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Theranos executive out as company expands 
board, introduces organization restructuring
By Liz Hollis, Contributing Writer

Theranos Inc. was back in the news Thursday, this time with word that one of its top 
executives who has received intense scrutiny is retiring. 
In a statement issued late Wednesday, the former start-up darling reported that 
Sunny Balwani, its president and chief operating officer who turns 51 next month, 
would be retiring. It also noted that it was expanding its board and introducing a new 
organizational structure. The start-up  had been a hot item because of its Nanotainer 
tube technology, which collects small drops of blood  to run tests on tiny finger-stick 
samples to detect diseases and conditions.
Company spokeswoman Brooke Buchanan told Medical Device Daily that Balwani’s 

WHO SAYS YOU CAN’T GO BACK?

Cordis returns to DES 
market via Biosensors 
distribution deal
By Amanda Pedersen, Senior Staff Writer

A new distribution agreement between 
Cardinal Health and Biosensors 
International Group Ltd. will mark Cordis’ 
return to the drug-eluting stent (DES) 
market, where it once was considered a 
solid leader. Cardinal Health, of Dublin, 
Ohio, bought Cordis last year from 
New Brunswick, N.J.-based Johnson & 
Johnson (J&J) for $1.944 billion, about 

President signs  
trade secrets bill  
that adds teeth  
to enforcement
By Mark McCarty, Regulatory Editor

In an era of ever-tightening patent 
standards, President Obama signed 
legislation that would up the ante 
for theft of trade secrets, including a 
provision for expanded civil action for 
alleged theft of such information.

Chile’s med-tech distributors fear fallout and  
financial woes from public health debt crisis
By Sergio Held, Staff Writer

BOGOTA, Colombia – Chile’s med-tech sector is growing increasingly concerned 
about the possible impact of a financing crisis in the country’s health care system, a 
crisis that has already led to late or missed payments to medical device makers and 
distributors. 
“Some companies in the sector are going through very difficult times,” Christian 
Hänel, president of the Association of Providers of the Health Industry (APIS for its 
acronym in Spanish) told Medical Device Daily. 
Payments for equipment and supplies have been delayed by six months or more, 
putting domestic med-tech makers and distributors in a difficult financial position. 

https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Cardinal_Health
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Biosensors_International
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Biosensors_International
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Cordis


FRIDAY, MAY 13 , 2016	 MEDICAL DEVICE DAILY™ 	 PAGE 2 OF 7

MEDICAL DEVICE DAILY
Medical Device Daily™ (ISSN# 1541-0617) is published every business 
day by Thomson Reuters, 115 Perimeter Center Place, Suite 1100, 
Atlanta, GA 30346 U.S.A. Opinions expressed are not necessarily 
those of this publication.  Mention of products or services does not 
constitute endorsement. All Rights Reserved. No part of this 
publication may be reproduced without the written consent of 
Thomson Reuters (GST Registration Number R128870672).

CONTACT US
medicaldevicedaily.newsdesk@medicaldevicedaily.com

Donald R. Johnston, (770) 810 3118 // Holland Johnson, (770) 810-
3122 // Amanda Pedersen, (912) 660-2282 // Omar Ford, (770) 810-
3125 // Mark McCarty, (703) 361-2519 // Sarah Cross, (770) 810-3138// 
Penney Holland (770) 810-3047 // Lynn Yoffee, (770) 810-3123

OUR NEWSROOM 
Lynn Yoffee (News Director), Holland Johnson (Executive Editor),  
Mark McCarty (Regulatory Editor), Omar Ford & Amanda Pedersen 
(Staff Writers) 

PRACTICAL INFORMATION
For Sales Inquiries: http://ip-science.interest.thomsonreuters.com/Bio-
world_Sales_Inquiry. NORTH AMERICA, Tel: (855) 260-5607. Outside of 
the U.S. and Canada, Tel. +44.203.684.1797. For Customer Service 
Inquiries, NORTH AMERICA, Tel: (800) 336-4474. Outside of the U.S. 
and Canada, Tel. +44-203-684-1796. Or email bioworld.support@
thomsonreuters.com. Copyright ©Thomson Reuters. Reproduction is 
strictly prohibited. Visit our website at www.medicaldevicedaily.com. 

For ad rates and information, please contact Chris Venezia toll free at 
(855) 260-5607; outside the U.S. and Canada, call (646) 522-6243 or 
by email at christopher.venzia@thomsonreuters.com. 

