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ACLU suit Challenges Breast Cancer Gene Patents 

In a lawsuit filed on May 12 in U.S. District Court for the Southern District of 
New York, the American Civil Liberties Union (ACLU; New York City) and 

the Public Patent Foundation (New York City) charge that patents on BRCA1 
and BRCA2, genes associated with hereditary breast and ovarian cancer, stifle 
valuable medical research. 

H1n1 outbreak Puts Focus on Lab testing Capability

the outbreak of a novel influenza A (H1N1) flu virus of swine origin that was 
first detected in April sent the world clamoring for effective diagnostics. 

The Centers for Disease Control and Prevention (CDC; Atlanta) promptly 
developed a polymerase chain reaction (PCR)-based diagnostic test kit to detect 
H1N1,  secured 
FDA clearance for 
the test, and has 
now distributed 
test  k i ts  to  a l l 
states in the United 
States, the District 
of Columbia, and 
Puerto Rico. The 
test kits are also 
b e i n g  s h i p p e d 
internationally. 

“We’re trying to 
bui ld  a  s t rong 
foundat ion for 
understanding the spread of the virus by establishing lab diagnostic capability 
nationwide and throughout the world,” said Anne Schuchat, M.D., the CDC’s 
interim deputy director for science and public health program, in a May 12 call 
with reporters. “We’ve deployed the test kits to the states, and I’m happy to 
report that as of today, 29 of the states are now doing their own confirmatory 
testing for the novel H1N1 strain.  We’ve sent the lab kits to a number of 
countries around the world, and testing is a critical part of understanding the 
situation around the world.” As of May 14, there were 4,298 confirmed and 
probable H1N1 cases in 47 states, including the District of Columbia. For more 
on this story, see Inside the Diagnostics Industry, p. 5.

U.s. Human Cases of H1n1 Flu Infection
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The lawsuit argues that the patents on these genes are unconstitutional and 
should be invalidated because genes are “products of nature.” The suit is the 
first to apply the First Amendment to a gene patent challenge. 

The lawsuit’s long list of plaintiffs includes women’s health groups, individual 
women, and scientific associations such as the Association for Molecular Pathol-
ogy, the American College of Medical Genetics, the American Society for Clinical 
Pathology, and the College of American 
Pathologists. The defendants are the U.S. 
Patent and Trademark Office, Myriad Ge-
netics, and the University of Utah Research 
Foundation, which hold the patents on the 
BRCA genes. 

Myriad’s gene patents give the Salt Lake 
City-based company exclusive rights to 
perform diagnostic tests on the BRCA1 and 
BRCA2 genes. It does so through its flagship BRCAnalysis test, which assesses a 
woman’s risk of developing breast or ovarian cancer based on detection of BRCA1 
and BRCA2 gene mutations. The highly profitable test is performed in Myriad’s 
CLIA-certified laboratory and costs approximately $3,120, with operating margins 
of nearly 50 percent. The test is reimbursed by most insurance providers. 

According to the ACLU lawsuit, Myriad’s control over BRCA1 and BRCA2 ham-
pers clinical diagnosis and serves as a disincentive for research because Myriad 
not only has the right to enforce its patents against other entities but also has the 
rights to future mutations discovered on the BRCA2 gene. 

“This suit is not intended to allege that Myriad is an unethical company,” said 
Jan A. Nowak, M.D., Ph.D., president of the Association of Molecular Pathology 
(AMP). “Rather the intent . . . is to address the larger implications of gene patents. 
We want to prompt changes to the patent system that will resolve what we see 
as increasingly narrowing options for manufacturers and laboratories to access 
gene sequence data to develop the tests needed to make molecular medicine a 
reality.” In a revised policy statement adopted last year, AMP urged an end to 
the practice of granting patents on single genes, sequences of the genome, or 
correlations between genetic variations and biological states.

