it is often difficult to
determine the amount of revenue a
piece of intangible property will
produce at the time it is transferred.
This creates the potential for
adjustments to the price paid for the
intangible property years after the
transfer has been made and thus creates
the potential for double taxation.

Corporate Excise Tax
Nexus in Massachusetts

Any corporation, domestic or foreign, that
is exercising or continuing its charter in
Massachusetts or is qualified to do or is
actually doing business in the
Commonwealth, has nexus in
Massachusetts and is subject to the
Massachusetts corporate excise. Foreign and
domestic corporations organized outside of
Massachusetts are only subject to the
corporate excise to the extent they do
business in Massachusetts and own
property in the state.
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Under Massachusetts law, “doing business”
includes each and every act, power, right,
privilege, or immunity exercised or enjoyed
in the Commonwealth, as an incident or by
virtue of the powers and privileges
acquired by the nature of such
organizations, as well as, the buying, selling
or procuring of services or property.

Examples of activities in Massachusetts that
subject corporations to the excise, even
when the corporation has no other physical
presence or activities in Massachusetts,
include:

e maintenance of a place of business,

e employment of labor,

e owning or using any part of its capital,
plant or other property,

e renting, leasing, buying, selling or
procuring services or real or tangible
property,

e execution of contracts or exercise or
enforcement of contract rights, or

¢ installation, assembly or servicing of
products by the corporation’s
employees.

Public Law 86-272 excludes from state
income-based taxation interstate activities
constituting mere solicitation of orders for
sales of tangible personal property filled by
shipment or delivery from a point outside
Massachusetts after orders are sent outside
the state for approval or rejection (15 USC
sec. 381(a)). The following are activities that
ordinarily fall within the scope of
“solicitation” under Public Law 86-272:

e activities including advertising related
to generating retail demand for the
products of a manufacturer or
distributor by promoting the products



to retailers who order the products from
a wholesaler or other middleman,

carrying samples only for display or for
distribution without charge or other
consideration,

owning or furnishing automobiles to
sales representatives, provided that the
vehicles are used exclusively for
solicitation purposes,

passing inquiries and complaints on to
the home office,

incidental and minor advertising,

checking customers’ inventories for
reorder only,

maintaining a sample or display area for
an aggregate of fourteen calendar days
or less during the tax year, provided
that no sales or other activities
inconsistent with solicitation take place,

soliciting of sales by an in-state resident
representative who maintains no in-
state sales office or place of business,
and

training or holding periodic meetings of
sales representatives.

Imposition of Corporate Excise Tax

- %% LA
corporation that is subject to
Massachusetts corporate excise tax may
apportion its income among
jurisdictions if it has income from
related business activities that are
taxable by one or more taxing
jurisdictions. The income
apportionment percentage is a three-
factor (property, payroll, sales) formula
used in Massachusetts and many other
states for the attribution of income of
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corporations doing business within and
without the state.

e 4 :. The Massachusetts
corporate excise is calculated by adding
two different measures of tax: a net
income measure, and either a property
measure or a net worth measure,
depending on whether the corporation
is a tangible or an intangible property
corporation.

- The income measure is calculated at a
rate of 9.5 percent of the corporation’s
taxable net income apportioned to the
Commonwealth.

- The property/net worth measure is
imposed at a rate of $2.60 per $1,000 of
either a corporation’s taxable
Massachusetts tangible property or its
taxable net worth.

- A corporation’s total excise is the
combination of the property/net worth
and net income measures, or the
minimum corporate excise, whichever is
greater.

- The minimum corporate excise is $456.

Exemptions

e Any corporation that is exempt from the
federal income tax under IRC Sec. 501
(and has received an IRS determination
letter), or is organized under MGL, Ch.
157, sec. 10, is exempt from the
Massachusetts corporate excise tax.

- Examples of Code section 501
corporations include: corporations
organized for nonprofit religious,
charitable, scientific or educational
purposes.

- Examples of corporations organized
under section 10 include: agricultural,



horticultural, and/or other cooperative
corporations.