For photocopy rights or reprints, please contact Chris Venezia toll free 
at (855) 260-5607;  outside the U.S. and Canada, call (646) 522-6243 
or by email at christopher.venzia@thomsonreuters.com.

Send all press releases and related information to  
medicaldevicedaily.newsdesk@medicaldevicedaily.com.

BUSINESS OFFICE  
Donald R. Johnston (Senior Director, Current Awareness), Sarah Cross 
(Marketing Director), Penney Holland (Web Production Manager)

PRODUCT BRIEFS

OTHER NEWS TO NOTE

FINANCINGS

Santa Clara, Calif.-based Neuspera Medical Inc. said it raised 
$8 million in a new round of equity financing to support its 
injectable neuromodulation devices. Neuspera, formerly known 
as Vivonda Medical, is developing injectable neuromodulation 
devices, so called electroceuticals, using licensed mid-field 
powering technology. The company claims its implantable 
module is 100 times smaller than other neuromodulation 
devices. The money came from three anonymous investors, 
according to an SEC filing, and the company has not yet 
said how it intends to use the funds raised during the round. 
Previous to this most recent round of financing, NeuSpera said 
it had raised more than $1 million in angel funding.

 Alpha Source, a Milwaukee-based provider of health care 
technology management solutions, reported that they will 
become the authorized service provider for GE Healthcare’s 
bone mineral densitometry (BMD) products in the U.S. The 
servicing of Chalfont, U.K.-based GE Healthcare’s BMD 
equipment complements the ultrasound imaging service 
Alpha Source has been providing on selected GE Healthcare 
ultrasound products since 2014.  
Profound Medical Corp., of Toronto, Ontario, and Amsterdam-
based Royal Philips have signed a sales and marketing 
agreement that will advance the commercial launch of 
Profound’s Tulsas-Pro, a minimally invasive system to ablate 
targeted prostate tissue.  The two companies will collaborate 
in the commercialization of Tulsa-Pro in Europe followed by 
Canada, the U.S. and other markets, subject to regulatory 

clearance in those jurisdictions. Transurethral Ultrasound 
Ablation (TULSA) technology combines real-time MRI with 
transurethral therapeutic, robotically-driven ultrasound and 
closed-loop thermal feedback control providing a treatment 
tailored to patient-specific anatomy and pathology. The 
agreement follows a previously established collaboration to 
support Profound’s technology on Philips’ Ingenia and Achieva 
3T MRI platforms.

Convergent Dental Inc. released Solea 3.0, new software 
designed to enhance the Solea dental laser’s performance. 
Convergent Dental, of Natick, Mass., said the new Solea 
software allows dentists to cut any tissue without changing 
any settings. The one-setting-fits-all approach works for tooth 
structure, bone and soft tissue and enables dentists to perform 
anesthesia-free, blood-free and suture-free procedures, 
according to the company.
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Promote it on your website 
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Theranos 
Continued from page 1

retirement had been in the works for a while, and that he had 
no immediate plans for pursuing another endeavor. He will 
continue to help the company and see it through the transition 
process. The news came shortly after it was revealed that he 
and company CEO Elizabeth Holmes faced a two-year ban 
from the blood testing business for not adequately addressing 
problems at a lab in Newark, Calif.
The 13-year-old Palo Alto, Calif.-based  consumer health 
company had been heralded for trying to bring low-priced 
blood tests to the market, attracting a who’s who of supporters. 
Henry  Kissinger, former Sen.  Sam Nunn, President Bill 
Clinton’s Defense Secretary William J. Perry;  President Ronald 
Reagan’s Secretary of State George Shultz were some of the 
few that joined the company’s board. 
Now, however, many of these luminaries are gone, and the 
company has decided to bring on directors with industry 
experience. In its announcement, the company touted the 
appointment of Amgen and Baxter International veteran 
Fabrizio Bonanni to the board. 
Bonanni has a background in operations, quality and 
compliance. Bonanni retired from Amgen in 2013 after 14 years 
at the company, including a stint as senior vice president of  
quality and compliance. He eventually rose to executive vice 
president of operations.
Joining him on the board will be two members of Theranos’ 
board of counselors, William Foege, an epidemiologist and 
former director of the U.S. Centers for Disease Control and 
Prevention, and Richard Kovacevich, the former CEO of Wells 
Fargo & Co. Theranos said the move will give the new members  
“a more direct role in decision-making and shaping the 
company.” 
The appointment of the board members came roughly a month 
after Theranos expanded its Scientific and Medical Advisory 
Board. Members of this body are slated to help the company 
in a number of ways, helping Theranos inspect its clinical 
laboratories and aiding the clinical laboratory directors with the 
implementation of  lab procedures and processes. 
Theranos is not done with its quest to bring in fresh blood, as it 
looks to evolve to the next stage, Buchanan told Medical Device 
Daily. 
To that end, it is planning to hire new leadership as the 
company  begins its focus on a new structure organized around 
two pillars: R&D and clinical labs. Specifically, the company is 
looking to hire a CMO, who will lead the clinical lab aspect of 
the company. Buchanan added that no further departures are 
expected in the executive department, and Theranos expects to 
make announcements about additional hiring in the next days 
and months. 

