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On October 9, JALBCA held its
18th annual Ellen P. Hermanson
Memorial Symposium at the Great Hall
of the New York City Bar Association.
The Ellen P. Hermanson Foundation
sponsored the program, and the
Women’s Bar Association of the State
of New York served as CLE provider.
We were fortunate to have extraordi-
nary panelists to discuss the topic,
“Litigating for the Cure: Public
Interest, Private Enterprise and the
Role of the Courts in the Business of
Cancer Research”. The non-judge panel
consisted of Robert Cook-Deegan, MD

(Research Professor, Genome Ethics,
Law & Policy, Duke University), Larry
Norton, MD (Deputy Physician-in-
Chief for the Breast Cancer Program,
Memorial Sloan-Kettering Cancer
Center), Joseph Opper, Esq. (Partner,
Garwin Gerstein & Fisher LLP) and
Fran Visco, JD (President, National
Breast Cancer Coalition). The panel of
judges consisted of Hon. Loretta Preska
(Chief Judge, U.S. District Court, NY),
Hon. Judith S. Kaye (former Chief
Judge, NYS Court of Appeals), and
Hon. Helen Freedman ((NYS Appellate
Division, 1st Department).

Background
The Symposium this year highlighted

the role of the Judiciary in the war on
cancer. Market-driven cases and contro-
versies have come before the Courts,
largely involving disputes over gene
ownership, patents, intellectual property
and competitive practices. The crucial
role that the Judiciary is playing in the
business of cancer research illustrates
that there is an absence of affirmative
policy reflecting the public will – set by
the government and embraced by the
public as a war on cancer – to find a cure
without delay. Yet, delay is inevitable
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given government’s withdrawal from
research and development and its having
relinquished that role to private enter-
prise. Private enterprise engenders secre-
cy. The culture of proprietary science is
largely invisible to the public and has
created a silo-approach to cancer
research. 

The business of cancer research is
essentially in the hands of a pharmaceu-
tical and biotechnology industry not will-
ing or able to contribute to the greater
body of knowledge by sharing informa-
tion. The private concerns that drive the
business of cancer research jealously
guard what is theirs, and do so lawfully,
in the private sector. We are left with the
troubling questions: is cancer research
hampered by this commercial behavior,
and should it be left exclusively in the
hands of business? It is well settled that
the interests of shareholders are para-
mount, inhibiting the gratuitous sharing
of research information. 

While the federal government tradi-
tionally facilitated certain cancer
research, over the last decade that effort
has largely disappeared, except to the
extent that grant-making might foster a
certain area of research. A major govern-
ment player in this area is the Federal
Food & Drug Administration (FDA),
which reviews applications submitted to
it – rather than directing actual research.
The National Institutes of Health through
the National Cancer Institute (NCI) acts
within a constrained budget. The public
may be unaware of the result – that the
well from which clinical research flows
is controlled by private enterprise.

Not surprisingly, the advent of genet-
ic mapping (stemming from the Human
Genome Project) and the exponential
advancement in understanding the inter-
action of genes, molecules and cancer
have created significant opportunity in
the business of science. In this connec-
tion, a previously published article co-
authored by the panelist Dr. Cook-
Deegan provided the corporate backdrop
for the Assn. for Molecular Pathology
case involving the Myriad Genetics’
patents. The article compared the experi-
ence (corporate behavior and business
plan) of Genentech and its introduction
of Herceptin as a cancer treatment with
the corporate behavior of Myriad and the

monopolization of BRCA testing. [See
the article, “Constructing narratives of
heroism and villainy: case study of
Myriad’s BRACAnalysis® compared to
Genentech’s Herceptin®”, A L Baldwin
and Robert Cook-Deegan.] In enforcing
the BRCA1 and BRCA2 patents, Myriad
caused university-based research (utiliz-
ing the BRCA1 and BRCA2 tests) to
come to a halt. One example of this is cit-
ed in Dr. Cook-Deegan’s article. The
same article indicated that Myriad also
undertook aggressive enforcement
against the NCI for alleged patent
infringement by ongoing clinical
research that involved BRCA1 and
BRCA2 testing.