The corporate excise does not apply to
banking and financial institutions,
insurance companies, safe deposit
companies, public utility corporations,
corporate trusts and certain other
corporations having the right of eminent
domain or that exercise a franchise in
public ways. These organizations are,
however, subject to other forms of
taxation, such as net income, franchise
or gross premium tax.

Foreign corporations selling tangible
personal property are exempt from the
corporate excise tax if either the U.S.
Constitution or federal law precludes
such a tax, or if imposition of the tax
would be barred if not for the fact that
the foreign corporations are storing
tangible personal property in licensed
public storage warehouses.

corporations doing business in
Massachusetts but incorporated
elsewhere that are participating in a
combined report of their net income to
Massachusetts must file Form 355C.

- S corporations that are incorporated in
Massachusetts or S corporations doing
business in Massachusetts but
incorporated elsewhere should file Form
355S.

- Note: Electronic filing requirements
may apply.

7 *( . All corporations
that reasonably estimate their corporate
excise to be in excess of $1,000 for the
taxable year are required to make
estimated tax payments. Estimated taxes
may be paid in full on or before the 15th
day of the third month of the
corporation’s taxable year or in four
installments.

. ) Massachusetts Corporate Tax Incentives
Filing Requirements and Methods

e 4> . Corporate excise Manufacturing Corporations

returns, together with payment in full of
any tax due, must be filed on or before
the 15th day of the 3rd month after the
close of the corporation’s taxable year.

- Corporations that are incorporated
under the laws of Massachusetts, or
businesses doing business in
Massachusetts but incorporated
elsewhere should file Form 355. A
corporation organized in Massachusetts
may be eligible to use the simpler Form
355SBC (small business corporation) if it
meets certain criteria.

- Corporations that are incorporated
under the laws of the Commonwealth or

Manufacturing corporations are entitled
to certain tax benefits in Massachusetts,
including the following;:

- A local property tax exemption for
machinery,

- An investment tax credit (discussed
below),

- An exemption from the sales and use
tax on, machinery equipment and
materials purchased for use in
manufacturing.

To qualify for classification as a
manufacturing corporation, a
corporation must be in existence and be
substantially engaged in manufacturing



in Massachusetts as of Jan. 1 of the
taxable year. For this purpose,
manufacturing is the process of
substantially transforming raw or
finished materials by hand or
machinery, and through human skill
and knowledge, into a product
possessing a new name and nature, and
adapted to a new use.

A corporation seeking manufacturing
classification must file an application
(Form 355Q) with Department of
Revenue’s Determinations Bureau
postmarked by Jan. 31 of the taxable
year for which such classification is
sought. A manufacturing corporation
must reapply for such classification on
or before Dec. 31 of any year in which it
changes its name, undergoes a merger
or consolidation, is revived as a
corporation after dissolving, registers
with the Secretary of State after
withdrawing from Massachusetts, or
undergoes a material change in its
activities.

Research and Development Corporations

As for manufacturing corporations,
special tax incentives are available to
research and development corporations
in Massachusetts, including the
following:

- The investment tax credit (discussed
below),

- A credit for expenditures incurred in
research and development (discussed
below),

- An exemption from the sales and use
tax on machinery, equipment and tools
purchased for research and
development,
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e A business qualifies as a research and
development corporation if (A) its
principal activity is research and
development and (B) during the taxable
year, it derives more than 2/3 of its
Massachusetts receipts from research
and development or incurs more than
2/3 of its Massachusetts expenditures
from research and development.
Corporations that are engaged in
research and development and that
conduct manufacturing activities must
exclude expenditures related to
manufacturing from total expenditures
for purposes of determining whether 2/3
of expenditures are allocable to research
and development.

Credits Against Tax

o 4 » % 7:%
A credit is available to domestic and
foreign corporations for expenditures
incurred for research and development
conducted at a research facility
physically located in Massachusetts.

- The amount of the credit is equal to the
sum of 10 percent of any excess
qualified research expenses for the
taxable year over the base amount (as
defined in IRC Sec. 41), plus 15 percent
of the basic research payments as
determined under IRC Sec. 41.

- The credit may not be used to reduce
the amount due below the required
minimum tax. The amount of the credit
is further limited to the first $25,000 of
excise, as determined before the
application of any credits, plus 75
percent of the corporation’s excise in
excess of $25,000.

