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RELENTLESS RISE OF TRANSCATHETER TECH:  

Heart-Valve Repair Turns Back On Open Surgery
MARION WEBB  marion.webb@informa.com

T he global market for products 
treating heart-valve disease is fore-
cast to grow from $4.8bn in 2016 

to $8.1bn in 2021, at a compound annual 
growth rate (CAGR) of 10.9%. According 
to Meddevicetracker’s “Heart Valve Repair 
And Replacement Market” report, sales 
of traditional devices used in open heart-
valve repair and replacement procedures 
accounted for about 41% of total product 
sales in 2016, as it gets overtaken by trans-
catheter technologies – a field currently 
dominated Edwards Lifesciences Corp., 
Medtronic PLC and St. Jude Medical Inc./ 
Abbott Laboratories Inc. – which held 
59% of the total market. 

By 2021, Meddevicetracker expects new 
technological advancements and contin-
ued expansion to a wider, younger pa-
tient population will significantly drive up 
market share of emerging transcatheter 
devices to 76% whereas the market share 
of invasive surgical procedures will drop 
even further to 24%. 

TRANSCATHETER TECHNOLOGIES 
MARKET OVERVIEW
The Meddevicetracker report forecasts to-
tal worldwide transcatheter heart-valve-
management product sales, comprising 
TAVR and TMVrep systems, to more than 
double from $2.85bn in 2016 to $6.2bn in 

2021, representing a CAGR of 16.6%. 
This is driven, in large part, by the grow-

ing numbers of valvular disease resulting 
from rising obesity rates and growing 
prevalence of diabetes worldwide. An-
other contributing factor is the growing 
evidence base supporting the benefits of 
transcatheter repair and replacement.

In 2016, more than 100,300 transcath-
eter heart-valve management procedures 
were performed globally, with the US and 
five major European countries – France, 
Germany, Italy, Spain and the United 
Kingdom – accounting for the majority of 
procedures performed.

Regional Perspective
Looking globally, Meddevicetracker ex-
pects that Japan will present the largest 
growth opportunity in this segment with 
sales rising by 66.8% from $31m in 2016 
to a whopping $400m. Growth drivers 
include the rising elderly demographic, 
positive reimbursement and new device 
approvals. Edwards Lifesciences was the 
first company to win approval for its third-
generation TAVR product, Sapien 3, in Ja-
pan last March. 

The second biggest growth region 
for TAVR will be the emerging markets 

Heart-valve repair 
is growing, 
boosted by the 
aging population
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MEDICAL TECHNOLOGY EXECUTIVE FORUM
SEPTEMBER 15, 2017

CROWNE PLAZA CABANA HOTEL 
PALO ALTO, CA

MDMA 
Members $395

Nonmembers 
$595

MDMA’s 10th Annual Medical Technology Executive Forum will be held on 
September 15 in Palo Alto, CA. The agenda is now available and includes multiple 
interactive panels with top industry experts and government o�  cials.

TOPICS INCLUDE
■ The Future of Med Tech Innovation
■ Raising Capital
■ CEO Perspective: “Do’s and Don’ts” for Successful Leaders

CONFIRMED SPEAKERS INCLUDE
■ Mike Carusi, General Partner, Lightstone Ventures
■ Jeff Dunn, President & CEO, Si-Bone, Inc.
■ Thomas Fogarty, Physician, Inventor & Founder of Fogarty Institute for Innovation
■ Marc Galletti, Managing Director & Founder, Longitude Capital
■ Mir Imran, Founder, InCube Labs
■ James Mazzo, Global President, Ophthalmic Devices for Carl Zeiss Meditec AG
■ Casey McGlynn, Partner, Wilson Sonsini Goodrich & Rosati (moderator)
■ Reneé Ryan, Vice President, Venture Investments, Johnson & Johnson 

Development Corporation
■ Jeffrey Shuren, MD, Director, CDRH

REGISTER TODAY to ensure your spot and network with 
over 150 med tech executives!

Executive Forum Ad_1_RTP.indd   1 6/15/17   8:45 PM
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 9 German Electromed Industry View Of Brexit: We Can 
Cope – The German electromedical industry has surveyed 
it members on the potentially negative impacts of Brexit on 
business continuity. Findings suggest that the effects will 
be manageable.

 10 Tighter Australian Rules Spell More Work For Surgical 
Mesh And Other Implant Makers – The Therapeutic Goods 
Administration wants feedback on planned changes that 
would align Australian medical device rules with the new 
medtech rules in Europe.

 11 Snapshot: US Pediatric Device Approvals Stay Steady 
Despite Overall FDA Surge – The 18% of FY 2015 PMA and 
HDE device approvals that included pediatric indications 
was the lowest proportion since FY 2009, even while, overall, 
2015 was a record-setting year for novel device approvals.

 12 US FDA’s Device-Focused Patient Engagement AdComm 
Tackles Trial Challenges – FDA’s new Patient Engagement 
Advisory Committee will discuss patient perspectives on 
device clinical trials at its first scheduled meeting.

 13 US Supreme Court Case Could End Patent Office Re-
Examination Procedure – The court has agreed to take an 
oil-industry case challenging patent office inter partes review 
procedures on the grounds they violate a constitutional right 
to trial by jury. IPRs have become an increasingly common 
approach in medtech and elsewhere for challenging patents 
outside of court, but not without controversy.

COMMERCIAL

 14 Illumina Enters Second Wave Of Growth As Genomics 
Demand Swells – Illumina is capitalizing on the inexorable 
rise of genomics as governments around the world step up 
their focus on precision medicine and deliver higher quality, 
yet more cost-effective, health care to the population. 

 16 Apollo Endosurgery Inflates Coffers With $36m – Anti-
obesity device company Apollo Endosurgery has closed a 
$36m share offering.

 16 Atlantic Therapeutics Appoints Former Zeltiq CEO As 
Chairman – Atlantic Therapeutics has appointed former 
Zeltiq Aesthetics CEO Gordie Nye as its new chairman to help 
drive adoption of its CE-marked Innovo device for treating 
clinical conditions associated with pelvic floor weakness.

R&D

 17 Abbott’s Devare On Keeping Pace With Viruses And 
Effective Testing – Timely diagnosis could hold the key 
to changing the narrative around the emerging hepatitis 
public-health challenge, believes Sushil Devare, director of 
diagnostics research at Abbott Labs. 
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SOFTWARE AT THE SPEED OF TRUST:  

US FDA Launches Pilot To Expedite Digital Health Products
FERDOUS AL-FARUQUE  danny.al-faruque@informa.com

C alling it a “once in a lifetime opportunity,” FDA’s top 
digital health official is encouraging companies 
to sign up for a pre-certification pilot that could 

allow them to get health software to market sooner and, 
in some cases, without filing a pre-market application.

