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FDA Approves Veridex’s Breast Cancer test

on July 16, the U.S. Food and Drug Administration (FDA) approved the 
GeneSearch Breast Lymph Node (BLN) Assay, making it the first FDA-

approved molecular test for detecting breast cancer metastasis. The test is 
manufactured by cancer diagnostics company Veridex (Warren, NJ), a subsid-
iary of Johnson & Johnson. Veridex also manufactures the CellSearch System, 
a FDA-cleared diagnostic test that identifies and counts circulating tumor cells 
to aid in the monitoring of metastatic breast cancer.

The GeneSearch BLN Assay is a qualitative test for the rapid detection of greater 
than 0.2 mm-metastases in nodal tissue removed from sentinel (underarm) 
lymph node biopsies of breast cancer patients. Because breast cancer is likely to 
spread first to sentinel nodes, the presence of breast cancer cells in these nodes 
can be a powerful predictor of cancer spread and can therefore influence treat-
ment decisions for a woman with metastatic breast cancer. 

Ge Won’t Buy Abbott Diagnostics Businesses

Breaking up is hard to do, but when $8.13 billion is at stake, it’s easy to get 
cold feet. General Electric (GE; Fairfield, CT) and Abbott Laboratories (Ab-

bott Park, IL) have announced that GE Healthcare will not go through with 
the deal to acquire Abbott’s primary 
core laboratory diagnostics businesses 
(which include the company’s immu-
nochemistry, hematology, and point-
of-care testing segments), because they 
could not agree on deal terms.  

GE reportedly wanted to make changes 
to the deal terms that would have de-
creased the previously agreed upon 
purchase price of $8.13 billion, and 
Abbott rejected the proposed changes. 
There is no breakup fee. There has 
also been some speculation that GE 
ditched the deal in light of information 
unearthed during the due diligence 
process, such as the regulatory problems at Abbott’s Irving, Texas, facility 
that prompted a warning letter from the FDA in March.

Abbott’s Diagnostics sales by Quarter*  

(in millions)

* Includes sales from the core laboratory diagnostics, 
point of care, and molecular diagnostics businesses. 
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Results from the GeneSearch BLN Assay are available in 30 to 40 minutes and can 
be used to guide the decision to remove additional lymph nodes. One significant 
advantage of this test is rapid turnaround time, which can eliminate the need for 
women to undergo a second operation following microscopic analysis of sentinel 
nodes. “Results of this rapid test are available while patients are on the operating 
table, providing a way for some women to avoid a second operation,” says Daniel 
Schultz, M.D., director of the FDA’s Center for Devices and Radiological Health. 
List price for the test is $2400 per 30-reaction test kit.

The test uses reverse transcriptase polymerase chain reaction (RT-PCR) to detect 
mammaglobin and cytokeratin 19, two genetic markers that are expressed at higher 
levels in breast tissue than in nodal tissue. The assay consists of a sample prepa-
ration kit (for tissue homogenization and RNA purification), test kit (for reverse 
transcription and amplification), and protocol software to perform and analyze the 
test using Cepheid’s SmartCycler.  

According to Veridex, results of GeneSearch BLN testing correlate with detection 
of metastasis by paraffin-embedded (permanent section) hematoxylin and eosin 
histology. In a clinical trial of 416 patients, the GeneSearch BLN Assay accurately 
predicted that breast cancer had spread (produced a positive result) nearly 88% 
of the time in women with metastasis. Patients without metastasis (those with a 
negative result) were identified accurately 94% of the time.

Veridex plans to conduct two post-approval studies of the test. The first study will further 
substantiate the turnaround time of the test when used intra-operatively. An additional 
study of more than 1,000 patients will further validate the test’s accuracy. 

▲  FDA Approves Veridex’s test,  from page 1Approximately 

1.2 million 

women in the 

United States 

undergo a breast 

biopsy each year. 

Of those,  

approximately 

200,000 will be 

diagnosed with 

breast cancer.

Abbott’s deal with GE, originally announced on January 18, would have substan-
tially expanded GE Healthcare’s diagnostic portfolio, which currently includes in 
vivo diagnostic imaging systems and molecular imaging, and bolstered their com-
petitive position just as rival conglomerate Siemens is pushing aggressively into the 
in vitro diagnostic testing space with their recent acquisitions of Bayer Diagnostics 
and Diagnostic Products Corporation. 