. % . Manufacturing

corporations and research and



development corporations may claim an
investment tax credit for qualifying
tangible property acquired, constructed,
reconstructed or erected, used by the
corporation in Massachusetts, and
situated in Massachusetts on the last
day of the taxable year.

- The credit is 3 percent of the cost or
other basis for federal income tax
purposes of qualifying tangible
property, after the deduction of any
tederally authorized credit taken with
respect to the property. The credit
authorization has no expiration date.

- The credit may not reduce the tax due
to less than the minimum tax, nor may it
exceed 50 percent of the tax due. A
taxpayer may carry over any excess
credit to any of the next succeeding
three taxable years; provided, however,
any credits that could not be used
because the credits cannot reduce the
corporate excise by more than 50
percent may be carried forward
indefinitely.

Job Creation Incentive for Biotechnology, Life
Science or Medical Device Manufacturing
Companies

Under a special rebate plan, a
biotechnology, Life science or medical
device manufacturing company that
creates 10 or more “eligible jobs” in
Massachusetts during a single calendar
year will generally be entitled to receive
a “jobs incentives payment” if the
company has a net increase of 10 jobs or
more for such year compared to the
prior year.

Under this program, companies can
receive a rebate equal to 50 percent of
the Massachusetts income tax withheld
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on salaries paid to persons who perform
the newly created eligible jobs in a
particular year.

- The rebate payment is made in three
equal installments in each of the three
calendar years following the year in
which the eligible jobs are created.

- The payments are contingent upon the
company maintaining at least as many
jobs during each year of payment as the
company had during the year for which
the rebate is sought.

¢ In determining the number of jobs
created or the total number of jobs for a
particular year, employers are required
to take into account the number of hours
an employee worked per week for such
employer, the portion of the employee’s
time attributable to work in
Massachusetts, and the portion of the
year the employee worked for the
employer.

e The number of jobs also includes jobs
performed by persons that are
transferred within a company to work

in Massachusetts from a location outside
Massachusetts.

e For anewly created job to be an
“eligible job,” the employee must
perform “direct production
manufacturing services” for a
biotechnology or medical device
manufacturing company (as specially
defined).

Personal Income Tax

Personal income, including interest and
dividends, and capital gains income from
the sale or exchange of capital assets held



for more than one year, is generally taxed at
a rate of 5.3 percent. Short-term capital
gains are taxed at a rate of 12 percent.

Pass-Through Entities (LLCs, partnerships, S
corporations)

Massachusetts generally adopts the federal
treatment of most pass-through entities.
Federal law treats pass-through entities as
separate entities, but requires that the
entities” income, gain, losses, deductions
and credits be passed-through to the
entity’s owners, generally in proportion to
their ownership interests.

Property Taxes
Cities and towns are the principal taxing

units. Real property is assessed annually at
its fair cash value as of Jan. 1. Personal
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property is assessed on the basis of the
taxpayer’s listing of the property.

Property taxes are payable to the
respective city or town collectors on July
1, annually, and become delinquent on
November 1 (or after the 30th day
following the date on which the bill for
the tax was mailed, if after Oct. 1).

In cities and towns with quarterly tax
payments, the preliminary tax is due
and payable in two installments, with
the first installment due on Aug. 1, and
the second installment due on Nov. 1.
The actual tax bill, after credit is given
for preliminary payments previously
made, is due and payable in two
installments, on Feb. 1 and May 1,
respectively.



REGULATION OF INTERNATIONAL TRADE AND INVESTMENT

8# & -

A broad array of federal statutes and
regulations regulate foreign investment and
commercial activities involving U.S. entities.
The federal government regulates various
aspects of international commercial
transactions, such as pricing, licensing, and
reporting requirements. A domestic or
foreign company, when considering
engaging in an international transaction,
should be aware of the statutes described
below in the event that federal
authorization or review is necessary.