After months of floating the idea to industry, FDA an-
nounced July 27 that companies can sign up for a pilot 
of the Digital Health Software Precertification Program 
,or PreCert. The program will rely on FDA certifying and 
gaining trust in a firm’s software-development practices. The 
agency says that the initiative, formerly referred to as the FDA 
Precheck program, could be a better way to address the rapid 
product development and constant updating that are hallmarks 
of digital health software. FDA acknowledges that its traditional 
medical device review pathways don’t meet the sector’s needs.

In an interview with Medtech Insight, Bakul Patel, FDA’s associ-
ate director for digital health who spearheaded the idea, says the 
agency is conducting the pilot to help figure out what the full 
program should look like and what requirements need to be met. 

Companies “who are able to validate design... and maintain 
software in a very, very good way that really keeps patients in the 
forefront, and are also proactive at the same time, are really what 
we are looking for,” Patel said in the interview. Firms that meet 
that description can experience a “very streamlined” review pre-
market process, he said.

While the pilot program is set to start Sept. 1, Patel says the 
agency has decided not to set an application deadline; instead, 
companies can continue applying until FDA fills the nine slots. 
He says the agency wants to attract a diverse set companies to 
the pilot so they can scale the concept. even though they have 
limited it to only nine applicants they encourage companies to 
continue talking to FDA and giving them feedback.

“This is probably a once in a lifetime opportunity for us to work 
together collaboratively to make sure that the program is designed 
in a way that actually helps not only the industry but also more 
importantly the patients that we all care about and we want to get 
the highest quality technology to the patients in the US,” said Patel.

FDA has scheduled a webinar on Aug. 1, to provide more infor-
mation about the pilot program and will hold a public workshop 
in January 2018 to report its initial findings.

LOWERING REGULATORY BARRIERS
FDA Commissioner Scott Gottlieb, announced the pilot pro-
gram as part of FDA’s overall Digital Health Innovation Action 
Plan in a blog post.

“The challenge FDA faced in the past is determining how to 
best regulate these non-traditional medical tools with the tradi-
tional approach to medical product review. We envision and seek 

to develop through the Pre-Cert for Software Pilot a 
new and pragmatic approach to digital health technol-
ogy,” he said. “Our method must recognize the unique 
characteristics of digital health products and the mar-
ketplace for these tools, so we can continue to promote 
innovation of high-quality, safe, and effective digital 
health devices.”

Companies interested in participating in the pilot 
program can do so starting August 1 and must meet all 

three requirements laid out by FDA. Specifically:
• The company is developing or plans to develop a digital 

health software product;
• It has an existing track record of producing software based 

on a culture of quality, measured by Key Performance Indi-
cators (KPIs); and

• It agrees to give the agency access to those KPIs, as well as 
provide FDA with real-time and real-world data and commu-
nication about its product and provide information about its 
quality management system.

Earlier this summer Gottlieb used FDA’ blog to outline his vi-
sion for implementing software provisions in the 21st Century 
Cures Act and removing regulatory ambiguity that that includ-
ed among other ideas the plan to implement a precertification 
program. (Also see “US FDA’s New Game Plan For Digital Health” - 
Medtech Insight, 15 Jun, 2017.)

At that time, the agency stated it was garnering industry feed-
back and for the most part had received positive responses from 
stakeholders. (Also see “US FDA Collecting Feedback On Digital 
Health Plan” - Medtech Insight, 16 Jun, 2017.)

Earlier this year, Patel also floated the precertification program 
idea to industry stakeholders at the AdvaMed Digital Medtech 
Conference in San Francisco, though he called it an FDA Precheck 
program, referencing the “Precheck” system used to expedite 
plane entry at airports. He asked stakeholders for advice on what 
ideally such a program should look like. (Also see “FDA Pitches 
Novel Pathway For Software” - Medtech Insight, 9 Mar, 2017.)

Industry stakeholders had a positive initial response to the July 
27 announcement and the speed at which the agency appears to 
be moving in streamlining regulation of digital health. “It’s rather 
unbelievable how fast FDA is moving in a positive direction,” said 
Bradley Thompson, who represents the industry Clinical Decision 
Support coalition.

OPPORTUNITY FOR NON-TRADITIONAL MEDTECH
As non-traditional medical device companies have entered the 
market who specialize in software and more generic digital tech-
nology, the potential to develop “software as a medical device” 
has grown, but has also raised questions about the tenability of 

LISTEN
Hear our full 

interview with FDA 
digital health leader 
Bakul Patel online at 

http://bit.ly/2uUyhFV.
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traditional device review pathways to evaluate such products
Patel says the precertification program may create incentive for 

such non-traditional companies to enter the market and develop 
new digital health software products.

“We think digital health can bring lots of benefits to patients,” 
he said. “Many software companies who are probably now not 

making medical device software may now be interested in mak-
ing medical device software. The fact is we are seeing this excite-
ment and the potential for the software to actually provide a 
unique promise that it holds for patients.”   

Published online 07/27/17

Health-Care Bill Failure Triggers Renewed 
Search For Device Tax Repeal Option
SUE DARCEY  sue.darcey@informa.com

A failed last-ditch effort in the Senate by Leader Mitch Mc-
Connell, R-Kent., to get his party to accept a “skinny repeal” 
version of a GOP health care bill early on July 28 could also 

spell the end of industry’s chances to win a device tax repeal or 
delay this year – unless they can find another legislative vehicle.

But the at least temporary pause in the Senate’s focus on 
health-care reform provides the opportunity for another indus-
try-favored bill – the FDA Reauthorization Act (FDARA) user-fee 
legislation – to finally come to the chamber’s floor for passage.

The “skinny repeal” bill, known as the Health Care Freedom Act, 
was a slimmed-down version of previous Affordable Care Act re-
peal measures, and would have delayed the 2.3% device excise 
tax until Dec. 31, 2020. But it went down in flames, along with 
near-term GOP efforts to repeal Obamacare, after Republican 
Sens. John McCain, Ariz., Lisa Murkowski, Alaska, and Susan Col-
lins, Maine, voted “no” along with all Senate Democrats.

In addition to delaying the device tax for another three 
years, HCFA would have ended the individual and employer 
mandate to purchase insurance, let individuals with health 
savings accounts contribute more dollars to them for three 
years, delayed Medicaid reimbursement of Planned Parent-

hood expenses for one year, and eliminated the Prevention 
and Public Health Fund in 2019.