RAPID RISE, STEEP FALL?
It’s been a steep fall for Theranos in recent months, particularly 
after it and  Holmes had won a number of accolades. It gained 
Walgreens’ as a partner, and entered an agreement through 
which the Cleveland Clinic would implement Theranos’ CLIA-
certified laboratory services in certain patient populations.
 However, a blistering series of articles appearing in The 
Wall Street Journal last fall put Theranos on the defensive. 
The articles  questioned the accuracy of the tests, a charge 
Theranos refuted in a number of statements, saying the paper 
relied on anonymous disgruntled employees. “The Journal even 
declined an opportunity to experience the technology [itself] by 
turning down our offer to send proprietary Theranos devices to 
their offices so they could have a demonstration of tests,” the 
company maintained in a release. 
The company also touted the fact that it was submitting all of 
its laboratory-developed tests to the FDA – something no other 
entity was doing. The FDA already had cleared a test for use 
in detecting the herpes simplex virus, it added, and there was 
rigorous science backing the product. 
However, by the start of this year, Theranos was facing new 
problems. It admitted that CMS had documented deficiencies 
during a survey last fall of the company’s Newark lab. The 
company said it was reviewing the CMS’ findings, but assured 
the public that it had already addressed many of the issues and 
that none of the problems were related to its Arizona lab.  It 
added in a Jan. 27 statement that it planned to “submit a full 
plan of correction  within days.”
In March, the company provided some color into the 
enhancements intended to address CMS concerns in the 
following areas: prothrombin time/international normalized 
ratio; laboratory director and testing personnel; documentation 
processes; quality systems; and lab processes. 
The news kept getting worse, however, with word  of the 
potential ban for Holmes and Balwani.  Further, the company 
also is facing probes from the Securities and Exchange 
Commission and the U.S. Attorney’s Office in San Francisco.
Still, the company remains upbeat. Buchanan told Medical 
Device Daily that by the end of the year, the company aims to 
continue to scale and grow. She added that Holmes is slated 
to discuss the company’s technology at this year’s American 
Association for Clinical Chemistry’s annual meeting in August 
while giving the keynote address. //

MDD IS ON TWITTER!
Stay connected—follow us on Twitter!
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Cordis 
Continued from page 1

three years after J&J pulled out of the coronary DES space.
Cordis, under J&J’s ownership, made the Cypher and Cypher 
Select drug- coated stents and was working on a new stent, the 
Nevo, in 2011 until J&J stopped development of that product 
and discontinued the Cypher stents. Cypher had once been a 
top-selling product for the company, but it was losing market 
share to stents made by Abbott Laboratories, Boston Scientific 
Corp. and Medtronic plc. (See Medical Device Daily, June 16, 
2011 and Oct. 6, 2015.)
David Wilson, president of Cordis, said Cordis’ understanding 
of the DES market, combined with Cardinal Health’s business 
and operational experience, gives the company a competitive 
edge in the cardiovascular space. “I am proud of the role Cordis 
played in establishing the value of coronary stents many years 
ago,” Wilson said.
In the next few months, Cordis will begin offering Biosensors’ 
coronary stents in parts of Europe, the Middle East, Africa, 
Australia and New Zealand. The agreement includes the 
Biofreedom polymer-free drug coated stent, the Biomatrix 
Neoflex DES, Biomatrix Alpha and the Chroma cobalt 
chromium bare metal stent (BMS). Over time, Cordis is 
expected to sell these products under Cardinal Health’s 
Lumeno private label in select countries and both companies 
will continue to leverage their respective distribution 
capabilities in other parts of Europe, the Middle East and Africa.