The decade-long battle over the
patentability of Myriad’s BRCA testing
may also represent a “decade lost” in
cancer research. The synergy of knowl-
edge is incongruous with secrecy and a
scientific culture which jealously guards
trade secrets. Emblematic of this, per-
haps, is Myriad’s decision to stop con-
tributing to the Breast Cancer
Information Core (BIC) database in late
2004. The BIC database is a public data-
base looking at breast cancer susceptibil-
ity “variants” encountered in clinical
practice and research, according to Dr.
Cook-Deegan. The information is acces-
sible to qualified investigators to
improve “clinical understanding and
enable more effective clinical interpreta-
tion of BRCA variants” Id. at 8. While
Myriad may have stopped contributing to

the database for technical reasons
(according to Dr. Cook-Deegan), by
2006 it was a deliberate strategy to build
a database that would “leverage the com-
pany’s large testing experience into a
proprietary data base that would not
expire with Myriad’s patents.” Id. at 8.
The upshot is that Myriad gained a com-
petitive trade secret advantage with this
strategy and successfully withheld the
sharing of such variants with the public
database, which arguably would have
served the greater good. As Dr. Cook-
Deegan points out, “the proprietary data-
base is trade secrecy leveraged on patent
monopoly and is perfectly legal.” Yet,
the data is amassed from testing the
genes of members of the public who each
pay approximately $3,000 for Myriad’s
test. Essentially, with the Myriad experi-
ence, a single entity (Myriad) held the
reins on discovering new variances in
BRCA samples, while it held the monop-
oly on BRCA testing. The BRCA gene
was discovered in 1998 (interestingly, by
university scientists in the first instance),
and therefore 15 years have passed since
this watershed discovery. 

The notable cases which have looked
at property and privacy rights concerning
human tissue (blood, genes, cell lines,
organs, etc.) provided the context for the
Symposium discussion. They are: 

1. Moore v The Regents of The
Univ. Of Cal., 51 Cal. 3d 120 (1990);

2. Greenberg v Miami Children’s
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Hosp., 264 F. Supp. 2d 1064 (SDFL
2003); 

3. Washington Univ. v Catalona,
437 F. Supp. 2d 985 (EDMO 2006);
and

4. Colavito v New York Organ
Donor Network, 8 N.Y.3d 43 (2006).

The Supreme Court cases specifically
discussed were:

1. Association for Molecular
Pathology v. Myriad Genetics, Inc.,
133 S. Ct. 2107, 186 L. Ed. 124 (June
13, 2013). 

The U.S. Supreme Court in
Myriad unanimously held that a natu-
rally occurring segment of DNA is
not patent eligible under 35 U. S. C.
§101 merely by the process of isolat-
ing it from the rest of the human
genome; and cDNA, which is not nat-
urally occurring, is patent eligible.

2. FTC v. Actavis, Inc., 133 S. Ct.
2223, 186 L. Ed. 2d 343 (June 17,
2013).

The case was brought in the con-
text of the Hatch-Waxman Act. The
Court considered five reasons why
the FTC had a valid antitrust claim, in
connection with money paid as com-
pensation for keeping generic drugs
off of the market, that the reverse
payment settlement agreement violat-
ed antitrust laws. The Court refused
to adopt the FTC’s position which
would have declared reverse settle-
ment agreements presumptively
unlawful. It stated that not all reverse
settlement agreements negatively
affect competition and, therefore,
they are not all in violation of
antitrust laws. Rather, the Court held
that the FTC must prove its case
under the “rule of reason” analysis
and remanded the lawsuit. 

Introduction by Dr. Norton
Dr. Norton stated that the past year

was extraordinary in gaining understand-
ing of cancer through the expansion of
new scientific tools. Advances have been
made in understanding DNA and the
more complex characteristics of the cell.

Molecular events, particularly muta-
tions, can now be targeted by drugs.
Moreover, the new thinking is that all
cancers are similar. 