The Senate adjourned for the weekend after the skinny repeal 
vote failed. It’s unclear whether there will be any more health-
care reform efforts this year. Interest groups including health in-
surers and the American Medical Association say they hope that 
Republicans will regroup and try to work out a compromise mea-
sure with Democrats that will make some fixes to the ACA with-
out throwing too many Americans off insurance rolls.

In the meantime, device groups including AdvaMed may 
need to step up ongoing efforts to find another vehicle for 
repeal, or at least an extended delay, of the excise tax. Talk of 
FDARA as a possible device-tax repeal vehicle has ramped up 
in recent days. The bill has broad support in Congress; it has al-
ready passed the House, but has been held up in the Senate due 
to the focus on health-care reform. Adding device-tax repeal, 
however, would potentially complicate a non-controversial bill 
by adding more cost to FDARA and requiring a new vote in the 
House. The user-fee reauthorization must be enacted by the 
end of September, when the current user-fee programs expire. 
(Also see “Capitol Hill Update: Congress Gets Reprieve On User Fee 
Passage, While AdvaMed Weighs Device Tax Options” - Medtech 
Insight, 26 Jul, 2017.)

Other options on the table are a Children’s Health Insurance 
Program (CHIP) reauthorization bill or a budget bill.

The trade group is seeking “the fastest way to device tax repeal 
attached to any vehicle,” a spokesman said July 26.

“The medtech industry stands ready to work with lawmakers 
on both sides of the aisle to avoid a looming, billion-dollar tax in-
crease on American manufacturers,” AdvaMed President and CEO 
Scott Whitaker said July 28 in a statement provided to Medtech In-
sight. Whitaker also offered “special thanks” to senators who have 
worked to repeal the tax. 

“The medical device tax is a proven jobs-killer,” Whitaker said. 
“A deadline remains, so we want to work with Congress to act 
quickly and end this tax for good.”   

Published online 07/28/17
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EMA Plans Guidance To ‘Closely Knit’ Development Of 
Companion Diagnostics And Drugs
VIBHA SHARMA  vibha.sharma@informa.com

T he European Medicines Agency is 
inviting feedback on its proposal 
for a guideline to address the chal-

lenges related to developing personal-
ized medicines with companion diagnos-
tics (CDx). A draft version of the guideline 
is expected to be available for consulta-
tion by the middle of next year.

The EMA’s guideline proposal is out-
lined in a concept paper, which explains 
that, at present, the development of me-
dicinal products and the in vitro diagnos-
tics that are used to assess which patients 
would most likely to respond to the drugs 
is often independent, “coming together 
only superficially towards the end.” This is 
not ideal as gaps can remain in evidence 
and validations. The proposed guideline 
will offer recommendations on using a 
close-knit development program linking 
the two, and on the use of clinical trials 
to generate evidence required to support 
validation of the diagnostic.

Specifically, the guideline will provide 
recommendations relating to the inter-
face between predictive biomarker-based 
assays, including CDx, and the develop-
ment and lifecycle of medicinal products. 
When finalized, it is intended to help com-
panies comply with the new EU In Vitro 
Diagnostics Regulation (IVDR), which en-
visions cooperation between medical de-
vice notified bodies and drug regulators 
to evaluate new companion diagnostics 
for a CE mark. (Also see “Officially Here: EU 
Medical Devices And IVD Regulations Are 
Published” - Medtech Insight, 5 May, 2017.)

Is important to clarify how evidence 
to support the validation of a compan-
ion diagnostic can be generated dur-
ing the development of a medicine, the 
EMA believes. The guideline will address 
situations where a CE-marked IVD might 
not be available to measure potentially 
predictive biomarkers, especially novel 
biomarkers, during drug development. 
In such cases, the assay used in clinical 

development may itself be eventually 
co-developed as a CDx. The guideline will 
discuss the potential to align technical 
assay validation and clinical evidence re-
quirements for drug approval with tech-
nical and clinical performance require-
ments for CE marking.

To facilitate the development of suitable 
tests for use in the clinic, the guideline will 
discuss concordance testing and bridg-
ing studies, including testing of stored 
patient samples. The interchangeability 
of assays that have been co-developed 
with more than one drug, but measure 
the same predictive biomarker, will also 
be considered. The impact of potentially 
non-harmonized life cycles of medicinal 
products and CDx including medicinal 
product labelling variations (e.g., new in-
dications or patient populations) and test 
assay modifications will be considered.

The guideline will also define and ex-
plain the regulators’ understanding of spe-
cific terms in a glossary, such as analytical/
clinical validation/performance, clinical 
utility, concordance studies and training, 
and validation sets.

The development of the guideline will 
be led by the EMA’s Pharmacogenomics 
Working Party and will also involve other 
working parties, including the Scien-
tific Advice Working Party, the Oncology 
Working Party, the Biostatistics Working 
Party as necessary, as well as the Europe-
an Commission’s IVD working group.

Comments on the EMA’s concept paper 
will be accepted until Oct. 31, 2017. When 
finalized, the concept paper will replace 
the agency’s 2010 reflection paper on 
co-development of pharmacogenomics 
markers and assays in the context of drug 
development.   

Published online 07/31/17

New EMA guidance  
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personalized medicine
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UK’s NICE Updates Policy For Preventing Bias In Advisors

U K health technology assessment 
(HTA) body NICE is seeking com-
ments on planned changes to its 

conflicts of interest policy for ensuring 
that the decisions its advisory committee 
members make are fair and unbiased.

The new draft policy provides more 
explicit guidance and clarification on 
declaring and managing conflicts of in-
terest for advisory committee members 
compared with the three-year-old policy 
it will eventually replace, says NICE (Na-
tional Institute for Health and Care Excel-
lence). It also explains how NICE handles 
any conflicts.

The update was prompted by guid-
ance from the National Health Service on 
managing conflicts of interest that was 
published earlier this year. “We are align-
ing our policy to reflect the environment 
in which we work, i.e., the NHS,” a spokes-
person for NICE told Medtech Insight.

Committee members and advisers 
bring a range of experiences and perspec-
tives to the work NICE does, the HTA body 
said. This is likely to mean they will have a 
variety of different interests, arising from 
different contexts and from activities 
undertaken in a professional or personal 
capacity. “We need to make sure that 
members of committees declare relevant 
interests so that any possible competing 
interests or risks of bias can be identified,” 
said NICE’s deputy chief executive, Gillian 
Leng. “This is an essential part of our pro-
cess to develop robust guidance of the 
highest quality.”

The draft policy says that all interests 
should be declared if, in the view of a 
reasonable person, they are relevant, 
or could be perceived to be relevant, to 
NICE’s work,

The policy provides a clearer distinc-
tion between interests that should be 
declared and those interests which are 
declared and are a conflict of interest. “It 
talks about the difference between direct 
and indirect interests,” the NICE spokes-
person said. “For example, interests that 
are declared can be an indirect interest 

but would not be a conflict of interest.” 
The section in the policy on “identifying 
and responding to potential conflicts of 
interest” details when declared interests 
are a conflict of interest.

