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Watson Supercomputer, New York Genome Center 
Collaborate on Cancer Treatments

It made its first splash on a quiz show. Now it may wind up having 
a hand in shaping how labs create new molecular tests.

Watson, the IBM-designed and -manufactured supercomputer that 
first made headlines three years ago when it crushed legendary past 
winners on the show Jeopardy will now participate in the advance-
ment of genomic medicine.
A version of Watson designed to undertake genomic research will 
work with the New York Genome Center (NYGC) to focus on bring-
ing new treatments to patients.
The collaboration’s initial focus will be on glioblastoma, a particularly 
aggressive form of brain cancer that is usually fatal within 15 months 
even with standard treatments and kills about 13,000 in the United 
States each year. The supercomputer will analyze specific genetic 
data in conjunction with biomedical literature and drug and treat-

Continued on page 7

Sequenom Makes Over C-Suite, Settles Lawsuit 
With Former CFO

Sequenom, the San Diego-based molecular lab focused on prenatal 
testing, has lined up a virtually new C-suite and has settled litiga-

tion with its former chief financial officer.

William J. Welch, Sequenom’s current chief operating officer, will 
replace current CEO Harry F. Hixson when he retires on June 10. 
Hixson will remain as chairman. Welch was hired by Sequenom as a 
senior vice president in 2011 after working for years as a consultant 
to molecular labs and was appointed COO in 2012.

Paul V. Maier will also retire as CFO in June. He will be replaced by 
Carolyn D. Beaver, who has served as the company’s chief account-
ing officer since June 2012.

The changes come at a time when the company has been engaged in 
a fast-growth mode. Its 2013 revenue was up 81 percent from 2012, 

Continued on page 2
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ment databases to determine potential new courses of care, which might include 
new combinations of drugs and other treatments.
“Since the human genome was first mapped more than a decade ago, we’ve made 
tremendous progress in understanding the genetic drivers of disease. The real 
challenge before us is how to make sense of massive quantities of genetic data and 
translate that information into better treatments for patients,” said Robert Darnell, 
NYGC’s president and scientific director, in a statement.
The research provided by Watson could be used to create specific molecular labo-
ratory tests as well. Most in the oncology realm are designed to match treatment 
regimens to the genetic makeup of tumors found in a patient’s body. Molecular 
assays that focus on personalized medicine issues are among the fastest-growing 
segments in the laboratory sector. NYGC is also one of the founding members of 
the GeneInsight Network, which was convened last year by Illumina and Partners 
HealthCare to share genomic data and help develop relevant tests.
However, it is unknown to what extent the Watson research will be provided to 
labs and other members of the health care provider community to develop new 
tests and treatments. Officials with both NYGC and IBM did not answer questions 
submitted by Laboratory Industry Report or provide officials to interview.
An independent, nonprofit research facility, NYGC is a relatively new player 
in genetic research. Supported by a variety of hospitals in New York state, Cold 
Spring Harbor Laboratory, Jackson Laboratory, and the American Museum of 
Natural History, among others, it opened a 170,000-square-foot sequencing and 
biometrics research center in Manhattan in mid-2013.

Takeaway: A collaboration between IBM and the New York Genome Center could eventu-
ally provide a boost to molecular tests focused on personalized medicine.      

DermTech Gets CLIA Licensure, Releases Testing Data

DermTech, a molecular testing startup, has completed Clinical Laboratory 
Improvement Amendments (CLIA) licensure for its laboratory in California 

and released validation data for its melanoma test.

DermTech’s molecular test focuses on the genetic expression of melanoma. The disease 
has been diagnosed for decades through the tracking of the shapes and colorations of 
moles and other skin lesions, followed by biopsies. The DermTech assay uses an adhe-
sive patch to lift tissue from a suspect mole, rather than require a full biopsy.

According to data recently released by the San Diego-based company, the test 
demonstrated a 91 percent accuracy rate in detecting melanoma in moles and le-
sions in more than 500 sample tests, significantly higher than the current clinical 
rates based on pigmentation and shape.

“DermTech’s gene classifier has the potential to facilitate the assessment of pig-
mented lesions and significantly reduce surgical biopsies,” said Pedram Gerami, 
M.D., associate professor of dermatology at Northwestern University and the co-
director of melanoma research at the Northwestern Skin Cancer Institute.

Watson supercomputer, neW York Genome center, from page 1
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About 76,000 cases of melanoma are diagnosed in the United States annually, 
and about 9,700 die from the disease every year. It is by far the deadliest form of 
skin cancer, although the long-term survival rates exceed 80 percent when the 
disease is detected in its earliest stages.
DermTech began validation testing for CLIA certification last fall, not long after it 
raised $5.6 million in series B financing. It has not said when its test will become 
commercially available in the United States.
Takeaway: DermTech is moving toward a noninvasive test for melanomas, although 
there is still no estimated timeline for its release.      