Clinical and molecular geneticist Wendy Chung, M.D., Ph.D., director of clini-
cal genetics at Columbia University (New York, N.Y.), is particularly concerned 
about what she views as the deleterious effects of gene patents upon the quality 
of genetic testing and patient care. “If there is only a single provider for a medi-
cal genetic testing, there is no competition or market force,” notes Chung, who 
is also among the plaintiffs in the ACLU suit. “This leads to substandard quality 
of the tests, the inability of physicians to independently confirm test results, a 
lack of innovation and test improvement, slow turn-around times for testing, 
and excessively high prices.”

▲  ACLU suit,  from page 1

Approximately 20 percent  

of all human genes are  

patented, including genes  

associated with Alzheimer’s  

disease, muscular dystrophy,  

colon cancer, and asthma.
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nanogen Files for Chapter 11, Agrees to sell Assets

Molecular and point-of-care diagnostics company Nanogen (San Diego) has 
filed for Chapter 11 bankruptcy and entered a deal to sell its assets, the 

company announced on May 14. Lacking the cash required to continue running 
its business, Nanogen has agreed to sell nearly all of its assets to diagnostics 
company the Elitech Group (Paris) for $25.7 million. The sale is subject to cus-
tomary closing conditions, as well as the approval of the bankruptcy court and 
an auction process in which the company may seek competing bids to achieve 
the highest price for its assets.

Elitech is no stranger to Nanogen. In August 2008, the two companies announced 
plans to merge, but the deal to create an integrated, global in vitro diagnostics 
company could not be completed by the March 31 deadline. Earlier this year, 
Nanogen announced that it had received permission to investigate alternatives 
to its announced merger.  

Founded in 1993 by CEO Howard Birndorf, Nanogen has focused on develop-
ing, manufacturing, and selling molecular testing platforms, analyte-specific 
reagents, point-of-care diagnostic tests, and real-time polymerase chain reaction 
(PCR) reagents. The company went public in 1998 and since then has accumulated 
more than $400 million in losses. According to its Chapter 11 filing, Nanogen had 
assets of $14.7 million and debts of $41.5 million as of March 27. According to its 
March announcement of preliminary, unaudited financial results, Nanogen had 
2008 revenues of $46.9 million, an increase of 23 percent from the prior year.

Myriad sees MDx Revenues Rise 47%, Launches seventh test

As Myriad Genetics (Salt Lake City) moves forward with the previously an-
nounced plan to spin off its pharmaceutical business to focus exclusively 

on molecular diagnostics, the company continues 
to see strong revenue growth. On May 4, Myriad 
reported record quarterly revenue of $87.5 million, 
compared with $61.8 million in the prior-year period, 
and a net profit of $25.3 million, compared with a 
net loss of $4.6 million in 2008. Molecular diagnostic 
revenues rose 47 percent to $86.5 million from $59 
million last year.

Myriad attributes the growth to increased sales 
and marketing efforts, including expansion of its 
women’s health salesforce. The company employs 
150 sales representatives who call on oncologists and 
the major cancer centers, as well as 100 representa-
tives focused on the OB/GYN market. 

Myriad has also had success with direct-to-consumer 
(DTC) marketing campaigns in the northeastern and 

Product Revenue at Myriad by 
Fiscal Year (in millions of dollars)

Source: Myriad Genetics
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southern United States. A third DTC campaign will launch this September in the 
Midwest, a region that represents approximately 15 percent of Myriad’s revenue 
base. A direct-to-physician component of this campaign has already started and 
will run through August. The company estimates the cost of the entire Midwest 
campaign at $6 million. 

In keeping with its goal to bring to market at least one new molecular diagnostic 
test each year, Myriad launched OnDose on April 24. The company’s seventh 
molecular diagnostic product, OnDose measures a patient’s exposure to the che-
motherapy drug, 5-Fluorouracil (5-FU) to help oncologists adjust and optimize 
dosing. Myriad estimates that 175,000 colorectal cancer patients in the United 
States are candidates for OnDose. The test is based on patented antibody technol-
ogy licensed from Saladax Biomedical (Bethlehem, Penn.), which markets its own 
5-FU assay kit and has obtained a CE Mark to distribute the product in Europe.