GE Healthcare, a $16 billion business, will now have to find another way to get into 
the laboratory testing business. With companies like Biosite, Digene, Cytyc, and 
Cholestech all being acquired in the last few months, GE’s list of options is getting 
shorter while its list of competitors for IVD companies is now lengthening to include 
global pharmaceutical companies. Having recently purchased 454 Life Sciences 
and BioVeris, Roche has set its sights on Ventana Medical Systems, launching a $3 
billion takeover attempt that Ventana has rebuffed—so far.

Meanwhile, diagnostics is going strong at Abbott. “Our core laboratory diagnostics 
business performed well [in the second quarter], with sales up in the low double 
digits,” said Abbott CFO Tom Freyman in the company’s second-quarter earnings 
conference call on July 18. In the second quarter, sales of immunochemistry and 
hematology products increased more than 10% and point-of-care sales grew more 
than 25%. During the quarter, Abbott signed agreements 

Sales in Abbott’s 

molecular diag-

nostics business 

were up almost 

14% in the 

second quarter 

of 2007. Point-of-

care diagnostics 

sales were up 

more than 25%.

▲  Ge Won’t Buy Abbott,  from page 1
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Pharma Is Coming:  
AstraZeneca Buys Rights to PreMD’s skin Cholesterol test

Pharmaceutical giant AstraZeneca (London, England) has snapped up exclusive 
marketing and distribution rights for PREVU, a noninvasive skin tissue cho-

lesterol test developed by PreMD (Toronto, Canada), the companies announced on 
July 17. The agreement gives AstraZeneca exclusive rights to market and distribute 
the PREVU test to physician offices, hospitals, retail chains, and other institutions in 
the United States, and a three-month exclusive right to negotiate a global contract 
with PreMD.  

The deal looks to be pretty sweet for PreMD, which earned 2006 revenue of $3.2 
million and has 18 employees. AstraZeneca will pay PreMD $500,000 upfront with 
additional conditional milestone payments of up to $6 million. PreMD will also 
receive a 20% royalty rate on AstraZeneca’s net sales of the test for the first $30 mil-
lion in annual sales, after which the rate will increase to 25%. AstraZeneca will also 
fund any additional clinical trials for the test. Meanwhile, PreMD retains exclusive 
rights to future applications of the PREVU technology and to promote the test in 
the life-insurance market.

AstraZeneca plans to start selling PREVU in 2008. The test, which can be admin-
istered at the point of care in one of its formats, measures skin tissue cholesterol, 
a novel risk factor for coronary artery disease. The noninvasive POC PREVU test 
requires no fasting and is performed by placing two drops of liquid—a cholesterol 
binding agent and an enzy-
matic substrate—directly 
onto the patient’s skin. Skin 
cholesterol levels can then 
be quantified by reading the 
color change with a spectro-
photometer.

The CLIA-waived POC ver-
sion of the PREVU test is ap-
proved by the United States 
Food and Drug Administra-
tion (FDA) for use by people 
with a history of heart attack 
and those suspected of hav-
ing clinically significant coronary artery disease. On June 6, PreMD filed a 510(k) 
application with FDA, seeking an expanded claim that would clear the POC test 
for assessing carotid wall thickness and the presence of carotid plaques in patients 
without known coronary artery, cerebrovascular, or peripheral artery disease. 

The lab-processed format PREVU test, known as PREVU LT, was created for use 
in the life insurance industry, and the company is working on obtaining FDA ap-
proval. The test is cleared for sale in Canada and the European Union, as is the 
POC form of the test.

It is estimated 

that clinical  

laboratories  

in the United 

States perform 

approximately 

250 million cho-

lesterol tests per 

year.

PreMD’s PREVU POC skin cholesterol test
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Microchip-based FIsH testing An Improvement over  
slide-Based Methods

A team of researchers from the University of Alberta (Edmonton, Canada) have 
brought the popular combination of fish and chips to diagnostic testing by 

developing a protocol for performing fluorescent in situ hybridization (FISH) on a 
microfluidic chip that is read on a hand-held diagnostic device.