8 #

In the 1980s, as a result of a rapid increase
in the amount of foreign direct investment
in U.S. entities, Congress became concerned
that the existing regulatory framework did
not adequately protect national security
interests. By 1987, when Fujitsu proposed
the purchase of Fairchild Semiconductor
from the French parent, Schlumberger,
Congress acknowledged the need for a
regulatory framework to protect national
security interests. Thus, shortly thereafter,
Congress enacted Section 5021 of the
Omnibus Trade and Competitiveness Act of
1988 (also known as the "Exon-Florio
Provision"), providing the President with
the authority to regulate foreign direct
investment in the United States, including
any merger or takeover of a U.S.
corporation. Under the Exon-Florio
Provision, the President may review and
suspend or prohibit a foreign direct
investment in the United States, only if the
President finds:
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(A) there is credible evidence that the
foreign entity exercising control might take
action that threatens U.S. national security;
and

(B) the existing laws, other than the
International Emergency Economic Powers
Act, do not provide adequate and
appropriate authority to protect the national
security of the U.S.!

Under the statutory review procedure, the
seller notifies the U.S. Department of the
Treasury of the international transaction
through its inter-agency committee, the
Committee on Foreign Investment in the
United States (CFIUS), which is chaired by
the Secretary of Treasury. CFIUS consists of
representatives from eleven (11) other
federal agencies and departments that are
responsible for the development and
enforcement of various regulations such as
antitrust, taxation, trade policy, economic
policy, science and technology, crime, and
national security. Upon notification of the
international transaction, CFIUS has 30 days
to determine if national security issues
warrant a full-scale investigation. If a full-
scale investigation is initiated, CFIUS has 45
days to make a recommendation to the
President. Once the President receives
notification from CFIUS, the President must
announce whether he will implement a
presidential blocking order within 15 days.
The entire CFIUS review process cannot
exceed 90 days.

The aim of this statute is to preserve the
U.S. national security interest while




promoting an open investment policy and
maintaining the confidence of foreign
investors in the United States and, by
reciprocity, U.S. investors abroad.

Transacting parties, in order to facilitate the
review process, will commonly notify
CFIUS when they anticipate a transaction
will raise national security issues and file a
notification for national security review. For
example, in October 2005, before Dubai
Ports World, a state-owned company
located in the United Arab Emirates,
proposed to acquire The Peninsular and
Oriental Steam Navigation Company, a
British firm that operates in a number of
U.S. ports and other ports around the
world, the parties notified CFIUS of their
intent to file a notification. Additionally, the
parties held a complete briefing for the
Department of Homeland Security and
members of CFIUS to facilitate the review.
4 % 4 >
The U.S. government has the authority to
require foreign investors to report
investments made in the United States
under the International Investment and
Trade in Services Survey Act (IITSSA) and
the Agricultural Foreign Investment
Disclosure Act (AFIDA).

Ten Percent Interest

The IITSSA reporting requirements enables
the federal government to collect
information on direct and indirect
international investment and U.S. foreign
trade in services, and to assess the impact of
investment and trade and provide analysis
of such information to Congress, executive
agencies, and the general public. Under
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IITSSA, a “foreign person” is required to
report his or her foreign investment in a
U.S. business enterprise if he or she owns 10
percent or more of the voting interest unless
it is less than $1 million, land under 200
acres, or real estate intended for personal
use. The statute defines a “foreign person”
as any person who resides outside of the
U.S. or is subject to the jurisdiction of a
country other than the U.S. Below is a list of
the most frequently required IITSSA
reporting forms:

e Initial Report of Acquisition of UL.S.
Business by Foreign Entity. (Form BE-13)
A Form BE-13 must be filed with Bureau
of Economic Analysis (BEA) of the
Department of Commerce by a U.S.
enterprise when a foreign person
establishes or acquires (directly or
indirectly) 10 percent or more of voting
stock of that enterprise. An exemption
to the filing requirements exists if the
acquisition is: (1) residential land used
solely for personal use and not for
profit; (2) a business enterprise where
the total assets of the purchased
company were less than $3 million or
the company owned less than 200 acres
of U.S. land. The purpose of the initial
investment report is to capture new
investment transactions in which a
foreign person, or a U.S. affiliate of a
foreign person, acquires directly or
indirectly a ten percent or more voting
interest in a U.S. business enterprise.
This report must filed within 45 days
after the investment transaction occurs;
(3) supplemental investment in a
business enterprise where the total cost
of acquisition was less than $3 million
and the acquisition involved less than
200 acres of U.S. land,;.