Rosetta Teams With Israeli Hospital to Develop Test 
To Determine Risk of Donor Rejection

Rosetta Genomics has entered into a joint venture agreement with an Israeli 
hospital to develop a molecular test that would assess the potential of organ 

rejection in newly transplanted kidneys.

The New Jersey-based Rosetta struck the deal with the Clalit Health Services’ Rabin 
Medical Center-Beilinson Campus in Petah Tikvah, Israel, a suburb of Tel Aviv. The 
deal includes partial funding of the research by Rosetta, which will retain worldwide 
rights to distribute any test that is developed as a result of the collaboration. Patents 
would be held jointly by Rosetta and a private company affiliated with Clalit Health.

About 14,000 kidney transplants take place in the United States every year, with 
many of the patients requiring drugs to suppress their immune systems in order 
for the new organs to function properly. There is currently no reliable way to 
detect a potential donor rejection prior to a transplantation.

Although there is no specific data on organ rejection per patient available, the 10-
year survival rate for a kidney transplant recipient in 2009 was about 45 percent, 
according to data from the National Kidney and Urologic Diseases Information 
Clearinghouse, an affiliate of the National Institutes of Health. Although that is 
up significantly from the 25 percent survival rates of the 1980s, the number has 
increased little in the past 20 years.
Recent research has suggested that rejection can be traced by matching certain 
blood protein levels in both the donor and the recipient through microRNA as-
says, which is a specialty of Rosetta’s.
“Despite an improvement in kidney transplant survival in the early post-trans-
plantation stage, there still remains the need for a sensitive, etiology-specific 
and noninvasive method for monitoring the function of the renal allograft in the 
late post-transplantation period, where chronic rejection is an almost universal 
finding,” said Alexander Yussim, M.D., a transplant immunology researcher 
from Beilinson’s transplant department. “The noninvasive test we would like to 
develop could have potential to enable diagnosis at an earlier stage when this in-
formation could alter the choice of therapy and, ultimately, improve outcomes.”

Takeaway: Researchers from Rosetta Genomics and an Israeli hospital are working on a 
molecular test to determine the likelihood that a donated kidney will be rejected.     
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Inside The Lab Industry
Latest SGR Fix Has Plenty in It for Labs, 
Ties Medicare Lab Payment to Market Rates

For a time it appeared that there would be an actual replacement by Congress 
of the sustainable growth rate (SGR), the payment formula for Medicare 

participants that has been widely reviled—and typically ignored—since it was 
implemented in 1997.

For well more than a decade, Congress had been issuing one-year 
“patches” to the SGR that nominally bumped up payments instead of 
making the double-digit percentage cuts that were mandated by the 
SGR’s complex payment formula. Both the House and Senate nominally 
agreed on an SGR replacement earlier this year that would have boosted 
payments to physicians by 0.5 percent annually for the next five years, 
but the deal fell apart over whether the bill should include a delay of the 
individual mandate requirement to purchase health insurance or pay a 
tax penalty.

Instead, lawmakers fashioned yet another patch—its 17th to date—with a 
modest payment bump for physicians. However, this patch is different than 
others—it contains what appears to be a bunch of carrots for labs, including 
the biggest modification to the Clinical Laboratory Fee Schedule (CLFS) since 
it was implemented in 1984.

It contains considerable changes to the ways payments will bet set for labo-
ratory services in the coming years. Some lab executives are happy with the 
changes, others are skeptical, but there is agreement that the sector is having 
grievances addressed that had been ignored by government officials for a 
long time.

Among the items in the SGR patch legislation expected to have a major im-
pact on laboratories:

 � Beginning in 2016 many labs would be required to report to the secretary 
of Health and Human Services (HHS) commercial payment rates paid 
by each private payer during the specified reporting period, and the 
volume of such tests for each payer for the period. If a lab has different 
payment rates for the same payer, or different payment rates for differ-
ent payers for the same test, it would be required to report all rates. The 
reports have to be made every three years. Payment for clinical diagnos-
tic laboratory tests would be equal to the weighted median for the test 
for the most recent data collection period.

 � Payment reductions would be capped at a maximum of 10 percent for 
the years 2017 to 2019 and 15 percent for the years 2020 to 2022.