WHAT ABOUT THE U.S.?
Charles Rhyee, of Cowen and Company, said in a research 
note that the agreement will boost Cardinal Health’s medical 
strategy and diversify the business away from pharmaceutical 
distribution, which is facing near-term headwinds. The analyst 
also noted that this is a cost efficient way for the company to fill 
a void in Cordis’ portfolio and could signal future partnerships 
to further “shore up holes” in Cordis’ portfolio. Investors have 
raised concern about Cordis’ product gaps in the past, he said.
But perhaps the more interesting question the agreement 
draws attention to is when Biosensors’ stents could reach the 
U.S. market, given that the products are not FDA approved. 
Data published late last year from the company’s LEADERS 
FREE trial represented a big step in that direction for the 
Singapore-based company, according to CEO Jose Calle.
The data, presented at the Transcatheter Cardiovascular 
Therapeutics (TCT) 2015 meeting and published in the New 
England Journal of Medicine, showed superiority with respect 
to the primary safety and efficacy endpoints for the Biofreedom 
stent compared to a BMS in patients undergoing percutaneous 
coronary intervention. The prospective, double-blind, 
randomized study exclusively focused on patients with a high 
bleeding risk receiving only one month of dual anti-platelet 
therapy (DAPT). According to Biosensors, the trial assessed 

the shortest course of DAPT ever used with an active stent 
and included 2,466 patients across 68 sites in 20 countries in 
Europe, Asia, Australia and Canada. LEADERS FREE patients 
are expected to be followed for two years.
During a conference call the company held right after the 
data was presented at TCT, Calle said the results opened up a 
clearer path to the U.S. market. “We have been already starting 
conversations with FDA about a potential clinical strategy and 
regulatory strategy to do that,” he said.
But even then he recognized the partnership route might be the 
best way to go because Biosensors lacks a U.S. presence and 
would therefore have a harder time fighting for market share on 
its own. He indicated the company was already exploring such 
partnerships at that time.
Other clinical results supporting Biosensors’ products include 
data from the LEADERS trial, which enrolled 1,707 patients 
across 10 European centers. In that trial, the company’s 
Biomatrix Flex was shown to be comparable to a durable 
polymer DES in terms of safety and efficacy.
The Biomatrix DES family is also backed by three-year safety 
and efficacy data from a real world population of 5,470 
patients, which was presented last year at EuroPCR. The single-
arm observational registry was initiated in March 2008 to 
assess the outcomes of the Biolimus A9-eluting stent in routine 
clinical use across a broad selection of centers, with a focus on 
stent thrombosis and bleeding. (See MDD, May 25, 2015.) //

PRODUCT BRIEFS

Dako, an Agilent Pathology Solutions company, reported an 
expansion of the intended use of its PD-L1 IHC 28-8 pharmdx 
test in Europe to include patients with melanoma cancer. 
The test was previously approved in the United States for 
non-squamous non-small-cell lung cancer (ns-NSCLC) and 
melanoma and later launched in Europe for ns-NSCLC. The 
Carpinteria, Calif.-based company said the expanded indication 
in Europe allows physicians to determine PD-L1 expression for 
melanoma patients using a clinically validated test.
The FDA has cleared the Esophyx Z device from Endogastric 
Solutions Inc., of Redmond, Wash. The device was designed 
for compatibility with the company’s 7.5 mm Serosafuse 
implantable fastener cartridges and allows physicians to 
reconstruct the gastroesophageal valve and then secure 
tissue with a trigger-like handle, making the device similar to 
a surgical stapler. The company said it will initiate a limited 
U.S. release of Esophyx Z before a full commercial launch 
during the summer. The device is also being used in the 
American Gastroenterological Association’s STAR registry, 
which is expected to provide real-world data comparing 
patient outcomes after traditional laparoscopic surgery and 
Endogastric Solutions’ transoral incisionless fundoplication 
procedure using the Esophyx device. The first generation of the 
Esophyx device was cleared by the FDA in 2007. The Esophyx Z 
represents the third generation of the device.
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Secrets 
Continued from page 1