Researchers have focused on drugs to
unleash the immune system of a cancer
patient, allowing it to attack the abnor-
mal proteins given off by tumors.
Abnormal pieces of protein should trig-
ger the immune system although cancer
cells do not. Drugs being developed,
however, cause the immune system to
attack cancer. While Dr. Norton was not
specific, recent news articles have
revealed that immunotherapy is emerg-
ing as a powerful tool against malignan-
cies and that several major drug compa-
nies are developing drugs known as
“immune checkpoint inhibitors”, which
cause the body’s immune system to be
able to recognize and attack tumor cells.
Reportedly, most corporate interest is on
drugs that target a molecular pathway
known as PD-1 – which stands for pro-
grammed death receptor 1 – which
works to put a brake on the immune sys-
tem to prevent it from attacking healthy
cells. Cancer cells take advantage of this
mechanism to avoid detection by the
patient’s immune system. The immune
checkpoint inhibitor would block this
cancer cell interaction, enabling the
immune system to attack the cancer
cells. Different companies have drugs
that target a different parts of the PD-1
mechanism.

Dr. Norton also indicated that a num-
ber of papers on lung cancer have taught
researchers about the evolution of abnor-
malities such that cell mobility itself is a

target to limit metastasis and to make
drugs work better. He indicated that
advances in skin and lung cancer are start-
ing to become relevant to breast cancer. 

Finally, Dr. Norton spoke about
Protazumab – a new drug tested in neo-
adjuvant therapy – used with Docetaxel
before surgery to shrink the tumor. He
noted that when given with other drugs,
it has a high rate of disappearance of
tumors in the breast. While the drug has
been approved in combination with oth-
er drugs in the neo-adjuvant setting by
the FDA, it has not yet been approved
for post-surgery treatment. Docetaxel is
a mitotic inhibitor – i.e., it inhibits mito-
sis or cell division by disrupting micro-
tubule polymerization, thus preventing
cancerous growth.

Panel Discussion
Judge Preska began the discussion by

questioning the extent to which research
silos – which reflect the non-sharing of
medical research – are a problem. Dr.
Norton confirmed the present system is
not optimal to get ideas to where they
can help people. He cited to the fact that,
in academia, the currency is publication
and scientific credibility follows from
publication, thereby creating a time lag
between publication and sharing. On the
commercial side, he noted that corpora-
tions cannot share data and owe a
responsibility to their shareholders, so
medical knowledge becomes available
only after replication of research by oth-
ers, which is both costly and causes
delay. He referenced alternatives such as
joint research activities or the concept
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advanced by hedge fund manager/econo-
mist Andrew Lo, to create a $30 billion
dollar mega-fund to support early-stage
biomedical research and the argument
that this would reduce development
costs and the risk of research failures by
individual companies. Lo’s proposal
would bring together investors who
would not normally fund research at top
biomedical universities in exchange for a
small percentage of all royalties from
successful drugs or licensing revenues
that result. (Source: http://www.technol-
ogyreview.com/news/506916/econo-
mist-proposes-a-30-billion-megafund-
for-new-cancer-drugs/). This, of course,
would address the capital needs of
research, but would not address the time
requirements to proceed through the reg-
ulatory process nor would it assure the
success of the basic research.

The panel next discussed the import
of case decisions, initially the Myriad
decision. Dr. Cook-Deegan reminded the
audience that it took almost 20 years for
Myriad’s corporate practice to be chal-
lenged in court, and this occurred
because the ACLU decided to pursue the
case. A month after the U.S. Supreme
Court decision, he said, Myriad legally
pursued two companies in Salt Lake City
on the patent that was not invalidated by
the Court, and Myriad also pursued
another company in San Francisco. Ms.
Visco, representing the patient activist
organization NBCC, stated that patient
activists had denounced the patenting of
the BRCA genes and, at the time, the sci-
entific community denounced them,
threatening that this would chill research.
She maintained that the patenting by
biotech companies permeates scientific
research and the scientific community.
While NBCC does not oppose capital-
ism, she explained, the courts properly
should be examining the practice. She
believes patenting slows research more
than it advances it.

When asked what judges should look
for in cases argued before them, Dr.
Cook-Deegan allowed that the only tool
available to the courts is to look at the
consequences upstream for having
exclusive rights. Ms. Visco stated that
the Supreme Court’s decision means
access to genetic information and genes
beyond BRCA, but the discussion should

not be limited to BRCA testing, which in
any event will not get us to a cure. Dr.
Norton emphasized that Myriad will
dominate the market because of its data-
base – who has mutations and which
ones are deleterious. What is critical is
the analysis of the information, which
others do not have.