 � Fees for sample collection or beneficiaries in skilled nursing facilities or 
on behalf of a home health agency would be increased by $2 per test.
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 �An advanced diagnostic laboratory test is defined as meeting the follow-
ing criteria: “the test is an analysis of multiple biomarkers of DNA, 
RNA, or proteins combined with a unique algorithm to yield a single 
patient specific result” and it is cleared or approved by the Food and 
Drug Administration (FDA). HHS would be required to establish 
temporary Healthcare Common Procedure Coding System codes 
(effective for no longer than two years) for new advanced diagnostic 
laboratory tests.

 �A new test that does not meet the advanced diagnostic laboratory 
test criteria would be paid using crosswalking or gap-filling.

 �A clinical laboratory advisory panel would be established by next 
year to provide input on the establishment of payment rates for new 
tests, the factors to determine coverage and payment for new tests, 
and other matters.

 � Starting in 2015, Medicare administrative contractors, or MACs, 
could issue a coverage policy for a clinical diagnostic laboratory test 
only in accordance with the process for making local coverage deter-
minations.

 � ICD-10, the initiative that would more than triple the coding uni-
verse to more than 60,000 Current Procedural Terminology codes, 
has been delayed from later this year until 2015.

ACA, CAP Split on Fix
Alan Mertz, executive director of the American Clinical Laboratory As-
sociation, supports the changes made to the CLFS, saying he believes that 
the changes will likely stabilize the Medicare payment environment for 
labs in the coming years.

However, the College of American Pathologists (CAP) is opposed to the 
new law. “[The] patch legislation does not provide stability for physician 
payments, does not address pathologists’ specific concerns with participa-
tion in the current pay-for-performance program, and would drastically 
alter the payment system for clinical laboratories,” said CAP President 
Gene N. Herbek, M.D. Herbek added that the patch also does not correct 
the current self-referral loophole.

Perhaps the most significant of the changes is the move toward a more 
market-based system for setting payment rates. Fierce battling for large 
contracts among the national laboratories has helped to ratchet rates 
down in the commercial realm, and the new method could lend more 
transparency overall to pricing of procedures.

“I think to a certain extent Medicare has set fees that have been somewhat 
arbitrary and capricious, and this would go toward addressing them in a 
more appropriate way,” said Susan Dougherty, vice president of opera-
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tions and outreach services for Chi Solutions, a Michigan-based laboratory 
consulting firm.

“This is a great development,” said Chris Riedel, chief executive officer of  
Hunter Heart, a cardiac specialty laboratory in Los Gatos, Calif. “I know 
members of Congress and the [U.S. Department of Health and Human Ser-
vices] have been asking why large payers such as UnitedHealth and Aetna 
are [setting commercial rates] approaching 50 percent of Medicare for some 
tests.” Riedel has been suing the larger national labs, claiming their practices 
to secure payer contracts are anti-competitive.

Dougherty also thought the delineation of advanced and more routine tests 
as they are developed and using separate payment-setting methodologies 
would also be helpful in terms of setting more relevant reimbursement rates 
for labs.

Nursing, Home Health Charge Debated
Executives were less enthused by the $2 per test surcharge. Labs that service 
the nursing home and home health businesses have been hit hard by reim-
bursement cuts.

Mertz estimates that the surcharge amounts to about a 10 percent average 
increase in per-accession prices for that particular niche. Charges run about 
$20 to $22 in the skilled nursing and home health realm, compared to about 
$35 per accession for other Medicare work. He suggests the surcharge would 
act as a hedge against cuts.

But Stephen G. Ruby, M.D., president and medical director of 4Path Ltd. in Jus-
tice, Ill., believes that the fee will mostly provide nominal income, particularly 
for labs in home health. “Two dollars is probably too low, given that [phleboto-
mists] have to travel and can only do one draw an hour at most,” he said.

Dougherty concurred, noting that the rate of nursing home and home health 
care draws is slowed by the travel issue when compared to patients provid-
ing samples at a physician’s office or visiting a draw center.

However, Wall Street is quite enthusiastic about the changes being wrought 
by the SGR fix—specifically for the national labs.

“We view this as a positive for the clinical labs (both LabCorp and Quest 
Diagnostics) in that it removes the overhang of the CLFS review with a round 
of potential cuts that will both occur later (starting in 2017) as well as have 
limits to the amount that they can be cut,” said Michael Cherny, an analyst 
with ISI International Strategy and Investment. “This should provide a relief 
point from what has been a significant overhang on shares and should drive 
both Quest and LabCorp and shares higher.”

Takeaway: The latest SGR patch, though opposed by many physicians, should actu-
ally address some of the payment issues that have been dogging laboratories for 
years.      
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fueled by growing sales of its MaterniT21 PLUS, a noninvasive test for detecting 
genetic abnormalities in fetuses.