The new policy clarifies that only in-
terests that are relevant or potentially 
relevant to the work of NICE need to be 
declared. It provides more explicit guid-
ance on when an interest is specific to 
the matters under discussion and there-
fore gives rise to greater risk of a conflict 
of interest. Specific interests, it explains, 
are those that relate to matters under 
consideration at a particular committee 
meeting, and these interests are where 
conflicts are most likely to arise. Specific 
interests include anything that relates to, 
or informs, a potential recommendation, 
including all:

• products and competitor products;
• interventions, including public 

health interventions and diagnostic 
tests;

• topic areas, such as diagnosis or 
investigation of clinical issues; and

• underpinning research papers or 
economic analyses.

Specific interests do not include hav-
ing a general interest in the topic under 
discussion, such as the provision of social 
care, or pharmacy or laboratory services, 
through being a salaried employee in a 
commercial organisation that provides 
these services.

There is also more explicit guidance on 
when private practice and other fee-paid 
work should be declared and the impact 
on an individual’s involvement in guid-
ance development.

The new policy clarifies that there are 
three potential responses following a 
declaration of interest:

• no action other than the process of 
open declaration – the individual can 
engage in all aspects of the commit-
tee’s work;

• partial exclusion – the individual can 
engage in committee discussion or 
provide advice to the meeting, but is 
excluded from developing recom-
mendations and decision-making on 
the matter relating to the interest; or

• complete exclusion – the individual 
can have no input to a specific topic, 
either from the very start (non-ap-
pointment) or for part of the commit-
tee’s work in relation to that topic.

There are examples at the end of the 
policy that outline hypothetical examples 
of committee members declaring conflict 
of interests and what to do with them.

Comments on the new policy must be 
submitted by Sept.18. “In particular, we 
would like to hear if the draft policy is 
clear and understandable, and whether 
it will ensure the right level of expert in-
put, whilst ensuring confidence in the 
integrity and objectivity,” Leng said. The 
comments will then be considered by the 
NICE board, with a view to implementing 
the new policy in early 2018.   
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– NICE deputy chief 
executive Gillian Leng
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German Electromed Industry View Of Brexit: We Can Cope
ASHLEY YEO  ashley.yeo@informa.com

T he health-care branch of German electro-industry associa-
tion ZVEI (Frankfurt) has polled its members on the pos-
sible forthcoming effects of Brexit and found that the UK’s 

exit from the EU in two years (if things go precisely to plan) will 
make some – but not much – difference to the business of Ger-
man electromedical industry manufacturers.

Not all ZVEI members responded to the survey, but there was 
enough feedback to give a sound impression of views. Most 
replied that the UK is a market for them, but it’s not the most 
important one. The sense conveyed was that “we are selling in 
the UK but it’s not the bulk of our business.” Only a few German 
electromedical companies have manufacturing sites in the UK. 
Deliveries from the UK to Germany are rated as being of low 
importance.

In summary, the majority of German electromedical technol-
ogy manufacturers expect no serious short-term effects from 
Brexit. The German market for electromedical equipment is set to 
grow by 5% in both 2017 and 2018, ZVEI believes. German capi-
tal equipment sales are flat, but consumables are growing in line 
with patient demand and the aging population. (see box Global 
Electromed Market Drivers).

CUSTOM UNION, NB CONTINUITY,  
POTENTIAL MDR ISSUES FOR UK
There are concerns, however, about what trade deals can be 
hammered out with the UK. EU Brexit negotiator Michel Barnier 
is firm that “outstanding bills” and accounts must be settled and 
EU citizens’ rights guaranteed (by the European Court of Justice 
if needs be) before trade agreements can be broached. UK Brexit 
negotiator-in-chief David Davis has already been rebuffed on 
these issues, and will surely continue to be. (Also see “Brexit Health 
Alliance Adds To UK-EU Debate; Medtechs Settle Into Interim Brexit 
Pace” - Medtech Insight, 20 Jul, 2017.)

On the contrary, seemingly well prepared for all eventualities, 
ZVEI members have looked into any supply problems that could 
arise from the UK’s EU exit, and most say that those they have 
identified are not critical or important, the head of ZVEI’s health-
care branch, Hans-Peter Bursig tells Medtech Insight. Most com-
panies have replied that they would be able to find alternative 
supplies/suppliers to resolve problems in individual cases.

But Bursig observes that, although the UK is currently ruling 
out membership of the single market, its exit from the customs 
union would be even more damaging and could, in fact, have a 
big impact on manufacturers’ supply and value chains. He also 
voices concern over the continued applicability of the CE-mark-
ing in the UK, and the doubtless more worrisome issue of UK 
notified body input into EU regulatory and auditing operations 
in general.

The UK will sweep existing EU law into UK law, as explained 
recently by FieldFisher legal expert Alison Dennis. (Also see “UK 

Medtech One Year Post-Brexit Vote: Still In The Land of Uncertain-
ty” - Medtech Insight, 4 Jul, 2017.) But the timing of the EU Medi-
cal Device Regulation coming into practice (May 2020, which 
would come after Brexit, if all goes to plan) and the specter of 
the ECJ acting as the legal arbiter in future disputes under the 
twin MDR and IVDR regulations (unacceptable to UK Brexit ne-
gotiators) could unleash a host of medtech regulatory compli-
ance complications in the UK. 

Also, if the UK steps out of line with EU environmental regula-
tion, UK medtech suppliers may no longer be viewed by their EU 
counterparts as a consistent source of reliable supply.

WISE TO KICK THE BEEHIVE?
In kicking the EU beehive, UK Brexiteers have yet to see to see the 
extent and duration of the impact of their chosen course on local 
medtech businesses. Their German electromedical counterparts 
are a step ahead. Their typical reaction right now is, We’ll adjust; 
we can live with that. The current strength of the Euro, at almost 
$1.17 and seemingly heading for $1.20, might complicate mat-
ters further, of course.   

Published online 07/26/17

Global Electromed Market Drivers
The global electromedical market in the near term will 
be driven not by Europe but by Asia and the Americas, 
which both grew by 7% in 2016, with 7-8% market growth 
forecast for both in 2017 and 2018. Europe is the global 
laggard, expanding by just 3% in 2016, and the same is 
expected in both 2017 and 2018. That is according to the 
electromedical branch of Germany’s ZVEI electro-industry 
association, from its own estimate of a 2015 market val-
ued at €95.4bn ($111.6bn). The US is the biggest market, 
at €37.6bn. 