“Prior to OnDose, physicians would look at a patient and prescribe a dose based 
on your height and your weight,” said Myriad President and CEO Peter D. Mel-
drum on May 12 at the Bank of America/Merrill Lynch 2009 Health Care Confer-
ence in New York City. “We’re excited about it because physicians understand 
the problems with dosing using body surface area, and we think the uptake of 
OnDose will be more rapid than the other tests that Myriad has in our current 
portfolio.” 

Meldrum puts the market potential of OnDose at approximately $420 million. 
In comparison, Myriad’s BRCAnalysis test represents a market opportunity of 
approximately $710 million annually.

A full 96 percent of Myriad’s revenues are paid by insurance companies, leaving 
only 4 percent that are paid by the patient. This situation has meant that even 
with tremendous growth, Myriad is not immune to current economic conditions. 
“With unemployment at 8.9 percent and when loss of job frequently results in 
loss of insurance coverage, one has to believe that the economy is having some 
dampening effect on Myriad’s revenue growth, but the effect is very modest,” 
said Meldrum, noting that the company’s robust quarterly numbers fell below 
the estimates of most analysts.

Meanwhile, Myriad has a strong molecular diagnostic pipeline that is focused on 
predictive medicine, particularly in the areas of pancreatic cancer, lung cancer, 
and prostate cancer. The company has also discovered genes involved in type 2 
diabetes and depression. 

“We have about 12 candidate tests that we’re currently working on,” said Mel-
drum. “On the personalized medicine front, we’re looking not only at cancer 
drugs . . . but also outside of oncology because Myriad views itself as not an 
oncology company but as a molecular diagnostic company.” Among the drugs 
under consideration are anti-psychotics and those prescribed for rheumatoid 
arthritis. “We’re also looking at early detection, particularly in cancers that are 
very difficult to detect such as ovarian cancer and pancreatic cancer,” added 
Meldrum. “And we’re looking at disease progression.” 

A full 96 percent  

of Myriad’s  

revenues are paid 

by insurance  

companies, 

according to 

President and CEO 

Peter Meldrum.
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FDA Clears CDC test for H1n1, Companies Race to Develop own tests 

the U.S. Food and Drug Administration (FDA) has given the green light to public health and 
other qualified laboratories to make emergency use of the Swine Influenza Virus Real-time RT-

PCR Detection Panel (rRT-PCR Swine Flu Panel) for the presumptive diagnosis of the new H1N1 
strain. The panel is authorized for use in “individuals who have been diagnosed with influenza A 
caused by a virus not subtypeable by currently available FDA-cleared devices.” 

“The CDC came to us on April 24 with emergency authorization,” said Alberto Gutierrez, Ph.D., 
FDA OIVD’s deputy director of new product evaluation on May 6 at the annual meeting of the 
American Clinical Laboratory Association (Washington, D.C.). “CDC wanted to be able to get this 
test out to labs as soon as possible.”

The newly cleared rRT-PCR Swine Flu Panel is a panel of oligonucleotide primers and dual-la-
beled hydrolysis (Taqman) probes for use in the real-time RT-PCR assay on the ABI 7500 Fast Dx 
Real-Time PCR instrument for the in vitro qualitative detection of swine influenza viral RNA in 
nasopharyngeal and/or nasal swab specimens from patients with signs and symptoms of respira-
tory infection and viral culture. The universal swine influenza swInfA (NP gene) and swH1 (HA 
gene) primer and probe sets are designed for detection of swine A/H1N1 influenza viruses. 

The assay is to be performed on an Applied Biosystems 7500 Fast Dx real-time PCR instrument or 
the RUO-marketed Applied Biosystems 7500 real-time PCR instrument that is validated by Ap-
plied Biosystems with regard to the updated software but only partially qualified regarding its lab 
performance (proficiency testing with the CDC sample panel not performed). 