“I am confident that Bill, Dirk, Carolyn and the other members of our executive 
management team will continue to deliver on our short and long-term goals to 
achieve value for our shareholders, customers and patients around the world,” 
Hixson said in a statement.

Sequenom also settled ongoing litigation with its former CFO, Paul Hawran. 
He served in the role for 29 months before resigning in September 2009 during 
a shake-up at the company involving the alleged corruption of test data for a 
developing assay to detect Down syndrome. Hawran resigned along with the 
then-CEO Harry Stylli and its research, development head Elizabeth Dragon and 
four other executives.

Although the Securities and Exchange Commission launched an investigation and 
concluded there was no wrongdoing, the company eventually paid $14 million and 
issued new stock to settle 12 class-action lawsuits filed by shareholders in connection 
to the data corruption. It also agreed to make a number of changes to its management 
structure to improve communication and better validate the integrity of its research.

However, Hawran sued the company not long after his departure, claiming that 
the vague reasons given for his resignation—and linking him to what Sequenom 
described as a “loss of confidence”—defamed him.

The terms of the settlement were not disclosed. Sequenom noted in the statement 
announcing the settlement that “the SEC concluded its investigation without any 
action against Mr. Hawran.”

Despite the changes in management and the dramatic uptick in revenue, Seque-
nom’s stock is trading for about $2.40 a share on the Nasdaq exchange, about half 
its price from a year ago and a fraction of its more than $16-a-share price prior to 
the 2009 shake-up. However, Zacks has made two positive upward earnings revi-
sions for the company in the past month and suggested in a recent bulletin that 
the stock could move upward during the calendar year.

Along with the pending changes among the senior management staff, Sequenom 
has also engaged in a cost-cutting program that is expected to save as much as 
$13 million this year. It recently announced a new pact with Aetna and that its 
tests are available to as many as 113 million insured lives. Sequenom has also 
landed agreements with 12 separate state Medicaid agencies that have added an 
additional 21 million lives.

In addition to its MaterniT21 test, the company has an application pending with 
the Food and Drug Administration for marketing approval for IMPACT Dx, a 
test and testing platform that is to assist in detecting thrombophilia, a blood co-
agulation abnormality that can lead to thrombosis.

Takeaway: Despite its dramatic revenue growth, Sequenom’s stock is still struggling to 
gain traction, and the company has engaged in its second large-scale management turn-
over in less than five years.      

sequenom makes over c-suite, settles laWsuit With Former cFo, from page 1
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FDA Panel Unanimously Approves Exact Sciences’ 
Colorectal Cancer Test

A U.S. Food and Drug Administration (FDA) panel has unani-
mously recommended Exact Sciences Corp.’s colorectal cancer 

screening assay be approved for use in the United States, concluding it had demonstrated 
its safety and effectiveness while demonstrating a favorable risk-benefit profile.

The test, known as Cologuard, can detect colorectal cancer through a stool sample. 
Current screening methods for patients with an average risk for contracting the disease 
include physical and virtual colonoscopies. Both are costly, and the former test is invasive 
and occasionally painful.

Nearly 132,000 Americans were diagnosed with colorectal cancer in the United States in 
2010, according to data from the Centers for Disease Control and Prevention. More than 
52,000 died from the disease in 2010. Five-year survival rates are far higher when the 
disease is caught in its early states than in the middle or later stages. That has led to clini-
cal guidelines suggesting that those over the age of 50 undergo stool testing for colorectal 
cancer annually if they have an average risk for contracting the disease and more invasive 
screenings every five to 10 years.

The FDA’s molecular and clinical genetics panel of the medical devices advisory committee rec-
ommended the test for use. The agency is not bound to follow the recommendation, but such 
guidance is key to obtaining full regulatory approval for marketing the test in the United States.

“We are pleased the committee strongly supported Cologuard’s approval,” said Kevin T. 
Conroy, chief executive officer of Exact Sciences, which is based in Madison, Wis. “We look 
forward to continuing our work with the FDA to complete its review of Cologuard and 
remain committed to addressing the growing unmet needs in colorectal cancer screening.”

Exact Sciences has also provided research suggesting that its test is more accurate than 
the current stool testing, which often requires follow-up examinations. A study of 10,000 
patients with average colorectal cancer risk who underwent the Cologuard test accurately 
diagnosed cancer 92.3 percent of the time. The study’s findings are being published in the 
most current issue of the New England Journal of Medicine.

Takeaway: Exact Sciences’ noninvasive colorectal cancer test is inching toward being offered in 
the U.S. market.       
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