In the Actavis decision, decided June
17, 2013, the Court decided the antitrust
standard to apply where there is a reverse
payment settlement. Mr. Opper provided
the regulatory and decisional law back-
ground. In the case, the Supreme Court
rejected the “scope of the patent test”
(supported by the 2d, 4th and Federal
Circuit courts, which found it was per se
lawful for a branded company to pay a
generic company to stay out of the mar-
ket until patent expiration) and found a
traditional “rule of reason” analysis
should be used in scrutinizing a reverse
payment settlement for antitrust purpos-
es. The question was posed of whether if
we encourage competition and find
reverse payment settlements anti-com-
petitive, would this encourage research?
Ms. Visco argued that we should encour-
age as much competition as possible and
the cost of drugs do not necessarily tie
into R&D. Dr. Norton argued that there
is not a lot of innovation in the pharma-
ceutical industry presently, as the indus-
try is risk-averse, and we are dealing
with a broken system where doctors are
using the same cancer drugs now that
were used long ago. 

Panelists were questioned as to what
an ideal system would look like. Ms.
Visco noted that most discoveries hap-
pen outside a company, in academia, and
we should limit the number of drugs that
go through the system to ones that really
make a difference – there are many “me
too” drugs presently. Dr. Cook-Deegen
noted that the discovery of Herceptin
was not made by a company that was big
at the time and so it was not risky for
them to do the research. Dr. Norton reit-
erated that there is little money now to
convert a new idea into a new drug and a
major reason is bad intellectual property.
To get from discovery to sale costs a
great deal of money. In fact, maintaining
a patent costs approximately $1 million a
year. Trolls offer extortion money – they
claim a patent is imperfect and that they

plan to challenge it.
Judge Kaye asked where the money

from 5K races and other fundraisers
goes? The question was not directly
answered but the doctors noted that the
total funds devoted to all cancer research
is a fraction of what is needed, indepen-
dent of the concern that some research is
not good research. NCI contributes
approximately $5 Billion, the pharma-
ceutical industry contributes a like
amount and philanthropy contributes
about $1 Billion. Ms. Visco argued it
was not the amount of money, but rather
where it is directed, that is important.
She sees a lot of money dissipated in the
community, going to “me too” drug
development, and not going into good
research. As to who should decide who
receives the research funding, Dr. Cook-
Deegan brought the discussion back to
the fact that there are not incentives for
information sharing so that the system is
inefficient, and there is voluminous data
sitting on computers with no infrastruc-
ture to share it and no incentive to allow
others to mine a data-owner’s data. Ms.
Visco responded that “incentives” mean
different things to advocates than to oth-
ers – advocates care about being incen-
tivized to end cancer while, to others, the
incentive is to get published, for exam-
ple, and this supports why advocates
should be in a leadership role to make
funding decisions.

Judge Preska questioned whether the
exclusivity time granted for patents
should be shortened. Patient advocates
would say yes, and do not believe patent
laws are so critical to finding cancer
cures, but commercial interests would
say no and resist shortening the period.
Patient advocates find the scientific
community a barrier, and would argue
that Federal agencies should tie grants to
disclosure. Dr. Norton argued that grants
are not large enough to support this –
$15-$30 million is needed to get to the
end of a Phase 2 clinical trial. The mon-
ey must come from free enterprise as it is
not available from government.

Returning to the Court decisions, the
panelists posited where we go from here.
Mr. Opper anticipated more litigation. For
example, litigants would fight over what
constitutes a reverse payment, and whether
it has an imputed value. Ms. Visco thinks
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Manhattan
On October 21, 2013, the Korean American Lawyers
Association of Greater New York and JALBCA co-spon-
sored a presentation on breast cancer awareness and early
detection. The program featured Mary Solomon, Director of
Scan Van Mobile Mammography Van Program, and was
hosted by Dechert LLP. More than 30 people attended. The
feedback from guests and co-sponsors was tremendous, and
the audience learned about JALBCA and its programs
(including the breast cancer hotline) for the first time. 

