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some 27 million American small businesses
represent more than 99 percent of all employers, provide 51% of private sector employment
and 45% of its payroll, and produce approximately 50% of the nation’s private, nonfarm
GDP. I could not overstate the importance of
the nearly 66,000 small businesses I have the
privilege of representing to the economy of
Northern and Central New York.
The importance of this measure to small
businesses is evident by the fact that it is supported by a coalition that includes the Alliance
of Visual Artists, American Homeowners
Grassroots Alliance, Associated Builders &
Contractors (ABC), Association for Enterprise
Opportunity (AEO), National Association for
the Self-Employed (NASE), National Federation of Independent Business (NFIB), National
Small Business Association (NSBA), Professional Photographers of America, Small Business & Entrepreneurship Council, Small Business Legislative Council (SBLC), and Women
Impacting Public Policy (WIPP). The Home Office Deduction Simplification Act is also supported by the SBA Office of Advocacy.
Given the importance of small businesses to
our economy, it is imperative that Congress
act when presented with opportunities to reduce or remove costly regulatory burdens. The
current home office deduction presents such
an opportunity, which Congress can reduce,
by enacting the Home Office Deduction Simplification Act. Accordingly, I ask my colleagues to join with Mr. SCHRADER and me to
enact this important measure.
f
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OF INDIANA

wwoods2 on PRODPC68 with REMARKS

IN THE HOUSE OF REPRESENTATIVES

Tuesday, March 17, 2009
Mr. CARSON of Indiana. Madam Speaker,
today I rise in recognition of Saint Patrick, the
patron saint of Ireland. As we celebrate St.
Patrick’s Day, I would like to honor the Indy
Sports Foundation for their continued dedication in civic engagement and preservation of
the rich Irish heritage in Indianapolis, Indiana.
The Indy Sports Foundation has done an
excellent job of hosting the Annual Indianapolis St. Patrick’s Day Parade and Celebration
along with the Annual Shamrock Run/Walk.
With nearly 2,000 participants and over 20,000
spectators, the Indy Sports Foundation celebrates the vibrant Irish culture and Irish contributions to American society.
For the past 25 years, the Indy Sports
Foundation has played an invaluable role in
our community to promote athletics and youth
engagement They have sponsored events
such as the Special Olympic Camps, summer
programs for disabled children, and provided
mentorship for children from disadvantaged
backgrounds.
Each year, the Indy Sports Foundation recognizes an outstanding individual who’s dynamic and selfless contributions have impacted the public good. I would like to congratulate Pat Cronin, the first female to be
named ‘‘Indianapolis Irish Citizen of the Year.’’
I thank her for her service to the Irish community and her ceaseless efforts to advance the
philanthropic mission of the Indy Sports Foundation.
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I urge my colleagues to join me this St Patrick’s Day in recognizing the Indy Sports
Foundation for their ongoing involvement in
the Greater Indianapolis community.

priately compensate members of the Lower
Brule and Crow Creek Sioux Tribes.
f
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Ms. HERSETH SANDLIN. Madam Speaker,
today I am pleased to reintroduce the Lower
Brule and Crow Creek Tribal Compensation
Act. This bill would fully compensate the
Lower Brule Sioux Tribe and the Crow Creek
Sioux Tribe in South Dakota for the lands that
they lost as a result of the federal government’s construction of the massive dams on
the main stem of the Missouri River.
The Lower Brule Sioux Tribe and the Crow
Creek Sioux Tribe reservations border on the
Missouri River in central South Dakota and
are connected by the Big Bend Dam. The
1944 Flood Control Act flooded and devalued
tribal lands. The flooding also took an enormous toll on the people of both tribes and
their economies. It is critically important that
we seek to fully reimburse these tribes for the
lands they lost.
Congress created a trust fund for the Crow
Creek Sioux Tribe in 1996, and a separate
trust fund for the Lower Brule Sioux Tribe in
1997. These trust funds sought to compensate
the tribes for the value of their land that is now
permanently inundated as a result of the construction of the Big Bend Dam.