The Defend Trade Secrets Act of 2016 (DTSA) cruised through 
the Senate and the House of Representatives via votes of 87-0 
and 410-2, respectively, and the President lent the legislation 
his signature May 11. Up to the signing of the DTSA, the mere 
disclosure of a trade secret was not a violation of the law, but 
one of the more important features of the bill is that it allows 
civil suits to be pursued independently of the Department of 
Justice.
As the law now stands, those convicted of economic espionage 
are subject to fines as high as $10 million, whereas fines for 
theft of trade secrets for strictly commercial advantage are 
capped at half that sum. The threat of even $5 million fines may 
prove a discouragement to trade secret theft when plaintiffs no 
longer have to work through federal attorneys to file civil court 
actions, however.
The statute of limitations for the unlawful acquisition of 
trade secrets is now three years from the time the theft was 
or should “reasonably” have been discovered. However, the 
DTSA also stipulates that this three-year clock can be reset 
by a “continuing misappropriation” of the stolen information, 
which would presumably constitute a single incident of 
misappropriation. Consequently, the law now provides a 
starting date of the last day of misappropriation for determining 
the three-year expiry of the statute of limitations.
By some accounts, one of the potentially more useful provisions 
of the DTSA is the language dealing with disclosure of 
confidential information during district court proceedings. The 
owner of a trade secret will henceforth be able to file under 
seal an explanation as to why the trade secret should itself be 
held confidential. Some observers believe this may be one of 
the more significant portions of the legislation inasmuch as this 
section does not seem explicitly limited to matters pertaining 
to the DTSA or the Economic Espionage Act of 1966 (EEA), and 
hence could be interpreted to apply to a wider range of matters 
than those specifically addressed by these two changes to the 
statute.
Owners of trade secrets may now request that the defendant’s 
property be seized without notice to prevent further disclosure 
of the trade secret, but obtaining such an ex parte seizure will 
be no mean feat. The aggrieved party will have to demonstrate 
that irreparable harm will ensue in the absence of a seizure, but 
also that there is a meaningful probability that evidence will 
be destroyed or otherwise made unavailable in the absence of 
seizure. Another requirement is that the injured party will have 
to show that a failure to grant the seizure would inflict greater 
harm on the requestor than would be experienced by the 
accused in the event the seizure is granted.
The section of the DTSA addressing forfeiture, destruction 
and restitution does not seem to significantly amend the 
statute other than to make such remedies more rapidly 

available in civil court as well as criminal court. However, the 
statute now features language that carves out exceptions to 
protect whistleblowers from civil action. In instances in which 
employment involves the use of trade secrets, employers will 
have to notify their employees and contractors regarding the 
related immunities as of the date the White House signed the 
bill into law.
The legislation included “sense of the Congress” language that 
would seem to prod the current and future administrations to 
move more aggressively to protect U.S. companies from piracy 
originating outside the country. The bill as signed makes note 
of the fact that trade secret theft “occurs in the United States 
and around the world,” and that the EEA “applies broadly to 
protect trade secrets from theft.”
In an editorial appearing March 21 in the Washington Examiner, 
Mark Lauroesch, executive director of the Intellectual Property 
Owners Association (IPOA), said the DTSA “streamlines 
discovery and other procedural matters.” Lauroesch added 
that enactment of the law “will place the United States in a 
position to promote strong trade secrets protection globally,” 
by promoting a gold standard for such protections and by 
giving Washington additional leverage in negotiating trade 
agreements. The comments regarding trade secret protections 
and trade agreements was likely aimed at Beijing as much as 
any other government, which agreed under pressure to work on 
enforcement of intellectual property piracy originating in China. 
(See Medical Device Daily, Dec. 3, 2015).
The IPOA was unable to provide comment for the record, and 
the American Intellectual Property Law Association did not 
respond to contact for comment.