In a study published in the June issue of IET Nanbiotechnology, chip-based FISH 
tests showed significant improvements over slide-based FISH, which is used to 
detect alterations in the genome on a cell-by-cell basis. The novel technology could 
translate to better, faster treatment decisions for diseases such as cancer and more 
widespread use of FISH testing in clinical settings.

Developed by Christopher Backhouse, Ph.D., and Linda Pilarski, Ph.D., the chip-
based system described in the study enables interphase FISH, which analyzes non-
dividing cells such as those involved in multiple myeloma. The microfluidic chips 
consist of an interlinked series of wells and channels within which cells are tested 
after immobilization and hybridization with one or more different probe sets in 
multiple independent reactions and read microscopically, similar to conventional 
FISH. Cell processing and hybridization occur on the chip in a miniaturized device 
that carries out fluidic and thermal regulation. 

The new technology allowed FISH to be performed for a fraction of the cost of 
conventional methods, largely because the chip-based method consumes about 
10% of the reagents of the traditional slide-based method. Additionally, the staining 
protocol can be automated to simultaneously stain one sample with multiple probe 
sets in parallel channels or to stain multiple samples with the same probe set. The 
self-contained channels prevent contamination, enabling two or more samples to 
be tested with multiple probe sets on the same chip.

“On-chip testing currently costs about $60, and we can do 10 simultaneous tests 
for the same cost,” Pilarksi tells DTTR. “We anticipate that improvements in manu-
facture of the chips themselves will bring further cost savings.” Clinical testing for 
a chromosomal abnormality using conventional methods currently costs $500 or 
more, and multiple tests are often required to detect multiple abnormalities. 

The new system also promises faster turnaround time. Compared to conventional 
FISH methods, which can take days to perform, the chip-based FISH test can be per-
formed in hours with a 10-fold higher throughput. “The FISH test can be done on-chip 
in as little as four hours, but so far our results are best with a longer period of time,” 
says Pilarski. “About 12 hours provides the strongest staining of chromosomes.”

The University of Alberta has formed i-LOC, a company to commercialize some 
applications of the microfluidic chips developed by Backhouse, Pilarski, and their 
research teams. The chip-based FISH test may be commercialized by i-LOC or 
another spin-off company. “In the next couple of years, we expect to have a fully 
functional device that has been  extensively validated using clinical samples,” says 
Pilarski. “But it will take longer to perform formal clinical trials and gain regula-
tory approval.”

“Automating the 

analysis of FISH 

tests is critical 

for making FISH 

widely available 

in any health-

care center.”

Linda Pilarski, Ph.D.
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Focus on Prenatal screening And Risk Assessment Pays off For Lenetix

Lenetix Medical Screening Laboratory (Mineola, NY) is thriving in the highly 
competitive niche of prenatal screening. In 2006, the six-year-old laboratory 

saw its test volume double, and with novel technologies such as quantitative 
fluorescent polymerase chain reaction in the pipeline, the growth is bound to 
continue. According to management, Lenetix is looking at a revenue target of 
at least $12 million over the next three years.

DTTR recently talked with Leonard Kellner, the founder, president, and chief 
scientific officer of Lenetix. Kellner, who professes a “passion for developing and 
bringing to market clinically useful, actionable technologies,” began his career 
in 1979 as a technologist at the neural tube defects laboratory in the Department 
of Obstetrics and Gynecology at the Health Sciences Center (Stony Brook, New 
York), moving up the ranks to supervisor and lab manager. He then helped es-
tablish risk-assessment programs for neural tube defects and Down syndrome 
at International Clinical Laboratory (Syosset, NY), Winthrop University Hospital 
(Mineola, NY), and Montefiore Medical Center (Bronx, NY). 

To what to you attribute Lenetix’s rapid growth?
We believe that we have achieved our unprecedented success by focusing on 
customer service, limiting our market niche to the provision and support of 
specialty clinical genetics testing services, partnering with key investigators, 
and being the first to bring to market innovative technologies and methodolo-
gies within this highly competitive niche.