Qualified laboratories must have a process in place for reporting test results to health care providers 
and federal, state, and/or local public health authorities, and the CDC will track adverse events. 

According to Anne Schuchat, M.D., the CDC’s interim deputy director for science and public health 
program, the CDC has disseminated information on the genetic sequence, primers, and probes 
that can be used to identify this H1N1 virus. “We’ve also distributed agents and test kits for the 
public health laboratory network to be able to recognize this,” she said in a May 12 teleconference 
with reporters. “It’s very possible for manufacturers, biotech companies, to make kits that would 
work similarly to the ones the CDC has distributed.”

On May 11, Quest Diagnostics (Madison, N.J.) introduced a laboratory-developed test to help 
identify patients infected with the novel H1N1 virus and differentiate patients infected with other 
seasonal influenza A strains. The test was developed by Quest’s infectious disease reference labo-
ratory, Focus Diagnostics (Cypress, Calif). 

The real-time PCR test was validated using clinical specimens confirmed by public health au-
thorities to be positive for H1N1. The test will be performed at the Cypress location in accordance 
with current public health guidelines. Expected turnaround time is within 24 hours of receipt of 
specimen by the Focus laboratory.

Meanwhile, the CDC is moving ahead with an eye toward what will happen with H1N1 in the 
southern hemisphere and preparing for the fall flu season in the northern hemisphere.  Currently, 
there are 116 CDC staff deployed in the field supporting outbreak response activities.  Noted 
Schuchat, “There’s less need for the diagnostic testing as we’ve understood more and more about 
this virus, just as in seasonal influenza.”
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CMs Proposal Would Limit Medicare Coverage  
for Warfarin Response testing 

on May 4, the Centers for Medicare & Medicaid Services (CMS) proposed 
that pharmacogenomic testing to predict how a beneficiary responds to the 

anticoagulant warfarin will not be covered by Medicare, unless the beneficiary 
is enrolled in a clinical trial that meets specific guidelines. 

In the proposed decision memo, CMS said it believes that testing to predict re-
sponsiveness to warfarin is not “reasonable and necessary” nor does it improve 
the health outcomes of beneficiaries. However, CMS said the available evidence 
on the effectiveness of the pharmacogenomic testing suggested that coverage 
with evidence development (CED) would 
be appropriate. CMS said the testing would 
only be covered if the beneficiary were 
a candidate for anticoagulation therapy 
with the drug warfarin in the context of a 
randomized clinical trial. 

There has been only one instance when 
CMS expanded Medicare coverage fol-
lowing data collection under CED. That occurred in April, when CMS expanded 
coverage of positron emission tomography scans for certain cancer treatments. 

CMS said it is soliciting public comments on the proposed decision. The agency 
did not specify a deadline for comments. 

The self-administered oral blood thinner warfarin (marketed most commonly as 
Coumadin) is widely prescribed but difficult to dose, due to its narrow therapeutic 
window. The optimal dose varies and depends on many risk factors including a 
patient’s diet, age, and the use of other medications. Dosage and administration 
of warfarin must be individualized for each patient according to the particular 
patient’s prothrombin time (PT)/ international normalized ratio (INR) response 
to the drug.

Warfarin affects the vitamin K-dependent clotting factors, including the C1 
subunit of the vitamin K epoxide reductase (VKORC1) enzyme complex and is 
metabolized by cytochrome P450 (CYP) enzymes in liver cells. Genetic variation 
in the CYP2C9 and/or VKORC1 genes can, in concert with clinical factors, predict 
how each individual responds to warfarin. 

In August 2007, the United States Food and Drug Administration (FDA) ap-
proved updated labeling for Coumadin to explain that people’s genetic makeup 
may influence how they respond to the drug. Specifically, people with variations 
in CYP2C9 and VKORC1 may need lower warfarin doses than people without 
these genetic variations. FDA-cleared kits suitable for testing for VKORC1 and 
CYP2C9 variants include those manufactured by Nanosphere, AutoGenomics, 
ParagonDx, Osmetech, and TrimGen.