The sector’s competitive aspect should guarantee that 
innovation flows at continuous high levels, but MNCs 
and SMEs alike have a new challenge – the digitization 
of health-care and medtech – which is rapidly gaining 
currency and being given context by government initia-
tives such the German health ministry’s new digital health 
dialogue platform. The platform aims to bring together 
stakeholders in health-care, the economy, and science 
to work out how best to use big data, and to identify 
appropriate medical technology needs, while factoring in 
cybersecurity requirements. 
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Tighter Australian Rules Spell More Work For  
Surgical Mesh And Other Implant Makers
NEENA BRIZMOHUN  neena.brizmohun@informa.com

A ustralian regulators are seek-
ing comments on proposals to 
up-classify surgical meshes and 

introduce formal requirements for com-
panies that make these and many other 
types of implants to provide patients 
with medical device ID cards.

Both actions are part of plans by the 
Therapeutic Goods Administration to 
align its medical device regulations, 
where possible, with the new EU Medi-
cal Device Regulation that was pub-
lished in May.

Under the proposals, which were re-
leased for consultation on July 28, all 
implantable surgical meshes would be 
reclassified from class IIb (medium-to-
high risk) to class III (high risk). In addi-
tion, manufacturers of mesh devices and 
other types of implants, such as orthope-
dics devices and active implantable de-
vices, would have to provide consumers 
with patient implant cards and product 
information.

The proposals will mean extra work 
for companies. For example, the up-

classification would require surgical 
mesh manufacturers to seek additional 
conformity assessment certification. 
“Manufacturers will already hold certi-
fication of full quality assurance proce-
dures, but will now also require design 
examination certification for each mesh 
medical device,” the TGA said. Spon-
sors of existing surgical mesh devices 
already included in the Australian Reg-
ister of Therapeutic Goods as a class IIb 
product will need to apply to have their 
device/s included as class III medical de-
vices, the agency added.

The proposal to formalize the require-
ment for implant cards and patient in-
formation leaflets would apply to all 
implantable devices and long-term sur-
gically invasive implants (i.e., all class IIb, 
class III and active implantable medical 
devices, except certain products such 
as sutures, staples and dental fillings, 
among others in a similar category).

While Australian regulations currently 
require manufacturers to provide cer-
tain information with their devices, the 

proposed change would make the re-
quirement for patient cards and infor-
mation explicit in the regulations, with 
the goals of improving information flow 
to patients and doctors and improving 
patient-doctor discussions.

The requirement aligns with the new 
EU regulation, the TGA said, noting that 
under Article 18 of the MDR, for example, 
implant makers must provide together 
with their device “information allowing 
the identification of the device, includ-
ing the device name, serial number, lot 
number, the Unique Device Identifier 
(UDI), the device model, as well as the 
name, address and the website of the 
manufacturer.”

Sponsors relying on European certi-
fication for their relevant ARTG entries 
would be required to submit a manufac-
turers’ evidence update to demonstrate 
compliance with the change.

There will be a transition period for both 
the up-classification requirement and the 
patient implant card rule that mirror the 
three-year transition period in the MDR.

The deadline for submitting feedback 
to the TGA’s consultation is Aug. 25.

FURTHER ALIGNMENT WITH  
EU RULES PLANNED
The TGA’s latest proposals follow the gov-
ernment’s September 2016 response to 
the Medicines and Medical Devices Regu-
lation (MMDR) review on how to reform 
and enhance Australia’s regulatory frame-
work for health care products.

The agency said it was planning to 
consult on other measures to further 
align the country’s device regulation 
with Europe’s new MDR in 2018. TGA said 
started with the up-classification and de-
vice ID measures because of their “abil-
ity to positively impact on patient safety 
around mesh devices.”   
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SNAPSHOT: US Pediatric Device Approvals Stay Steady, 
Despite Overall FDA Surge
DAVID FILMORE  david.filmore@informa.com

A recent surge in novel device ap-
provals by US FDA did not include 
a proportionate spike in new de-

vices with pediatric indications, according 
to recently released data from the agency.

FDA must send a report annually to 
Congress detailing devices approved with 
pediatric indications. The latest report, 
posted July 26, includes data through FY 
2015, which was a record-setting year 
overall for original PMA approvals. (Also 
see “FDA Hits User-Fee-Era Record For ‘Novel’ 
Devices: A New Normal?” - Medtech Insight, 
14 Jan, 2016.) The total number of origi-
nal PMAs, panel-track PMA supplements 
and humanitarian device exemptions ap-
proved in FY 2015 was 61, a 65% increase 
from the 37 such approvals in FY 2014. 

But the number of device approvals in 
those categories that included patients 
21 or younger in the product labelling in-
creased by only 38%, from eight to 11 ap-
provals, according to FDA’s latest report. 
The 18% of devices that included pediat-
ric indications in FY 2015 was the lowest 
proportion since FY 2009. The peak pro-
portion was in FY 2010, when eight of 20 
(40%) PMA, panel-track supplement and 
HDE approvals including 21-or-under pa-
tients. The most pediatric-including indi-
cations approved in recent years was the 
15 approved FY 2011.

Of the 11 approvals in FY 2018, several 
had indications targeting patients 18 years 
of age and older, while other sent down 
to ages 12 or 13. There were several that 
listed an indication for “pediatric or adult” 
patients more generally. Only approval 
was exclusive for pediatrics, Dexcom Inc.’s 
May 2015 PMA supplement approval for 
the pediatric version of its G4 Platinum con-
tinuous glucose monitor for 2- to 17-year-
olds. Also, Roche’s Elecyc Anti-HCV II Im-
munoassay was PMA approved June 2015 
specifically for patients aged 18 months to 
21 years, although the approvals also in-
cluded a control reagent for use in all ages.

Increasing development of devices 
studied in or designed for younger pa-
tients has been identified as a priority 
goal by policymakers and industry in re-
sponse to lack of availability of products 
for children and the need in some cases 
for clinicians to find ways to use devices 
designed for adults on kids. Congress has 
established mandates to report pediatric 

applications, award grants focused pe-
diatric device development and loosen 
profitability restrictions for HDE devices, 
among other reforms, to try to address 
the issue. (Also see “FDA Focusing On Pro-
motion Of Pediatric Device Development In 
2014” - Medtech Insight, 13 Jan, 2014.)   