Regrettably, the compensation amounts varied between separate but similarly-situated
tribes along the Missouri River. The result was
unfair and inadequate compensation trust
funds for Lower Brule and Crow Creek, and
therefore, Congress should revisit the compensation levels provided to these tribes in the
1990s. This act is designed to create consistency among the affected tribes and to bring
some long-overdue closure to the people of
Lower Brule and Crow Creek.
Compensation for these tribes would give
the tribes the tools they need for economic recovery in the face of lasting impacts from the
1944 Flood Control Act. This compensation
would enable the tribe to improve their community facilities and fix their roads. It would
mean better health care and newer schools.
Most importantly, it would mean a real chance
for these tribes to provide future generations
with the tools that so many of us take for
granted.
I am hopeful that the House will move
quickly in the 111th Congress to advance this
important legislation. An earlier version of this
bill was reported by the Senate Committee on
Indian Affairs in the 108th Congress and ultimately passed the Senate. In the 109th Congress it was amended in the Senate after further hearings and then reported. In the 110th
Congress, the Committee on Natural Resources Water and Power Subcommittee held
a legislative hearing on an identical bill.
In closing, I respectfully ask my colleagues
to support the Lower Brule and Crow Creek
Tribal Compensation Act and work with me to
enact legislation that would fairly and appro-
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Ms. ESHOO. Madam Speaker, the field of
biotechnology is the future of medicine. Scientists and doctors are just beginning to
scratch the surface of the potential to harness
the extraordinary power of biology and the astounding natural processes which occur in the
human body, in animals, and in other living organisms to advance breakthrough medical discoveries and treatments. While ordinary pharmaceuticals primarily treat the symptoms of a
disease or illness, biotechnology products—
‘‘biologics’’—can be manipulated to target the
underlying mechanisms and pathways of a
disease.
Through the study of biotechnology, the potential exists to develop effective treatments
for cancer and AIDS, many of which are already saving lives. We will cure diabetes. We
will prevent the onset of deadly and debilitating diseases such as Alzheimer’s, heart disease, Parkinson’s, multiple sclerosis and arthritis. We will save millions of lives and improve countless more.
The development of biologics is expensive
and extremely risky. Bringing a biologic to
market can require hundreds of millions of dollars in research and development costs and
can take several years. For every successful
biologic, there are another 10 or 20 that do
not pan out, making the incentives for investment in this field extremely sensitive for any
changes in the regulatory structure for biologics.
In 1984 the highly successful Hatch-Waxman Act was enacted, establishing a new
market for generic versions of pharmaceuticals. Today, patients can buy generic
drugs that are safe and save them money
compared with brand name drugs. The Pathway for Biosimilars Act will accomplish the
same thing for biologics.
In the relatively young industry of biotechnology, many of the original patents on
biologics are beginning to expire and it’s appropriate for Congress to consider how ‘‘follow-on’’ biologics or ‘‘biosimilars’’ are considered and approved by the FDA, and the impact these products will have on patient health
and safety, health care costs, and incentives
for innovation.
As a primary matter, it’s important to recognize that traditional ‘‘small-molecule’’ pharmaceuticals and biologics are fundamentally different in their development, their manufacture
and their chemical makeup. A traditional
small-molecule drug is manufactured through
synthesis of chemical ingredients in an ordered process, and the resulting product can
be easily identified through laboratory analysis. A biologic is a large, complex molecule,
which is ‘‘grown’’ in living systems such as a
microorganism, a plant or animal cell. The resulting protein is unique to the cell lines and
specific process used to produce it, and even
slight differences in the manufacturing of a
biologic can alter its nature. As a result, biologics are difficult, sometimes impossible to
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characterize, and laboratory analysis of the
finished product is insufficient to ensure its
safety and efficacy.