The FDA estimates that 2 million 

people begin taking warfarin  

in the United States every year  

to prevent blood clots,  

heart attacks, and strokes.
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Combination test Can Predict end-stage Renal Disease 

Assessing kidney function by measuring glomerular filtration rate and uri-
nary albumin levels can help determine which patients with chronic kidney 

disease (CKD) will develop end-stage renal disease (ESRD), according to a study 
published in the May 2009 issue of the Journal of the American Society Nephrology. 
This combination test could help physicians to identify patients at high risk of 
serious kidney trouble and allow them to intervene at an early stage. 

Stein Hallan, M.D., Ph.D., of St. Olav University Hospital (Trondheim, Norway), 
and his colleagues recently conducted a study to see if combining two common 
measures of kidney function—estimated glomerular filtration rate (eGFR) and 
urinary albumin—could help predict which patients would develop ESRD. The 
researchers analyzed data from 65,589 adults who participated in the popula-
tion-based Nord-Trøndelag Health (HUNT 2) study and found 124 individuals 
who developed ESRD after more than 10 years of follow-up. 

Combining urinary albumin and eGFRs results identified more than 65 percent of 
patients who would develop this condition. Other factors such as hypertension, 
diabetes, smoking, obesity, and cardiovascular disease did not provide any ad-
ditional information that could be used to predict who would develop ESRD. 

“We provide clear evidence . . . that reduced eGFR should always be comple-
mented by information on urine-albumin to yield optimal prediction of the risk of 
progression to ESRD,” said Hallan. He added that combining these measurements 
might also help reduce the number of patients referred to specialists without 
losing the ability to detect future ESRD cases.  

JAMA study Links Albumin Levels to Blood Clot Risk

Preliminary research published in the May 6 issue of the Journal of the American 
Medical Association suggests that higher than normal levels of the protein 

albumin in urine is associated with an increased risk for blood clots in the deep 
veins of the legs or lungs (venous thromboembolism; VTE).

The overall incidence of VTE in developed countries is about 0.15 percent per 
year. Known risk factors for the condition include stasis (a slowing of the normal 
flow) of the blood and changes in the composition of the blood. However, in as 
many as 50 percent of VTE cases, none of the known risk factors are present. 

Albumin in urine (microalbuminuria) is associated with changes in the levels 
of several coagulation proteins. The effect of coagulation disorders is more evi-
dent in the development of VTE than of arterial thromboembolism, which led 
researchers at the University Medical Centre Groningen in the Netherlands to 
assess whether microalbuminuria is associated with VTE.

The ongoing study includes all of the approximately 85,000 inhabitants of the 
Dutch city of Groningen who were mailed a questionnaire and a vial to collect a 
urine sample for measurement of urinary albumin concentration. Of the 40,856 
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people who responded, a subgroup that included more participants with higher 
levels of urinary albumin concentration completed screening at an outpatient 
clinic. Screening data were collected on urinary albumin excretion (UAE) and 
risk factors for cardiovascular and kidney disease.

Of 8,574 evaluable participants, 129 developed at least one VTE during an aver-
age observation period of 8.6 years, corresponding to an annual incidence of 
0.14 percent, ranging from 0.12 percent in participants with UAE of less than 15 
mg/24 hours to 0.56 percent in participants with UAE of greater than 300 mg/24 
hours. These annual incidences were 0.40 percent in microalbuminuric versus 
0.12 percent in normoalbuminuric participants. 

During eight years of follow-up, 3 percent of microalbuminuric participants 
and 1 percent of normoalbuminuric participants developed VTE. “The fact that 
microalbuminuria has a high prevalence in the general population (7.2 percent) 
suggests that on the population level, microalbuminuria may be an important 
risk factor for VTE,” the authors write. “Moreover, in contrast to most of the 
established VTE risk factors, microalbuminuria could be treated by nonantico-
agulant medication.”