Published online 07/27/17

Pediatric-Including Vs. Non-Pediatric PMA, Panel-Track Supplement 
and HDE Approvals, FY 2008-2015

Source: FDA
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US FDA’s Device-Focused Patient Engagement 
AdComm Tackles Trial Challenges
FERDOUS AL-FARUQUE  danny.al-faruque@informa.com

T wo years after its launch, US FDA’s device center will con-
vene the first meeting of its Patient Engagement Adviso-
ry Committee in October to discuss patient perspectives 

in clinical trials.
On July 25, CDRH Director Jeff Shuren and Kathryn O’Callaghan, 

assistant director for strategic programs at the center announced 
the first meeting of the Patient Engagement Advisory Committee, 
or PEAC, in an agency blog post. According to the FDA officials the 
group of nine committee members will meet for the first time on 
Oct. 11-12 in Gaithersburg, Md. to discuss challenges of clinical trial 
design, conduct, and reporting identified by patients. The meeting 
will come about two years since the device center first announced 
the launch of PEAC. (Also see “FDA Launches Patient Engagement 
Advisory Committee For Devices” - Medtech Insight, 22 Sep, 2015.)

“FDA chose this subject because patients often have concerns 
about participating in clinical trials or drop out once they have 
enrolled in a trial,” Shuren and O’Callaghan wrote. “Inconsistent 
or minimal participation in clinical trials can make it difficult to 
reach reliable conclusions or to determine the level of benefit for 
patients. It also can take longer to bring technological advances 
to the patients who need them.”

In general, FDA is calling the committee “a forum for the voice of 
patients” who will be asked to advise the agency on medical device 
issues and their impact on patients.

“The goal of PEAC is to better understand and integrate patient 
perspectives into our oversight, to improve communications 
with patients about benefits, risks, and clinical outcomes related 
to medical devices, and to identify new approaches, unforeseen 
risks or barriers, and unintended consequences from the use of 
medical devices,” the officials said.

FDA also states it needs better tools to capture and character-
ize patient views to maintain an acceptable balance between 
benefits and risks. The authors also added they need to adapt 
their policies to evolving science in patient preference.

The device center has been working to incorporate patient pref-
erence into its regulatory decision-making process for about the 
past five years. (Also see “FDA Validates Tool For Incorporating Patient 
Preferences In Regulatory Decisions” - Medtech Insight, 30 Sep, 2013.) 
FDA has worked with groups such as the Medical Device Innova-
tion Consortium (MDIC) and Duke University’s Margolis Center for 
Health Policy to develop new statistical methods and means to in-
corporate patient views into decision-making.

In January 2015, FDA approved EnteroMedics Inc.’s Maestro 
Rechargeable System, a pacemaker-like device used to help obese 
patients control hunger cravings. It was first device explicitly ap-
proved by the agency based on patient preference data. Since 
then, the agency has been working in close collaboration with 
MDIC on the issue, leading to a final guidance issued last year on 

using patient preference in medical device applications. (Also see 
“Final Guidance Encourages Use Of Patient Preference In Device Ap-
plications” - Medtech Insight, 25 Aug, 2016.)

While MDIC says it was not involved in the advisory committee, it 
supports the initiative and looks forward to interacting with them.

MDIC President Bill Murray says he’s happy the agency has chosen 
clinical trials as the first topic the committee will tackle. He points out 
MDIC has been working with CDRH, the Massachusetts Institute of 
Technology, RTI Health Solutions and The Michael J. Fox Foundation 
for Parkinson’s Research on a project to integrate patient preferences 
into the statistical endpoints of clinical trials. (Also see “MDIC Project 
Looks To New P-Value Possibilities” - Medtech Insight, 20 Oct, 2016.)

“We are working on a proposal to build on that project to develop 
a framework for patient input in clinical trials,” he added. “Patient in-
put in clinical trials is critical and we are pleased that CDRH has en-
couraged this committee to explore how patients might be able to 
help medical device companies think about how they can better so-
licit and integrate patient input into the design of their clinical trials.”

Murray says the creation of the new advisory committee on top 
of the 50 advisory committees FDA already relies on is an exten-
sion of the agency’s work delving into patient preference.   
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PEAC Roster
• Paul T. Conway (Chair), president of the American As-

sociation of Kidney Patients
• Katherine Seelman (Consumer Representative), Re-

tired professor of rehabilitation science and technol-
ogy, University of Pittsburgh

• Cynthia L. Chauhan, patient advocate and retired 
social worker

• Bennet R. Dunlap, consultant and diabetes advocate
• Frederick Downs, Jr., retired Veterans Administration 

procurement and logistics officer; decorated Vietnam 
veteran

• Amye Leong, president and CEO of Health Motivations
• Monica Willis-Parker, director of the Minority Engage-

ment Core, Emory Alzheimer’s Disease Research Center.
• Deborah Cornwall, patient advocacy expert
• Suzanne Schrandt, director of Patient Engagement 

at the Arthritis Foundation; previously a deputy 
director at the Patient-Centered Outcomes Research 
Institute (PCORI)
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US Supreme Court Case Could End Patent Office 
Re-Examination Procedure
ELIZABETH ORR  elizabeth.orr@informa.com

A US Supreme Court decision ex-
pected this fall could undo recent 
changes to the patent review sys-

tem that have sometimes been a thorn in 
the side of patent holders in the medical 
technology arena.

The Supreme Court recently agreed to 
hear a case, Oil States Energy Services LLC v. 
Greene’s Energy Group LLC, that questions 
whether the patent review procedures 
established via the 2012 America Invents 
Act (AIA) are constitutional. The plaintiff 
says the patent office courts violate a con-
stitutional ban on taking away property 
without a jury trial. 

While the ruling would apply to all in-
dustries, it has special relevance to inno-
vation-driven industries such as the medi-
cal device field.

The AIA allows any petitioner to file a 
challenge with the patent office asking 
for a patent to be re-examined. Usually, 
the argument is that the patent is invalid, 
either because the idea was unpatentable 
or because prior art means the patent 
shouldn’t have been issued. Administra-
tive judges employed by the US Patent & 
Trademark Office (PTO) review the chal-
lenged patents in a process known as in-
ter partes review, or IPR.

Patent owners in the life-sciences space 
– drug companies in particular, but also 
some device firms – have complained 
that the IPR process made them too vul-
nerable to challenges from not only po-
tential competitors but hedge-fund man-
agers or other parties looking to impact 
a company’s stock with a potential chal-
lenge, though some changes have been 
made to address the concerns. (Also see 
“Patent Office Revising PTO Challenge Pro-
ceedings” - Medtech Insight, 6 Apr, 2015.) 
On the other hand, the process provides 
a more accessible route for companies to 
enter a market that might be blocked by 
questionable patents. 

IPR proceedings take around 18 months 
and cost $35,000, plus attorney fees that 

can rise to the six figures, says Brent Bab-
cock, a patent attorney with Knobbe Mar-
tens who has clients in the device and 
drug industries, among others. “About 
half of the challenged patents are can-
celled,” he said. “This is very instrumental 
in weeding out patents. There have been 
several thousand of these proceedings.”