FDA INKS GUIDANCE FOR NEXT-GEN SEQUENCING
Next-generation sequencing (NGS) has finally debuted in an 
FDA guidance document addressing their use in detecting and 
identifying infectious diseases. The agency referred to a library 
of infectious disease pathogens to be used with NGS systems 
under the terms of the draft, a library to which the FDA recently 
declared its intent to include the Zika virus.
The so-called FDA-Argos (FDA dAtabase for Regulatory Grade 
micrObial Sequences) development and validation of Infectious 
Disease Dx tests) is a collaboration between the FDA, the 
National Center for Biotechnology Information, and two other 
institutions to assemble the genomic signatures for a wide 
array of pathogens responsible for communicable diseases, 
and a representative of the FDA’s Center for Devices and 
Radiological Health is on record as expressing an interest in 
adding Zika to the library. The agency commenced work on the 
Ebola genome for addition to the library last year.
According to the Centers for Disease Control and Prevention, 
slightly more than 500 cases of Zika have been diagnosed in 
the 50 U.S. states as of May 11, all of which are believed to have 
been acquired via travel to other nations/jurisdictions. The 

See Secrets, page 7
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Chile 
Continued from page 1

At the same time, the value of the Chilean Peso has dropped 
significantly against the dollar, losing 15 percent in 2014 and 14 
percent in 2015, which makes imports more expensive. 
By the end of 2015, public hospitals owed their equipment 
and service providers more than 139 billion Chilean Pesos 
(US$210 million). That debt was expected to balloon to 340 
billion Chilean Pesos (US$500 million) by the end of this year, 
according to public information released by Chile’s Ministry of 
Health.
“The debt to associates of APIS is about 35 percent to 40 
percent of the total amount,” said Hänel. “However, the 
indicated amounts could be undervalued, since there has not 
been a conciliation with invoices with providers,” said Hänel. 
“According to our records, the amount could be higher since we 
know that hospitals don’t recognize unpaid bills in real time,” 
he explained.
And the guild is growing increasingly concerned about the 
impact of the rising debt balloon and wants the government 
and its public institutions to make good on their obligations. 
“Our industry is aware that there are patients and families 
behind each device, service or medical equipment. However, 
the State must assume their share of responsibility and fulfill 
the commitments made in bids, through which acquisitions are 
made, and which put a deadline for payment at 45 days,” said 
Hänel.
Government tenders are put out through the website Chile 
Compra (or “Chile Buys”), which makes it clear that payments 
are to be made in 45 days.
For the president of the guild that represents about 30 med-
tech importers and distributors, the solution to the crisis lies 
on a commitment by the government to make good on late 
payments and to be punctual on payments of upcoming 
purchases.
“Suppliers make great efforts to finance long payment periods, 
which seems unfair and jeopardizes the sustainability of 
companies, regardless of their size, as the level of investment 
made by each, is also proportional to the each of them,” said 
Hänel.
According to Hänel, the public sector accounts for as much as 
70 percent of the market for med-tech products. 
“Companies go bankrupt for lack of cash flow and because they 
are unable to meet their own financial commitments,” said 
Hänel. “While there is no cash flow in payments from hospitals 
at any time you can be at risk of default, especially when it 
comes to small businesses whose sales are more concentrated 
in the public sector.”
Hänel believes the debt crisis could affect investments by 
companies in new technologies and that could, at the end of the 
day, have a long-term negative impact on health care in Chile. 

“If everything keeps like this, the prospects are very bad,” said 
Hänel. “To make the necessary changes, a commitment from 
the authorities is required. We are ready to contribute to the 
solution as we envision a high risk of bankruptcy of companies 
in the sector with all the socio-economic impact that this 
entails.”
“All financings have a cap, no one is willing to fund in 
perpetuity,” said Hänel. 
Despite these concerns over the rising level of debt from the 
public sector, the prospects for medical devices in 2016 could 
be interesting, with a series of regulatory changes underway 
that would streamline registration for imported products 
registered abroad. This is significant, given that about 90 
percent of med-tech products used in Chile are imported. 
“We want to participate [in the discussions] so that the 
regulatory changes don´t become something bureaucratic and 
expensive that at the ends affects patients and the introduction 
of new technologies,” said Hänel. “For APIS it is very important 
that products that are US FDA or EMA certified, can have a 
regulation by which they can obtain their permits or sanitary 
registration in an expedite and inexpensive way.”
For the time being, the space may be unregulated, with very 
few licensing requirements for companies to participate in 
government tenders. //