Report by U.S. Person who Assists or
Intervenes in an Acquisition of a UL.S.
Business by a Foreign Entity. (Form BE-
14) A Form BE-14 must be filed by the
U.S. person, including intermediaries,
brokers or others, who assists or
intervenes in a sale to or a purchase by a
foreign person of a U.S. affiliate, or by a
U.S. person entering into a joint venture
with a foreign person in order to
establish a U.S. business enterprise.

Quarterly Report. (Form BE-605) A
Form BE-605 must be filed for each U.S.
affiliate of a foreign person if the
affiliate exceeds $30 million in either
assets, sales or gross operating
revenues, or net income after income
taxes. U.S. affiliates that do not meet the
reporting requirements must file a
certificate of exemption, though the
certificate does not need to be filed
quarterly. The purpose of the quarterly
reports is to report direct financial
transactions and positions between the
U.S. affiliate and its foreign parent
groups. This report must be filed within
30 days after the close of each calendar
or fiscal quarter. The fourth quarter
report may be filed 45 days after the end
of that quarter.

Annual Report. (Form BE-15) A Form
BE-15 must be filed for each U.S.
business enterprise in which a foreign
person owns or controls 10 percent or
more of the voting interest, as of the end
of the U.S. business enterprise’s fiscal
year. Reporting should be done on a
fully consolidated domestic basis and
depending upon the size of the
consolidated entity, either a BE-15 long
form, short form, simplified, or BE-15
Supplement C — Claim for Exemption
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will be required. The long form is
required by all majority-owned affiliates
with total assets, sales or gross
operating revenues, or net income
greater than $125 million (positive or
negative). The short form is required by
all majority-owned affiliates with total
assets, sales or gross operating
revenues, or net income between $30
million and $125 million (positive or
negative) and minority-owned U.S.
affiliates with total assets, sales or gross
operating revenues, or net income
greater than $30 million (positive or
negative). A Claim for Exemption may
be filed by each U.S. affiliate if foreign
ownership fell below 10 percent or each
of total assets, sales or gross operating
revenues, or net income were less than
$30 million (positive or negative). The
filing must be made by May 31 of the
following year.

e  Benchmark Survey. (Form BE-12) Every
tive years after 1987, U.S. affiliates must
complete a Benchmark Survey on Form
BE-12 by May 31 if they held at least 10
percent foreign-based beneficial
ownership at the end of the prior
calendar year.

Agricultural Land

A “foreign person” must submit a report
(Form FSA-153, Agriculture Investment
Disclosure Act Report) to the Secretary of
Agriculture, under AFIDA, if agricultural
land is acquired or title is transferred to a
“foreign person.” The statute defines a
foreign person as: (1) any individual who is
not a citizen or national of the U.S. and who
is not lawfully admitted to the U.S,; (2) a
corporation or other legal entity organized
under the laws of a foreign country or



which has its principal place of business
outside the U.S.; (3) a corporation or other
legal entity organized in the U.S. in which a
foreign person, either directly or indirectly,
holds ten percent or more of an interest; and
(4) a foreign government. This form must be
tiled within 90 days of the transaction. It is
important to note that the information
submitted in the FSA-153 will be accessible
to the public.

7:% 2 (

The United States regulates the export of
goods and technology in a variety of ways.
While most exports are not regulated, it is
imperative to research any applicable
regulations based on the type of goods,
importing country and persons involved in
the transaction.

The first trap for the unwary regarding
export regulations is the broad definition of
an export. An export is not only the actual
shipment or transmission of items, but also
the release of technology or software to a
foreign national in the United States.?
Technology or source code is “released”
when it is available to foreign nationals for
visual inspection (such as reading technical
specifications, plans, blueprints, etc.),
exchanged orally, or made available by
practice or application under the guidance
of persons with knowledge of the
technology.® Therefore, even the common
confidentiality agreement or nondisclosure
agreement between two companies prior to
the actual sale of goods that discloses
technology is an export and frequently
conflicts with export regulations,
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particularly if a license is not issued prior to
the disclosure. Thus, if the technology at
issue requires a license before export, a
“deemed export” license should be acquired
before making the disclosure.