It is our goal to provide excellent genetic screening, diagnostic testing, and 
evaluation of genetic and molecular anomalies in the human population, while 
using state-of-the-art technologies. The focus of Lenetix’s effort is to be the best 
provider of these services; to be aggressive in the development of new, inno-
vative methods and procedures; and to work well with genetics providers to 
disseminate these technologies and services into our communities.

Lenetix has a proven track record for delivering high-quality, customer-centric 
laboratory service and developing and bringing to market new technologies. 
We are not bogged down by layers of management bureaucracy and can read-
ily adapt to the advances in science as well as to changing customer tastes and 
preferences. In short, we have laid the ground work for developing and imple-
menting new products and have been translating our vision into market reality, 
resulting in the growth we have been seeing recently.

Approximately how many tests does Lenetix perform annually?
We have seen an exponential growth in the business demand for our laboratory 
services over the last three years. Our volume grew by 100% last year, and we 
fully expect to reach an annual volume of more than 225,000 tests by 2008.

Lenetix currently offers 38 testing services. What are your highest volume tests?
Our principal area of service is prenatal risk-assessment testing. Lenetix offers 
risk assessment for open neural tube defects and Down syndrome; first-trimester 
and cross-trimester testing (i.e., the integrated test).

Leonard Kellner
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How does Lenetix go about deciding which tests to add to its menu?
We talk to our customers. Much of what we develop is based upon the needs 
of our customers. By promoting individualized customer service, really being 
a partner to our customers more than a faceless vendor, we have found that 
we can help our customers succeed in their own business. We also anticipate 
trends in the scientific community, and we do so by being actively engaged in 
R&D—and support of key partners who are thought and technology leaders in 
the field of prenatal genetic testing. Two examples come to mind:
q  Other technologies we are about to bring to market include quantitative 

fluorescent polymerase chain reaction (QF-PCR) and rapid analysis of the 
fetal state using capillary electrophoresis and short tandem repeats (STRs).

q  Lenetix views comprehensive genetic risk assessment as the next frontier in 
the private sector of healthcare. The current standard of clinical practice uti-
lizes a person’s race, geographic origin, or ethnic background as the basis for 
offering specific risk assessment. More and more, these boundaries are being 
blurred by our mobile society, intermarriage, and a blending of all cultures into 
a multivariate population where it will become far easier to miss an opportu-
nity for testing than to identify a particular individual at risk for a particular 
condition to be tested. Past clinical approaches need to be re-evaluated in light 
of our changing demographics. One innovative approach, currently being 
developed at Lenetix, is multivariate global laboratory assessment. We term 
this approach Genetic Risk Assessment Testing Essentials (GRATE) testing.

Lenetix recently partnered with Sequenom (San Diego, CA) on the noninvasive 
RhD incompatibility test. Why did this test/technology appeal to Lenetix? When 
does Lenetix plan to launch the home brew version of this test? 
Lenetix is very excited to be working with Sequenom in pursuing the use of 
cell free fetal DNA (cffDNA) found in maternal plasma or serum. The use of 
cffDNA provides clinicians with a window to exam the fetal genotype without 
invasive procedures. We feel that adding more direct fetal markers to the panel 
of analytes currently used to predict fetal risk for heritable conditions is the next 
wave of technology advancement in our business segment.

Sequenom controls the IP for this technology and will be establishing a com-
petitive price point for these new services. We have yet to decide on a specific 
pricing point structure, but we anticipate, now that data has been submitted 
to New York State for approval, that we will come to a decision about pricing 
shortly.

What do you think is the best strategy for ‘educating’ physicians about novel 
tests and diagnostic technology?
There is no magic bullet. We are active in R&D for these technologies, and many 
of the leading clinicians in the field of genetic risk assessment already work with 
us as clients and partners in our research efforts. Many participate and learn 
through scientific meetings and lectures in continuing medical education pro-
grams. These physicians are already pretty knowledgeable about our services, 
and we support them with individualized marketing materials, direct phone 
access, our genetic counselor, and on-site training.