The pharmaceutical drug production process
is easily replicated and a ‘‘generic’’ drug product is virtually identical to the original innovative product, so generic drug manufacturers
are permitted to reference the original testing
data submitted by the innovator companies
when the original drug is submitted to the FDA
for approval. With biologics, the manufacturing
process is unique to each biologic and is not
generally disclosed as part of the published
patent. A biosimilar manufacturer would have
to have intimate knowledge of these proprietary processes in order to ‘‘duplicate’’ the biologic product, and even then it is extremely
difficult—no two living cell lines are identical,
so no two biologics manufacturing processes
have identical starting materials or proceed in
the same way.
It’s also important to note that because biologics are produced with cells from living organisms, many of them can cause an immune
reaction which is normally benign and does
not affect safety. However, some of these reactions can negate the effectiveness of the
biologic or even cause side effects that are
more dangerous. Most of these reactions can
only be observed through clinical trials with
real patients.
Any expedited regulatory pathway for
biosimilars must account for all these factors
and I’m proud to join with Congressman JAY
INSLEE and the Ranking Member of the Energy
and Commerce Committee, Rep. JOE BARTON,
to introduce the Pathway for Biologics Act.
Our bill builds on the significant progress the
Senate, led by Senators KENNEDY and ENZI,
already made during the last Congress, as
well as the significant level of consensus we
have heard on our Committee about this
issue. The Pathway for Biologics Act will establish a new statutory pathway for biosimilars
guided by three principles:
1. Legislation to facilitate the development
of biosimilars should promote competition and
lower prices, but patient safety, efficacy and
sound science must be paramount.
2. We must preserve incentives for innovation and ensure that patients will continue to
benefit from the ground-breaking treatments
biotechnology alone can bring.
3. We must strive to protect the rights of all
parties and resolve disputes over patents in a
timely and efficient manner that does not
delay market entry and provides certainty to
all parties.
The regulatory pathway set forth in the
Pathway for Biologics Act embodies each of
these principles and sets forth a sensible, scientifically sound process for approval of
biosimilars. The legislation allows for input
from all interested parties and provides FDA
appropriate flexibility to protect patient health
by requesting analytical, animal and clinical
studies to demonstrate the safety, purity and
potency of a biosimilar. The FDA will be empowered to require the tests and data it
deems necessary, but the results of clinical
testing for immunogenicity will always be required as part of this data unless the FDA has
published final guidance documents advising
that such a determination is feasible in the
current state of science absent clinical data
and explaining the data that will be required to
support such a determination. Since biologics
are derived from human and animal products,
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immune reactions are a major concern for any
new biologic product and are now impossible
to detect without actual human testing.
Our legislation also addresses the important
issue of interchangeability of biosimilars for
the reference product. Some legislative proposals would allow the FDA to permit pharmacists and insurers to substitute a biosimilar
for a physician’s prescription for an innovator
biologic product even when they cannot be
demonstrated to be identical in their composition or effectiveness. Interchangeability of generic pharmaceuticals for brand name drugs is
entirely appropriate since traditional generic
drugs are chemically identical to the reference
product. However, if the state of science is
such that a complex molecule cannot be fully
characterized and a precursor biologic cannot
be adequately compared to a proposed biosimilar, then the biosimilar should not be fully
substitutable for the precursor product without
a physician’s direction. The Pathway for Biologics Act makes it clear that the FDA cannot
make a determination that a biosimilar is interchangeable with a reference product until it
has published final guidance documents advising that it is feasible in the current state of scientific knowledge to make such determinations
with respect to the relevant product class and
explaining the data that will be required to
support such a determination. This requirement is consistent with the recommendations
of the Chief Scientist of the FDA.