PRODUCT BRIEFS

Olympus, of Center Valley, Pa., introduced its FDA cleared 
Vizishot Flex 19G EBUS-TBNA needle, used in endobronchial 
ultrasound transbronchial needle aspiration (EBUS-TBNA), 
an alternative to surgery for lung cancer staging. EBUS uses a 
bronschoscope equipped with ultrasound capabilities to “see” 
beyond the walls of the airways and detect diseased tissue, 
lymph nodes or lesions. Suspect lymph nodes can be sampled 
using a special aspiration needle. This new needle provides 
a larger sample size, which can provide more material for 
molecular biomarker testing, the company said. Representing 
a 72 percent increase in inner surface area over the Olympus 
Vizishot 21G needle and 144 percent increase over the Vizishot 
22G needle, the new needle is the largest EBUS-TBNA needle 
available, according to Olympus.
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Secrets 
Continued from page 5

CDC’s Denise Jameison is on record as having said the agency 
expects “a small number of cases in the continental United 
States” based on recent experience with diseases caused by 
related pathogens.
The draft guidance stated that it addresses both targeted 
and metagenomic (agnostic) sequencing, and that the FDA is 
evaluating a “one-system” approach to evaluating such NGS 
systems, encompassing the activities from sample collection to 
“the output of clinically actionable data.” The agency stated, 
however, that the use of NGS systems for the discovery of 
emerging or novel pathogens falls outside the scope of the 
draft, and hence, “pathogen or marker discovery should not be 
part of an original regulatory submission.”
Nonetheless, the agency indicated it is not inflexible on this 
point, remarking that some stakeholders have voiced the 
view that information on novel and emerging pathogens and 
markers may prove useful for patients and clinicians, thus the 
rationale for permitting their inclusion in a regulatory filing 
along with an explanation of the value of the information and 
how that information might be disseminated. The FDA also 
indicated it is amenable to the use of non-Argos data sets so 
long as those alternative data sets consist of regulatory-grade, 
validated entries.
As is often the case for validation of lab-based in vitro 
diagnostic tests, the FDA recommendation regarding controls 
is to “run appropriate controls every day of testing for the 
duration of clinical and analytical validation studies.” The 
agency reminded sponsors that this includes positive and 
negative controls, and pointed out that some states have their 
own regulatory considerations in this area.
The 41-page draft includes a brief discussion of modifications 
undertaken in response to public health emergencies, 
stating that any associated regulatory filings to address 
those modifications might need only include information on 
validation of the modified portions of the test. Among the 
processes that may not require re-validation are stability 
studies and evaluation of carry-over and cross contamination.
The FDA is taking comment on the draft through Aug. 11 at 
docket number FDA-2016-D-0971.

SENATORS CUT $1.1 BILLION ZIKA DEAL
The Capitol Hill conflict over funding for the Zika virus may be 
nearing an end thanks to a handshake between Sens. Patty 
Murray (D-Wash.) and Roy Blount (R-Mo.) that would give the 
federal government $1.1 billion to grapple with the Zika virus, a 
sum that falls far short of the $1.9 billion sought by the Obama 
administration along with House and Senate Democrats.
The deal faces bipartisan resistance, although most of the 
pushback seems destined to come from Murray’s party. House 
minority leader Nancy Pelosi is quoted as saying that anything 

short of $1.9 billion would be “completely inadequate,” while 
Florida’s Bill Nelson reaffirmed the Obama administration’s 
position that $1.9 billion of fresh funds would be needed to 
handle the Zika outbreak. Florida’s proximity to Puerto Rico has 
made the Sunshine State a candidate for a test of a genetically 
modified mosquito that would presumably tamp down on 
propagation. 
Murray indicated flexibility on the funding level, stating that 
the $1.1 billion “would be a good start,” but Blunt indicated that 
the stated funding level has drawn support from others in the 
upper chamber. Blunt and Murray are the chairman and the 
ranking member, respectively, of the Senate Appropriations 
Committee’s subcommittee for labor, HHS and related 
agencies. //

Fast answers for unobstructed 
paths to market.

Ensure your drug approval processes 
run smoothly and accelerate your 
regulatory decisions with Cortellis™ 
Regulatory Intelligence. 