“Physicians who 

are interested in 

improving their 

performance,  

and looking  

ahead to pay-for-

performance  

reimbursement 

from third-party 

payers, are coming 

to us for their 

comprehensive, 

integrated testing.”
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Individualized service to our physician clients is important for reasons other 
than simple marketing. To our knowledge, Lenetix is the only genetic testing 
laboratory providing sonographer-specific median data to those clinicians 
performing nuchal translucency (NT) scanning in conjunction with first- and 
cross-trimester genetic screening. As a result, physicians who are interested in 
improving their performance, and looking ahead to pay-for-performance reim-
bursement from third-party payers, are coming to us for their comprehensive, 
integrated testing.

Finally, one of the newer, more exciting ways to educate physicians, and pa-
tients for that matter, is Web-based teaching. We are looking for ways to further 
engage new and existing Internet firms who share the same vision, bringing 
them closer to our customers and clients – a “win-win” for both education of 
physicians and their patients, as well as the Web-based companies who desire 
more traffic on their sites.

A Closer Look: the Integrated test

The integrated test, which combines the two best first trimester markers (Papp-A and NT measurement) 
with the second trimester quad test (AFP, estriol (uE3), βHCG and Inhibin-A) yields a detection rate of 94% for 
Down syndrome, with a 4% screen positive rate. This results in the need for fewer invasive diagnostic tests.

For patients requiring early testing, combined test results are available in the first trimester allowing for ear-
lier diagnostic procedures, such as chorionic villus sampling, while the quad test is appropriate for patients 
who present later in pregnancy. Ultrasound examinations (nuchal translucency measurements) can provide 
additional data for evaluations of risk and are utilized in the combined test and the integrated test.

screening options at Lenetix

  Test Identifies Increased Recommended Detection
 Name Risk For Gestational Age Rates

AFP Open Neural Tube Defects 15 - 22 weeks 

  Anencephaly   99%

  Open Spina Bifida   79% - 85%

triple screen  Open Neural Tube Defects,  
(AFP, total βhCG, uE3) Down syndrome, Trisomy 18 15 - 22 weeks 71%

Quad screen Open Neural Tube Defects,   
(AFP, total βhCG, uE3, inhibin-A)  Down syndrome, Trisomy 18 15 - 22 weeks 78%

Combined  Down syndrome,  10 weeks 3 days -  
(total βhCG, PAPP-A) NT Measurement Trisomy 18 13 weeks 6 days 85%

the Integrated test Open Neural Tube Defects,   Stage 1: 8 weeks 0 days -  
NT Measurement Down syndrome, Trisomy 18 13 weeks 6 days 95% 
  Stage 2: 15 weeks -  
  22 weeks

the Modified sequential  
(STAGE 1: total βhCG, PAPP-A)  Down syndrome,  Stage 1: 11 weeks - 
NT Measurement. STAGE 2:  Trisomy 18 13 weeks 6 days Stage 1: 85% 
(AFP, uE3, inhibin-A and total βhCG ).    Stage 2: 15 weeks -  
  22 weeks Stage 2: 94%

Other BiOChemiCal tests    
tay-sachs (Enzyme) Carrier Status Non-pregnant preferable 99%

Pre-term laBOr tests    
Fetal Fibronectin Preterm Labor risk As indicated ---
Source: Lenetix
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FDA Clears Binax’s Rapid test For Malaria

the U.S. Food and Drug Administration (FDA) has cleared for marketing a rapid 
test for malaria, the first such test in the United States to receive regulatory au-

thorization. The Binax NOW malaria test is manufactured by Binax (Scarborough, 
ME), a subsidiary of Inverness Medical Innovations. 

The immunodiagnostic assay detects circulating Plasmodium falciparum antigen and 
an antigen that is common to all four species of malaria in whole blood, making 
it useful for differential diagnosis. Test results are available in approximately 10 
minutes. The list price for the Binax NOW malaria test is $29 per test.

The test represents a considerable improvement over standard methods for diagnos-
ing malaria, which entail microscopic identification of parasites in a blood sample. 
However, results from the Binax NOW test need to be confirmed using standard 
microscopic evaluation. The Binax test was 95% accurate compared with standard 
microscopic diagnosis in a multi-center study outside the United States, in areas 
where malaria is prevalent. 

Genetic Risk Factor Linked With Colorectal, Prostate Cancer 

one of seven genetic risk factors previously identified as increasing the prob-
ability of developing prostate cancer also increases the probability of develop-

ing colorectal cancer, according to a study published in the July 8 online edition of 
Nature Genetics. The genetic risk factors are located in a region of chromosome 8 
known as 8q24, which is devoid of known genes. 