Genetix Acquires slidePath to expand in Digital Pathology

Imaging and diagnostics company Genetix (New Milton, United Kingdom) is 
looking to expand its presence in the rapidly growing digital pathology market. 

On April 30, the company announced its acquisition of privately held SlidePath 
(Dublin, Ireland), which offers products for analysis, management, and viewing 
of tissue and cellular samples via the Web. 

The deal is valued at up to €3.7 million ($5.0 million at current exchange rates), 
of which €2.5 million ($3.4 million) was paid at closing. An additional payment 
of up to €1.2 million ($1.6 million) is dependent on the achievement of certain 
financial milestones during 2009 and 2010.

Founded in 2003 by Dublin City University professors Donal O’Shea, M.D., and 
Sean Costello, M.D., SlidePath reported revenues of €1.3 million ($1.8 million) 
in 2008. The company has 25 employees. O’Shea and Costello will remain with 
the company and continue to lead the SlidePath business.

Genetix, which in 2006 acquired tissue analysis company Applied Imaging, views 
SlidePath’s expertise in cell imaging analysis software as aligned with its “core 
skills in imaging and image analysis, enabling Genetix to build a stronger platform 
to offer a broader mix of products for the digital pathology market,” the company 
noted in a statement announcing the acquisition. “SlidePath’s expertise in Web-
enabled viewing, information management, and computer-aided image analysis 
solutions will enhance Genetix’s product offerings through added functionality 
in its current markets of drug discovery and diagnostics.” Genetix was founded 
in 1991 and saw 2008 revenue grow 14 percent to £26.2 million (approximately 
$39.7 million) under new CEO Charles De Rohan.
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thermo Fisher to Acquire Alesco’s Biolab Division for $120 Million 

thermo Fisher Scientific (Waltham, Mass.) has agreed to buy Biolab, the sci-
entific and medical division of Alesco (Sydney, Australia), for AUD $175 

million (approximately $120 million, at current exchange rates). The transaction 
is expected to close by the end of May. 

In March, industrial conglomerate Alesco announced that it was investigating 
the potential sale of Biolab, which it acquired in 2003. With annual revenue of 
approximately AUD $170 million (approximately USD $120 million) and 420 
employees, Biolab is the leading provider of analytical instruments, life science 
consumables, and laboratory equipment for the scientific, environmental, and 
health care markets in Australia and New Zealand. 

“As the premier commercial channel in Australia, New Zealand, and the South 
Pacific, Biolab offers a broad portfolio of products and services to support Thermo 
Fisher’s continued growth in the region,” said Marijn E. Dekkers, president and 
CEO of Thermo Fisher, in a statement announcing the deal. “This acquisition 
significantly strengthens our presence in these markets.” 

Biolab will be integrated into Thermo Fisher’s laboratory products and services 
segment. The segment reported a 9 percent increase in revenues to $6.45 billion 
in 2008, compared with $5.91 billion in 2007. So far this year, laboratory products 
and services revenues declined 9 percent in the first quarter of 2009 to $1.42 bil-
lion, compared with 2008 revenues of $1.57 billion.

Prometheus Partners With Rosetta Genomics  
on Molecular tests for Cancer

Pharmaceutical and diagnostic manufacturer Prometheus Laboratories (San 
Diego, Calif.) has entered into a license and collaboration agreement with 

Rosetta Genomics (Philadelphia and Rehovot, Israel) to market tests and under-
take research and development activities. Prometheus develops and markets 
molecular diagnostic testing services and therapies related to gastrointestinal 
disease, and this partnership signals Prometheus’s move into molecular diag-
nostics for cancer. 