There’s no question Congress wanted to 
establish a procedure like IPRs as part of 
an effort to discourage patent trolls and 
other bad patents, Babcock said in an in-
terview. In addition, the patent office has 
performed similar re-examinations on re-
quest for decades.

But Oil State could bring the procedure 
screeching to a halt, Babcock says. PTO 
judges are not appointed by the US Presi-
dent or approved by the Senate, and the 
challenge process doesn’t include juries. 
“The fundamental question here is, does 
allowing the patent office to take away 
your patents violate the Seventh amend-
ment requirement that before the depri-
vation of life, liberty or property, you be 
heard by a jury?” he says. 

A party challenging a patent in court 
before an appointed judge would have 
the option of a jury trial under the Seventh 
amendment to the US Constitution. Jury 
trials can favor patent-holders because ju-
rors are traditionally reluctant to invalidate 
patents, Babcock says, adding “[patent 
invalidation] happens, but it’s not as com-
mon as in front of the IPR board.”

The government’s counter-argument, 
he says, is, “This is what administrative of-
fices do; they review things that they’ve 
granted.” And he believes that challenging 
the patent office’s review rights under ad-
ministrative law could have repercussions 
for other agencies that use an administra-
tive review process, such as FDA. However, 
the plaintiff has argued its case is unique 
because patents represent property.

If the Supreme Court takes the most 
drastic action suggested by the plaintiff, 
the IPR process would be immediately 

declared unconstitutional. But it’s far from 
clear what might happen retroactively to 
patents that have been cancelled during 
the past five years. Excluding patents that 
have already been through the IPR process 
might limit confusion, but Babcock be-
lieves that ruling could lead to more law-
suits. “People who have lost patents would 
feel it was pretty unfair if they lost a patent 
through a method that was later deter-
mined unconstitutional,” he points out.

Eliminating IPR might also encourage 
companies to be less cautious about pat-
ent filings, he says. Right now, companies 
are selecting what to file on carefully 
because of the increased risk the patent 
might be ruled invalid.

This is the third time the Supreme Court 
has been asked to rule on the issue. Bab-
cock says the outcome is unpredictable, 
but he expects the court to ultimately 
uphold IPRs and administrative review. 
“I focus on the practical issues, which is 
what would happen to the whole system 
if the Supreme Court threw it out,” he said. 
“It would be a mess, and I don’t see how 
the court could ever do that because of 
the terrible repercussions.”

The Supreme Court’s decision in the 
case is due by Nov. 20.   
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Illumina Enters Second Wave Of Growth As 
Genomics Demand Swells
TINA TAN  tina.tan@informa.com

I t was just over five years ago that  
Illumina Inc. was fending off a hos-
tile takeover from diagnostics heavy-

weight Roche. At that time, Roche’s offer 
of $44.50 per share to buy the genomic 
analysis technology specialist represent-
ed what seemed like a generous premium 
over Illumina’s stock price then, which 
hovered roughly around the $30 mark be-
fore rumors of the acquisition bid started 
inflating the value.

Illumina held its ground and turned its 
back on the Swiss group – not without 
some push back from some of its share-
holders – stating in blunt terms that the 
offer was “grossly inadequate in multiple 
respects” and “dramatically undervalues 
Illumina.” (Also see “Roche refuses to budge 
on price in face of snub from Illumina board” 
- Medtech Insight, 8 Feb, 2012.) (Also see “Il-
lumina sued by shareholders for Roche re-
buff” - Medtech Insight, 16 Feb, 2012.)

Snubbing Roche proved to be an as-
tute move. Five years on and Illumina’s 
share price has soared over $100, boast-
ing a range of $160.10-173.52 in the 
first six months of 2017. Its top-line has 
more than doubled, from just over $1bn 
in fiscal 2011 to nearly $2.4bn in fiscal 
2016. On Aug 1, the firm will announce 
its second-quarter 2017 results, and rev-
enue for that period is expected to grow 
– based on the averaged estimates from 
17 analysts – some 7% year-over-year to 
around $642m, while the outlook for fis-
cal 2017 is estimated growth of 10% to 
around $2.65bn.

The rise of Illumina reflects the esca-
lation of genomic medicine over these 
past few years, boosting the demand for 
gene-sequencing and analysis solutions 
that can provide more tailored, personal-
ized health care. The firm has carved itself 
a position as one of the leading go-to 
provider of these tools in both the life sci-
ences research space and increasingly the 
clinical and health care sector. In Febru-
ary 2016, Illumina announced a partner-

ship with Genomics England in which the 
US firm will develop interpretation and 
reporting tools for delivering reports on 
all genomes that are sequenced through 
the 100,000 Genomes Project. Genom-
ics England will provide access to whole 
genome sequence and de-identified phe-
notypic data for the development of this 
suite of tools for personalized medicine. 
The tools will be used to curate and man-
age the knowledge base of information 
generated over the course of the project 
with a focus on rare disease and common 
cancers. The two parties solidified their 
alliance last month when Genomics Eng-
land appointed Illumina as the primary 
vendor of variant interpretation and re-
porting software for tumor and matched 
normal samples characterized as part of 
the 100,000 Genomes Project.

The genomics wave within health care 
will continue to swell even more, believes 
Paula Dowdy, Illumina’s Senior Vice Presi-
dent and General Manager of Commercial 
Operations for EMEA.

Dowdy was appointed to this role ex-
actly this time a year ago, bringing with 
her over 20 years of experience working 
for IT and networking leader Cisco. There, 
she held a number of senior positions 
leading the firm’s product and services 
groups, and her last role before going 

to Illumina was Senior Vice President for 
Cloud, Software, and Managed Services 
at the tech company. “When I joined 
Cisco in 1996, it was prior to the internet 
boom and it was a phenomenal time to 
join the industry, right as it was taking off 
and growing through that internet phase. 
Cisco was already a successful company 
but the take-up of how important the in-
ternet, IP networking, the globalization of 
data, a voice of everything – all that was 
not known then,” she told Medtech Insight.

While Dowdy did not have a back-
ground in life sciences, what intrigued 
her about the opportunity to be part of 
Illumina was that the company is now at 
the same juncture in the genomics revo-
lution as Cisco was in the internet revo-
lution when she joined it in the late 90s. 
“Cisco’s objectives were to change the 
way we worked, lived and played around 
the internet, and Illumina is seeking to 
really impact human health care with its 
technology, with its vision, with whole ge-
nome sequencing.”