In the study of 1,807 individuals of varying ethnicities with invasive colorectal cancer 
and 5,511 controls, the variant known as rs6983267 was found to be significantly as-
sociated with colorectal cancer as well as prostate cancer. “This is an important finding 
because, for the first time, a common genetic risk factor for multiple cancers has been 
identified,” says lead author Christopher Haiman, assistant professor of preventive 
medicine at the Keck School of Medicine of the University of Southern California 
(USC). Another recently published study identified variants in this same chromosomal 
region as playing a predictive role for the development of breast cancer.

Brian Henderson, M.D., dean of USC’s medical school and senior author of the 
colorectal cancer study, says that the identification of this genetic variant as being 
related to the risk of both prostate and colorectal cancer “brings us closer to our 
long-term goal of developing a model that more precisely pinpoints who is at a 
greater risk for developing colorectal, prostate, and other cancers.” 

FDA previously 

cleared Binax 

NOW tests for 

Legionnaires’ 

disease, influ-

enza, respiratory 

syncytial virus, 

and strep.

with two major group purchasing organizations to supply a broad line of immu-
nochemistry and hematology products.

Additionally, on July 12, Abbott received FDA approval for Prism HCV, a test that 
can be used to screen individual donations of blood and plasma for antibodies to 
the hepatitis C virus (HCV). Other tests in Abbott’s Prism product line include three 
tests for hepatitis B.

▲  Ge Won’t Buy Abbott,  from page 2
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Poised For Growth, Caris Diagnostics Moves Into Dermatopathology 

Pathology services provider Caris Diagnostics (Irving, TX) is expanding, open-
ing a new facility in Phoenix, Arizona, and merging with Cohen Dermatopa-

thology (Newton, MA). It’s all part of a strategy for strong growth based on what 
President and Chief Executive Officer Gail B. Marcus says is a 
three-pronged strategy encompassing quality, technology, and 
service.

Caris Diagnostics, which changed its name from Pathology 
Partners last August, has historically focused on GI pathology. 
“We are a subspecialty-focused leader in anatomic pathology,” 
says Marcus. “In the GI market most other pathology organiza-
tions will use general pathologists. Ours are either subspecialty 
trained in a fellowship program or are trained by us here in the 
equivalent of a fellowship program.” The merger with Cohen Dermatopathology 
will broaden Caris’s market reach, as well as deepen their geographic penetration 
on the east coast.

Caris Diagnostics employs 350 people and in 2006 reported $64.9 million in revenue. 
According to CLIA records, Caris performed 210,000 tests in 2005 and Cohen Der-
matopathology performed 124,900 in 2006. In light of the merger and the opening 
of the 24,000-square-foot laboratory in Phoenix, Caris’s test volumes should exceed 
500,000 in the near future.

“We feel like the package we have is unmatched in the industry,” says Marcus. 
“The first area of focus is quality. Our pathologists have very high quality-assur-
ance processes. On the GI side, for example, our pathologists will see cases that are 
unique or unusual with a much greater frequency. But because they see them at 
much greater frequency, they won’t seem that unique or unusual.” They also have 
daily internal consultations, leveraging the broad expertise of the group.

Caris also uses technology to distinguish itself. “We believe in partnering with the 
physicians that work with us to help make them be more effective and efficient,” 

says Marcus. “We work with them to install technology that 
helps in interfacing with us, but also helps their workflow and 
office operations.”

Finally, the third way Marcus feels that Caris distinguishes 
itself is service, including fast turnaround times. “We feel very 

strongly about having a local service presence and having the people who help 
them visit them. Part of that is the technology we’ve installed with them and the 
partnership that creates.”

In the midst of its rapid growth and expansion, Marcus insists that Caris focus on 
its primary goal. “When you think about diagnostics, a lot of the power of diagnos-
tics is getting it right the first time. And by being a really high-quality diagnostic 
provider, you’re able to help deliver improved care at the most effective cost.”

“A lot of the power of 

diagnostics is getting it 

right the first time.”