An essential element of any new regulatory
scheme for the biotech industry is a careful
balancing of incentives for innovation and opportunities for new entry by competitors. To
preserve incentives for innovation, the Pathway for Biologics Act provides 12 years of
data exclusivity for new biologic products,
which ensures that biosimilar applications that
rely on the safety and efficacy record of existing biologic products will not be permitted to
enter the market for 12 years following the approval of the innovator product. The 12-year
exclusivity period is meant to preserve existing
protections biotech companies receive from
patents. The Congressional Budget Office has
found that the effective patent life for pharmaceuticals is about 11.5 years, so a data exclusivity period of 12 years is consistent with that
finding. Data exclusivity is necessary to provide additional protections and incentives for
biologics because biosimilars—unlike generic
drugs—will not be chemically identical to the
reference product and will be less likely to infringe the patents of the innovator.
The legislation also includes incentives for
additional indications and pediatric testing.
New indications are critical for biologics and
are often more significant than the indications
for which approval was granted. Incentives for
continued testing on new indications must be
included to promote access to new treatments
and cures, and this bill provides an additional
two years exclusivity for new indications. I also
believe it’s important to provide incentives
similar to those given traditional pharmaceuticals under the Best Pharmaceuticals for
Children Act to biologics, so the legislation
provides an additional six months of data exclusivity for testing for use in pediatric groups.
In order to protect the rights of all parties
and ensure that all patent disputes involving a
biosimilar are resolved before the expiration of
the data exclusivity period, the Pathway for
Biosimilars Act establishes a simple, streamlined patent resolution process. This process
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would take place within a short window of
time—roughly 6–8 months after the biosimilar
application has been filed with the FDA. It will
help ensure that litigation surrounding relevant
patents will be resolved expeditiously and prior
to the launch of the biosimilar product, providing certainty to the applicant, the reference
product manufacturer, and the public at large.
The legislation also preserves the ability of
third-party patent holders such as universities
and medical centers to defend their patents.
Once a biosimilar application is accepted by
the FDA, the agency will publish a notice identifying the reference product and a designated
agent for the biosimilar applicant. After an exchange of information to identify the relevant
patents at issue, the applicant can decide to
challenge any patent’s validity or applicability.
All information exchanged as part of this procedure must be maintained in strict confidence
and used solely for the purpose of identifying
patents relevant to the biosimilar product. The
patent owner will then have two months to decide whether to enforce the patent. If the patent owner’s case is successful in court, the
final approval of the application will be deferred until the patent expires.
Madam Speaker, I believe the Pathway for
Biosimilars Act sets forth a straightforward,
scientifically based process for expedited approval of new biologics based on innovative
products already on the market. This new
biosimilars approval pathway will promote
competition and lower prices, but also ensure
that patients are given safe and effective treatments that have been subjected to thorough
scrutiny and testing by the FDA. The Pathway
for Biosimilars Act will also protect the rights
of patent holders and preserve incentives for
innovation in the biotechnology sector to develop the next generation of life-saving, lifechanging therapies.
I strongly urge my colleagues to support the
Pathway for Biosimilars Act.
f
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Mr. SHIMKUS. Madam Speaker, I rise today
to pay tribute to a championship team from
Harrisburg, Illinois.
On February 18, the Harrisburg Junior Bulldogs beat previously-undefeated Carlyle 52–
43 to clinch the 2009 Southern Illinois Junior
High School Athletic Association Class L state
championship. Finishing with a record of 26–
1, the Junior Bulldogs gave Harrisburg Middle
School its first state championship in boys
basketball.
Facing a strong, talented opponent, the Junior Bulldogs stayed cool under pressure, held
off a late rally and then came from behind to
seal the win. This year’s team exemplifies
teamwork. As Coach Kevin Dowdy told the
local newspaper, ‘‘Everyone had their part.’’
I want to congratulate Coach Dowdy and his
assistant coach, Marcus Questelle, on their
fine work with this group of student athletes. I
also want to extend my congratulations to the
members of the 2008–2009 Harrisburg Junior
Bulldogs state championship boys basketball
team: Tyler Smithpeters, Capel Henshaw,
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