Under the licensing agreement, Prometheus gains domestic rights to sell three 
of Rosetta’s microRNA-based cancer tests. The three tests are miRview mets, 
which identifies the tissue of origin of metastatic tumors; miRview squamous, 
which differentiates squamous from non-squamous non-small cell lung cancer; 
and miRview meso, which distinguishes malignant pleural mesothelioma from 
other carcinomas in the lung and pleura. The tests will be performed at Rosetta’s 
CLIA-certified laboratory in Philadelphia.

This agreement also includes plans for the two companies to develop two mi-
croRNA-based gastroenterology tests, which will be funded by Prometheus. 
Financial terms of the deal include payments to Rosetta, including royalty pay-
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ments on net sales in the United States. Under a separate purchase agreement, 
Rosetta will make an $8 million ($4 per share) equity investment in Rosetta.

‘Comparative effectiveness’ Is new Buzzword in Washington

As the world waits for President Obama’s comprehensive health care legisla-
tion, activity is focused around “comparative effectiveness.” A priority of the 

Obama administration, comparative effectiveness research (CER) got a $1.1 billion 
boost under the American Recovery and Reinvestment Act of 2009 (ARRA). The 
aim of CER is to evaluate affordable health care tests and treatments to determine 
their significant advantages or disadvantages.

On April 14, the newly formed Federal Coordinating Council on Comparative 
Effectiveness held a public listening session in Washington, D.C., to discuss activi-
ties and get input on priorities that it should address. Authorized by the ARRA 
to help coordinate CER and guide funding allocations to support it, the council 
is an advisory board comprised of federal agencies charged with coordinating 
federal research on CER. The 15 members are drawn from organizations that in-
clude the Centers for Disease Control and Prevention, the Centers for Medicare 
and Medicaid Services, the Agency for Healthcare Research and Quality, and the 
Food and Drug Administration.

“The Obama administration is committed to openness and transparency,” said 
Jenny Backus, spokeswoman for the Department of Health and Human Services 
(HHS). “Comparative effectiveness research will expand choices for patients, not 
limit them, and the council looks forward to hearing from all parties as it moves 
ahead.”

The findings of CER could help patients make better decisions about the health 
care they need or want and help physicians to focus on the tests and treatments 
that are best for individual patients. While there is broad agreement on the concept 
of CER, there are widely different interpretations of its appropriate use.

The Obama administration promotes CER as a way to inject more quality into 
federal programs. But the priority given to such research has drawn fire from 
some members of Congress who fear it could lead to federal interference in 
medical decisions by enforcing clinical treatment and protocols. To calm these 
fears, the administration has said CER would not be used to mandate coverage, 
reimbursement, or other policies of public or private payers and will not include 
national clinical guidelines or coverage determinations.

Of the $1.1 billion approved for CER, $300 million goes to the Agency for Health-
care Research and Quality, $400 million to the National Institutes of Health, and 
$400 million for discretionary use by the HHS secretary to “fast track” develop-
ment and dissemination of CER for health care treatments and strategies. The 
council will provide input on priorities for the $400 million fund allocated to 
the secretary, but will not make decisions about the kind of projects that will be 
funded, HHS said.
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G-2 Diagnostic stock Index

Performance Price
(as of 5/8/09) Change
5 weeks..............................6%
13 weeks ........................ 28
Since 1/9/09 .....................6

Source: The G-2 Diagnostic Stock Index is tabulated weekly by DTTR from the average  
percentage change in the stock price of 16 IVD companies.

IVD stocks Up 6%; Quidel soars 43% on swine Flu outbreak

the G-2 Diagnostic Stock Index gained an average of 6 percent in the five weeks 
ended May 8, with 11 stocks up in price and five down. The G-2 index is up 

6 percent so far this year, while the Nasdaq is up 11 percent and the S&P is up 
4 percent.