Gail B. Marcus
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new Assessment Models Aid In Predicting Lung Cancer  
And Heart Disease

two new assessment models may help clinicians better predict who is at highest 
risk for developing lung cancer and heart disease. In the May 2 issue of the Journal 

of the National Cancer Institute, a team of researchers at the University of Texas M. 
D. Anderson Cancer Center describes the first prediction tool to assign a score as-
sessing a person’s risk for developing lung cancer. Meanwhile, Harvard researchers 
have improved upon the Framingham risk score for predicting a person’s chances 
of having a heart attack by adding new factors to the 10-year-old model.   

While smoking is the primary cause of 85% of all lung cancers, less than 20% of 
life-time heavy smokers develop lung cancer, making it a challenge to identify 
that fraction of long-term cigarette smokers at the highest risk for the disease. The 
Anderson model uses clinical and epidemiological data such as smoking habit, 
exposure to environmental tobacco smoke, and family history of cancer to estimate 
an individual’s risk of developing lung cancer, the leading cancer killer in both 

men and women. The model’s prediction level of lung cancer 
is about 60%, which is comparable to that of the Gail model 
for predicting breast cancer. A Web-based version of the lung 
cancer risk-assessment model is in the works. 

The risk-assessment tool was developed and tested based on 
research comparing the medical history of 1,851 lung cancer 
patients treated at M. D. Anderson with the same data from 
2,001 age- and smoking status-matched healthy controls. Based 

on the model, clinicians can compute a patient’s ordinal risk score and absolute 
chance of developing lung cancer within a year. Each patient can then be classified 
as high-, moderate-, or low-risk. Because the cohort used to build and validate the 
model did not contain enough minority patients, the model is specific to Caucasians. 
The researchers are now developing a model specifically for Mexican Americans 
and African Americans. 

Meanwhile, the Framingham risk score is one of the best-known risk-assessment 
models. It uses six factors—age, sex, total cholesterol, HDL cholesterol, smoking 
status, and systolic blood pressure—to estimate an individual’s risk of developing 
heart disease. In a study published earlier this year in the Journal of the American 
Medical Association, researchers have found that adding two new factors to the mix 
helps to make the predictions more accurate.  

By adding a measurement of C-reactive protein and whether a parent had a heart 
attack before age 60 to the Framingham model, a team led by Paul Ridker, M.D., 
developed and validated a new algorithm called the Reynolds risk score (avail-
able online at www.reynoldsriskscore.org). When used on a study group of 24,558 
women, the Reynolds risk score did as well as the Framingham risk score for women 
at high and low risk for heart disease. More impressively, the Reynolds algorithm 
reclassified 40% to 50% of women at intermediate risk into higher- or lower-risk 
categories. The researchers are now investigating the tool in cohorts of men.

More than 213,380 new cases  

of lung cancer are predicted,  

and 160,390 patients are  

expected to die from the  

disease in 2007, according to  

the American Cancer Society. 
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G-2 Diagnostic stock Index

Performance Price
(as of 7/6/07) Change
Last 5 weeks ................... 6%
Last 13 weeks ...............10%
Since 12/31/06 .............21%

Source: The G-2 Diagnostic Stock Index is tabulated weekly by DTTR from the average  
percentage change in the stock price of 22 IVD companies.

IVD stocks Up 7%; Ventana spikes 52% on Roche’s Hostile takeover Bid

the 22 stocks in the G-2 Diagnostic Stock Index held steady in the five weeks 
ended June 8, with 13 stocks up in price, four unchanged, and five down. Year 

to date, the G-2 Index is up 21%, while the Nasdaq has gained 10% and the S&P 
500 is up 8%. 

This month, Biosite leaves the index. On June 26, Inverness Medical Innovations 
(Waltham, MA) completed its acquisition of all outstanding shares of the company 
for $92.50 per share. In May, Inverness triumphed in a bidding war with Beckman 
Coulter to buy San Diego-based Biosite, which has particularly strong portfolios in 
cardiac testing, including its CLIA-waived test for B-type natriuretic peptide that 
can be performed at the point of care.