There are several governmental agencies
and departments that regulate exports. The
Department of Commerce through its
Export Administration Regulations (EAR)
and the Department of State (which controls
the export of “defense articles and defense
services”) under the International Traffic in
Arms Regulations (ITAR) also regulate
exports. Different types of goods and
technologies are regulated by different
agencies. The Department of State regulates
defense articles, as enumerated in the
United States Munitions List, 22 CFR § 121.
Anyone who wishes to export goods or
technology on the munitions list must
register with the Directorate of Defense
Trade Controls and obtain a license. Dual
use goods and technologies are regulated
by the Department of Commerce pursuant
to the Export Administration Regulations.*
Additionally, the Department of Treasury’s
Office of Foreign Asset Control (OFAC)
maintains the list of countries and areas to
which exports are restricted. The greatest
restrictions currently apply to exports to
Iran, Iraq, Libya, Sudan and Cuba. If the
intended export country or area is on the
OFAC list and the goods are included in the
prohibited exports to that country or area,
the export can only be made under a license
from OFAC.




An exporter may seek to utilize the benefits
of a foreign trade zone. A foreign trade zone
is a specially designated area within or
adjacent to a U.S. Customs Port Of Entry, at
which special Customs procedures may be
used.> Some of the many benefits of a
foreign trade zone are as follows:

e domestic activity involving foreign
items are treated without formal
customs procedures and allows certain
items to be accorded duty-free treatment
if they are re-exported;

e merchandise that is sold domestically is
not assessed a duty until it leaves the
zone or zones;

e if merchandise is re-exported after being
placed in a foreign trade zone or
shipped to another foreign trade zone
and then re-exported, no duty is ever
paid; and

e generally, if foreign merchandise is
brought into a foreign trade zone or
subzone and manufactured into a
product that carries a lower duty rate,
then the lower rate applies, for example,
if a foreign trade zone user imports an
engine that carries a 10 percent duty rate
and uses it to manufacture another
product which carries a 5 percent duty
rate, then when the product
manufactured leaves the foreign trade
zone and enters the U.S,, the duty rate is
5 percent.

Thus, foreign trade zones enable the
exporter to offset customs advantages
available to overseas producers who
compete with producers located in the U.S.
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Exporters must be cautious regarding their
pricing strategies, particularly if a company
intends to sell products at a price less than
the price similar products are sold for in the
company’s home country. When a company
exports a product at a price lower than the
price it normally charges in its own home
market, and thereby causes consumers to
purchase the foreign product rather than
the domestic product based on the lower
price, it is called “dumping.”

Dumping is a serious concern to the United
States. U.S. anti-dumping laws® permit the
imposition of a duty in an amount equal to
the “dumping margin” when a foreign
manufacturer sells goods in the U.S. at a
price less than fair value and such sales
cause or threaten material injury to a U.S.
industry, or materially retard the
establishment of a U.S. industry. Sales are at
less than fair value if they are sold at a price
that is less than their “foreign market
value.”” The dumping margin is the
difference in the price of the imported
goods and the U.S. price. The anti-dumping
law allows competitors to be placed on the
same footing.

The World Trade Organization (WTO),
under the Agreement on the
Implementation of Article VI of the General
Agreement on Tariffs and Trade 1994
(GATT), focuses on how governments can




react to dumping. GATT allows
governments to restrict dumping where
there is genuine “material” injury to the
competing domestic industry. In order to do
so, the government must show that
dumping is taking place, calculate the
extent of dumping (how much lower the
export price is compared to the exporter’s
home market price), and show that the
dumping is causing injury to a U.S. industry
or threatening to do so. GATT allows
countries to impose tariffs, but provides
guidance on different ways of calculating a
product’s “normal value,” and specifies
how a fair comparison can be made
between the export price and normal price.
The WTO'’s Safeguards Committee oversees
the enforcement of GATT and is responsible
for the surveillance of the member
countries’” commitments. Member
governments have to report each phase of a
safeguard investigation and related
decision-making to the WTO Committee for
their review.
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