After attributing its larger-than-expected loss in the first quarter to a mild flu sea-
son, Quidel (San Diego) on April 23 warned investors that it expected weaker flu 
revenue in the third and fourth quarters due to its large leftover inventory of flu 
tests. The next day, the World Health Organization issued an alert on “influenza-
like illness” in the United States and Mexico: swine flu, or H1N1. Shares in the 
point-of-care diagnostics company swiftly gained 43 percent, ending the period 
with a share price of $12.19 and a market capitalization of $364 million. 

Also receiving a boost from news of the swine flu was Luminex (Austin, Tex.), 
which is now working to determine whether its xTAG respiratory viral panel 
(RVP) can accurately and reliably diagnose H1N1. The company has increased 
production of the RVP test, which has been cleared by the United States Food 
and Drug Administration for subtyping of influenza A. Luminex President and 
CEO Pat Balthrop sees the RVP test as having “the potential to be the triage test 
to determine seasonal flu or not, and if it’s not then you use a lot more resources 
and improve the overall systems response time to determine whether it’s a con-
cerning subtype by being able to test only the ones with the CDC swine flu test 
that are subtyped as indicating that that test should be performed.”

Luminex’s share price retreated, however, in the wake of its May 7 announce-
ment of first quarter earnings. While revenue for the quarter was up 11 percent 
to $25.6 million, the company posted a wider-than-expected quarterly net loss 
and cut its 2009 full-year revenue outlook to $125 million to $135 million from 
its previous forecast of $130 million to $140 million. Shares in the company fell 
11 percent in recent weeks, with a May 8 closing price of $15.63 and a market 
capitalization of $649 million.

UP Price % Chg
Abaxis ............................ $17.00 ........... 6%
Abbott Labs ....................44.93 ................3
Affymetrix..........................5.06 ............. 38
Beckman Coulter ..........55.39 ................3
Bio-Rad .............................76.55 ............. 11
Clinical Data ....................12.31 ................7
Inverness Medical .........31.11 ................9
Johnson & Johnson .....54.98 ................7
Meridian ...........................18.69 ................5
OraSure ..............................3.80 ............. 30
Quidel ...............................12.19 ............. 43

DoWn
Becton Dickinson .........62.82 .............. -7
Gen-Probe .......................45.13 .............. -4
Immucor ..........................16.49 ............-28
Luminex ...........................15.63 ............-11
Nanosphere ......................3.66 ............-20
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New acting director for FDA OIVD . . . Donald St. Pierre has 
been named acting director of the United States Food & Drug 
Administration’s Office of In Vitro Diagnostic Device Evaluation 
and Safety (FDA OIVD). St. Pierre previously served as the deputy 
director of the office under the OIVD’s former director, Steve 
Gutman, Ph.D., until his retirement late last year. A permanent 

director is expected to be named by August.

St. Pierre, who joined the FDA’s Center for Devices and Radiological Health (CDRH) 
in 1990, has served in various senior-level positions there, including deputy division 
director of clinical laboratory devices and most recently as the associate director for 

policy and operations for the OIVD.

In related news, the CDRH and OIVD have received additional 
funding to increase staffing. At the annual meeting of the American 
Clinical Laboratory Association (Washington, D.C.) on May 6, Al-
berto Gutierrez, Ph.D., FDA OIVD’s deputy director of new product 
evaluation, explained that the new hires are primarily personalized 
medicine staff, including a director of personalized medicine, stat-
isticians, geneticists, microbiologists, biologists, and chemists. The 
OIVD has been approved to create an initiative called the Personal-
ized Medicine Program.

Other recent personnel changes at the FDA include the move of Francis 
Kalush, Ph.D., to the office of the director of CDRH to operate as network leader for 
diagnostics and personalized medicine. Additionally, Elizabeth Mansfield, Ph.D., has 
been named to the new role of senior genomics and personalized medicine advisor, 
reporting directly to Jesse Goodman, M.D., M.P.H., the FDA’s chief science officer.

L A b  I N s t I t u t e  2 0 0 9

September 23-25, 2009
Crystal Gateway Marriott

Arlington, VA

For more details, visit www.g2reports.com 