Shares in Ventana Medical Systems (Tucson, AZ) soared in the wake of Roche’s $3 
billion, $75-per-share hostile takeover bid. On July 6, Ventana hit $78.75 per share 
for a market cap of $3.2 billion. According to Ventana CEO Christopher Gleeson, 
Roche’s bid is “way below Ventana’s value, as it doesn’t reflect our growth potential 
and the investments we have made.” The company’s board of directors advised 
shareholders to reject Roche’s offer. On July 17, Bio-Rad (Hercules, CA) signed two 
multi-year agreements with Quest Diagnostics, the nation’s largest commercial 
laboratory, to install its BioPlex 2200 systems, autoimmune test reagents, and HIV 
tests in Quest laboratories nationwide. Shares in Bio-Rad were up 4% to $77.10 per 
share for a market cap of $2.1 billion.

Meanwhile, Digene (Gaithersburg, MD) is still climbing following Qiagen’s an-
nouncement that it would acquire the company in a cash and stock deal valued at 
$1.6 billion (see July 2007 DTTR, p. 1). In the last five weeks, shares in the HPV test 
maker jumped 10% to $61.80 per share for a market cap of $1.40 billion. 

Up Price % Chg
Affymetrix........................ $25.58........... 1%
Bio-Rad ................................77.10...............4
Cholestech .........................22.50.............10
Cytyc.....................................44.35...............6
Dade .....................................54.24...............5
Digene .................................61.80.............10
Gen-Probe ..........................60.40...............9
Inverness Medical ............51.95...............9
Luminex ..............................12.18...............3
OraSure ................................. 8.38.............10
Quidel ..................................18.33.............33
Third Wave ........................... 5.95...............6
Ventana ...............................78.75.............52

Unchanged
Becton Dickinson ............75.16...............0
Clinical Data .......................21.92...............0
Johnson & Johnson ........62.13...............0
Meridian ..............................22.00...............0

Down
Abaxis ............................... $20.93............. -7
Abbott Labs .......................53.67..............-1
Beckman Coulter .............66.36..............-1
Immucor .............................27.65..............-5
Nanogen ............................... 1.37..............-1
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HIV test results in 60 seconds? It’s a reality with INSTI, a point-
of-care HIV test that gives new meaning to the term “rapid test-
ing.” Developed and manufactured by bioLytical (Vancouver, 
Canada), INSTI is the world’s fastest HIV diagnostic test. It is 

CE-marked and approved by Health Canada for point-of-care testing. In July, the FDA 
accepted bioLytical’s application for investigational device exemption (IDE) for INSTI, 
and the test enters clinical trials in the United States this month. 

Over 13 years in development, the INSTI test qualitatively detects the presence of HIV 
antibodies in whole blood, serum, or plasma in 60 seconds. The test is similar to a home- 
use pregnancy test and consists of four steps. First, one or two drops of the sample 
are added to a vial of diluent that lyses red blood cells. This solution is then poured 
into a well containing a membrane filter that catches any HIV-1 antibodies present. A 
color developer is then added, producing a blue dot for the human IgG control spot 
and, if antibodies are present, for the sample. A final step adds a clarifying solution to 
decrease background color.

One point-of-care INSTI test kit retails for just under $10.00, which includes a lancet, 
a pipette, and an alcohol swab. A “lab case” of 24 tests without the consumables sells 
for about $165. The test does not require timing of steps, and it can be stored at room 
temperature. About 75,000 test kits have been sold worldwide.

If cleared by the FDA, INSTI would be a direct competitor with the rapid 
HIV tests manufactured by such companies as Chembio and OraSure. The 
OraQuick test takes about 20 minutes to produce results, and Chembio’s 
Clearview HIV tests, which are marketed by Inverness Medical Innovations, 
produce results in just under 15 minutes.

Company References

Abbott 847-937-6l00

AstraZeneca 302 886 3000

Bio-Rad 510-724-7000

Binax 207-730-5700

bioLytical 866-674-6784

Biosite 858-805-2820

Beckman Coulter  
 714-871-4848

Caris Diagnostics  
 800-979-8292

Cholestech 510-732-7200

Digene 301-944-7000

Inverness 781-647-3900

Lenetix 516-248-0036

PreMD 416-222-3449

Qiagen 800-426-8157

Ventana Medical Systems  
 520-887-2155

Veridex 585-453-3240