CLEARLY 
CORTELLIS



FRIDAY, MAY 13 , 2016	 MEDICAL DEVICE DAILY™  EXTRA	 PAGE 1 OF 1

Keeping you up to date on recent developments in neurology 
By Robert Kimball, Staff Writer

NEUROLOGY EXTRA

HIV detection during early infection  
can reduce transmission rates
Detecting HIV earlier, through screening programs that can 
identify the virus shortly after infection, may lead to lower 
rates of HIV transmission in local epidemics, suggest findings 
from a new study published in Clinical Infectious Diseases and 
available online. After an acute infection screening program 
was implemented in San Diego, there were fewer new HIV 
diagnoses than would have been expected without such 
testing. To screen for HIV, the program used nucleic acid and 
serology testing, which can detect the virus during the acute 
or primary stage of infection, as soon as 7 to 10 days after 
exposure, compared to several weeks or months for other tests. 
An estimated 30 to 50 percent of new infections originate 
from recently infected individuals, who carry higher viral loads. 
High-risk sexual behavior is also common during this stage, as 
individuals are often unaware of their status. The researchers 
believed that screening for primary infections would reduce 
HIV transmission during early infection and lead to lower 
overall incidence of the virus. Their cohort study analyzed HIV 
testing data collected by the San Diego County Department 
of Public Health and the San Diego Primary Infection Cohort 
between 1996 and 2012, and used genetic analysis to identify 
local chains of transmission. Researchers focused on the city’s 
central region, including the Hillcrest neighborhood, the center 
of the city’s gay community and an area of high HIV incidence. 
It was in this neighborhood that the researchers established 
an acute infection screening program, the Early Test, in 2007. 
Approximately 100 fewer new HIV diagnoses were observed 
in the central region in 2012 than would have been expected 
without the Early Test program. Genetic analysis also suggested 
that HIV transmission chains were more likely to end in areas 
where the early testing was marketed.

It’s all about the proteins: PSA test  
can help detect prostate cancer
A promising new test is detecting prostate cancer more 
precisely than current tests, by identifying molecular changes 
in the prostate specific antigen (PSA) protein, according to 
Cleveland Clinic research presented today at the American 
Urological Association annual meeting. The study – part of an 
ongoing multicenter prospective clinical trial – found that the 
Isopsa test can also differentiate between high-risk and low-risk 
disease, as well as benign conditions. Although widely used, 
the current PSA test relies on detection strategies that have 

poor specificity for cancer – just 25 percent of men who have 
a prostate biopsy due to an elevated PSA level actually have 
prostate cancer, according to the National Cancer Institute 
– and an inability to determine the aggressiveness of the 
disease. The Isopsa test, however, identifies prostate cancer 
in a new way. Developed by Cleveland Clinic, in collaboration 
with Cleveland Diagnostics Inc., Isopsa identifies the molecular 
structural changes in protein biomarkers. It is able to detect 
cancer by identifying these structural changes, as opposed to 
current tests that simply measure the protein’s concentration 
in a patient’s blood. The clinical trial involves six health care 
institutions and 132 patients, to date. It examined the ability 
of Isopsa to distinguish patients with and without biopsy-
confirmed evidence of cancer. It also evaluated the test’s 
precision in differentiating patients with high-grade (Gleason = 
7) cancer from those with low-grade (Gleason = 6) disease and 
benign findings after standard ultrasound-guided biopsy of the 
prostate. Substituting the Isopsa structure-based composite 
index for the standard PSA resulted in improvement in 
diagnostic accuracy. Compared with serum PSA testing, Isopsa 
performed better in both sensitivity and specificity.

Biomarker for obesity discovered
A new study led by University of Kentucky researchers and 
published in Nature shows a potential new biological marker 
for the development of obesity and a possible target for 
obesity prevention and treatment. Neurotensin (NT), a peptide 
produced mainly in the gastrointestinal tract and central 
nervous system, is released with fat ingestion and facilitates 
fatty acid absorption in the intestine. Previous research has 
shown that NT can also stimulate the growth of various 
cancers and increased fasting levels of pro-NT (an NT precursor 
hormone) are associated with development of cardiovascular 
disease and breast cancer. The new Nature study examined 
data from the Malmö Diet and Cancer Study, a population-
based, prospective epidemiologic cohort of 28,449 men and 
women who were followed for an average of 16.5±1.5 years. 
The analysis showed that obese and insulin-resistant subjects 
have significantly elevated levels of fasting pro-NT, and the risk 
of developing obesity was doubled in non-obese subjects who 
had fasting pro-NT at the highest concentrations compared to 
subjects with the lowest concentrations. The study further used 
animal models to show that a deficiency in NT protects against 
obesity, insulin resistance and fatty liver disease associated 
with high fat consumption, thus identifying NT as a potential 
early marker of future obesity and a novel therapeutic target for 
this disease.