The New York County Criminal Court Gender Fairness
Committee, in association with JALBCA, similarly present-
ed a program on “What Every Person Should Know About
Breast Cancer” on October 24. The event, which took place
at the Criminal Court on Centre Street in Manhattan, also

featured Mary Solomon. All court personnel and visitors
were welcome to attend.

RECENT JALBCA ACTIVITIES

Brooklyn
The Brooklyn Women’s Bar Association and JALBCA were
presented with a photo proclamation on Tuesday, October
22 at Brooklyn Borough Hall by Brooklyn Borough
President Marty Markowitz.  

Staten Island
The Staten Island Women’s Bar Association and JALBCA
co-sponsored a breakfast on October 18 at the Richmond
County Supreme Court courthouse. The event was a suc-
cess with over 65 attendees. Betty Fitzpatrick of the
American Cancer Society was the featured speaker.

Left to right: Dawn Reid-Green (SIWBA Pres.), Justice Judith McMahon,
Administrative Judge, 13th Judicial District; Betty Fitzpatrick (speaker-
breast cancer survivor and ACS volunteer); Hon. Barbara Panepinto
(JALBCA past co-President and breakfast co-chair); Hon. Karen Wolff,
JALBCA Board member and breakfast co-chair.

the Myriad and Actavis cases support more
broad-based research and applauded the
decisions. Dr. Cook-Deegan’s opined that
patents are not as important as how the
patent is employed to advance science and
technology (e.g., does the patent holder
block others?) Dr. Norton lauded the courts
for making decisions where the ultimate
goal is the common good.

Judge Freedman asked about the role
of international research. Dr. Cook-
Deegan answered that the U.S. account-
ed for approximately half of all the
biotechnology research being pursued
worldwide, though this is changing (as in
Asia) and the U.S. is stagnating. With
regard to patents specifically, a 1994
international treaty provided for intellec-

tual property rules to be harmonized
worldwide using the U.S. model, but
individual countries such as Brazil and
India reject the U.S. model. Dr. Norton
opined that immunotherapy drugs will
“blow everything apart” as scientists find
more commonality among cancers (in
contrast to focusing on targeted therapies
for specific cancers).

Hon. Randall T. Eng, Presiding Justice, Appellate Division 2nd Dept.,
Joanne Minsky Cohen, Esq., Chair, October Alert-BWBA, Marty
Markowitz, Borough President, Holly Peck, Esq., President, BWBA, Hon.
Barry Kamins, Administrative Judge of Supreme Court
Criminal Matters, Hon. Joanne Quinones, Judge of the Criminal Court,
NY County, Barbara Grcevic, Esq., Hon. Laura Jacobson, Sharon L.
Nelles, Esq., President, Lawyers Division-JALBCA.



ADELPHI NY STATEWIDE BREAST
CANCER
Hotline & Support Program
Adelphi University School of Social Work
Garden City, NY 11530
www.breastcancerhotline@adelphi.edu

CancerCare
275 Seventh Avenue
New York, NY 10001
www.cancercare.org
1.800.813.HOPE (4673)

ELLEN’s RUN
200 West End Avenue, Suite 12 G
New York, NY 10023
www.ellensrun.org
212.840.0916

MEMORIAL SLOAN KETTERING
CANCER CENTER
Post-Treatment Resource Program
Educational Forums
215 E. 68th St., Ground Fl.
New York, NY 10021
www.mskcc.org
212.717.3527

Bendheim Integrative Medicine Center
1429 First Avenue (at 74th Street)
New York, NY

SHARE (Self-Help for Women with
Breast or Ovarian Cancer)
1501 Broadway, Ste. 704A
New York, NY
www.sharecancersupport.org
212.719.0364
Speak to a survivor toll-free:
1.866.891.2392

TO LIFE!
410 Kenwood Avenue
Delmar, NY 12054
518. 439.5975
110 Spring Street
Saratoga Springs, NY 12866
518.587.3820
www.tolife.org

YOUNG SURVIVAL COALITION
61 Broadway
New York, NY
www.youngsurvival.org
646.257.3025
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