Drawing further parallels between the 
tech and genomics industries, Dowdy 
added that Cisco already had its first big 
wave of growth with the introduction of 
the router in the early 1990s, and it was at 
the cusp of its second wave of growth as 
a networking company when she joined. 
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Likewise, Illumina has already had its first 
wave of growth just based on strength of 
its gene-sequencing and analysis tech-
nologies, enabling it to build itself to a 
$2bn-plus-revenue company it is today. 
“Now we are at that next phase, mov-
ing from a predominantly life sciences 
research-oriented company to a clinical 
and healthcare company,” she said. “It’s 
interesting when you look at businesses: 
what got you through wave one won’t 
necessarily get you through wave two, 
and so the type of leaders you need in the 
company will change. In wave one, you 

are focused on the technology, the tech-
nology will sell itself and it matters a little 
less around commercialization and your 
capability around go-to-market. But in 
wave two, you are starting to think much 
more about creating markets.

“It took some time for me to get my 
head around moving industries but it was 
clear that [joining Illumina at this point of 
its growth], I could bring not just leader-
ship experience but also business experi-
ence – working across multiple functions, 
seeing transitions of markets, seeing tran-
sitions of ways you go to market, through 

direct and indirect channels.” Additionally, 
having worked as an American in Europe 
for a long time, Dowdy felt she was able to 
bring that translation of what needed to 
be done differently for a US-based com-
pany to be successful in Europe.

In the Q&A below, Dowdy provides an 
insight into Illumina’s strategies for grow-
ing its commercial operations in Europe, 
what she feels the past year’s key achieve-
ments have been, what are the changing 
needs of Illumina’s customers and how 
that is driving the company’s evolution 
and growth in coming years.

Medtech Insight: What immediate tasks were you charged with 
when you joined Illumina a year ago?

Paula Dowdy: Illumina clearly was a very successful compa-
ny [when I joined] but like many US-based tech companies, it 
was somewhat dependent on US leadership. So, bringing a 
more local leadership structure across the different functions 
was absolutely paramount.

One of the things to be mindful of is that our CEO Francis de-
Souza [who was President before assuming the additional role of 
CEO in July 2016, succeeding Jay Flatley who remains chairman- Ed] 
had a number of strategies: one was to be more global, two to 
be more digital, three to be more clinical. I know he also has had 
a talent strategy where he believes there are certain roles where 
you can go out of the life sciences sector to get the best in breed; 
whether that be in commercial, supply chain, IT. Clearly our R&D 
functions need to have the best and brightest scientists in our 
industry but there are other areas where we can take advantage 
of background, experience and ability to scale businesses.

In the past year, what do you feel has been your biggest 
achievement at Illumina?

First and foremost, I’m really proud that we have created a co-
hesive leadership team. The inner play of business functions 
between sales, marketing, services, strategy, PR, operations – 
I lead Europe and therefore like any company, big or small, 
you have limited resources, so for us, right now, we need to be 
more thoughtful about where our business is going to come 
from in the future. Placing our resources on our priorities and 
focus and then executing against that has been critical.

Sales and marketing is arguably becoming more a science 
than an art, and for us, it’s about being much more intelligent 
about what our customers of the future want from us. Not just 
from a technology perspective but also an engagement and ex-
perience perspective. This is absolutely paramount, but also re-
ally challenging for the organization to operate at a higher level.

Also, we are now looking to a longer-term horizon. We’re start-
ing to build a three-year business plan versus a one-year business 
plan and looking at where our future is and where our growth is 
going to come from; who the customers in our various markets 
are and who are the leaders in those spaces and how we can help 
facilitate their success and be a benchmark for others to follow.

It’s about running it like a business, starting to have different 
measures and mechanisms in place. As a start-up company, the 
only focus will be on revenue but Illumina now has an exten-
sive balance score card, which looks at how we are developing 
our pipeline, how our customers are responding to our service 
and support, how we are adopting e-commerce, and what the 
feedbacks on our marketing programs are. So it’s taking it to a 
level of sophistication where we can measure the impact of the 
investments we are making in the European market.

As an American leading the EMEA operations of a US-based 
company, have you encountered any challenges specific to the 
geographic markets that you’re responsible for?

I think it’s both challenge and an opportunity. Europe is not one 
place, it’s lots of countries. Then you add Middle East and Af-
rica and it’s many more countries. Our business here will have 
lots of labs, a very distributed set of hospitals, different research 
institutions – you have to look at your fragmented market, do 
that sub-segmentation analysis and understand how to best 
serve, in the most productive way, your customer base.

And making sure our San Diego leadership is attuned to the 
fact that while you may have bigger labs and service provid-
ers in the US, over time, having a very distributed set of inno-
vators in France, Germany, could actually drive more success. 
Because ultimately, you want as much science and as much 
genomics in as many places as possible to facilitate not only 
the success of the company but also of the industry. So it’s not 
just about the technology, it’s about the people it’s about the 
skills, the buy-in from governments. An example is our part-
nership with Genomics England and there are many other 
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Apollo Endosurgery Inflates Coffers With $36m
CATHERINE LONGWORTH  catherine.longworth@informa.com

A pollo Endosurgery Inc. has raised $36m in a public offering 
of 6,542,453 shares of common stock, which included the sale 
of an over-allotment of 853,363 additional shares. The anti-

obesity device company had sold the shares at its set price of $5.50 per 
share. The offering closed on July 25, with Craig-Hallum Capital Group 
LLC and Roth Capital Partners acting as joint book-running managers.

The Austin, Texas-based company has seen slow sales in the last 
couple of years and will use proceeds from the offering to support 
adoption of its endo-bariatric products and development of new 

product lines and expansion into new markets. (Also see “Apollo 
Endosurgery Seeks To Raise $31m In Share Sale” - Medtech Insight, 25 
Jul, 2017.) The company’s portfolio of products consists of surgical 
and non-surgical interventional devices for the treatment of obe-
sity. It inherited the Lap-Band gastric band and Orbera intragastric 
balloon technologies through its $110m acquisition of Allergan 
PLC’s obesity intervention division in 2013.   

Published online 07/26/17

Atlantic Appoints New Chairman
CATHERINE LONGWORTH  catherine.longworth@informa.com

I rish device firm Atlantic Therapeutics has named Gordie Nye as 
its new chairman. The Galway-based company commercializes In-
nova, an externally applied therapeutic device that delivers elec-

trical stimulation to treat stress urinary incontinence. (Also see “Start-
Up Spotlight: Atlantic Therapeutics, Stimulating The Stress Incontinence 
Market With Vaginal Mesh Alternative” - Medtech Insight, 5 May, 2017.)

Nye is currently CEO of R2 Dermatology, a start-up commer-
cializing an aesthetic dermatology technology from Harvard 
University. He served as CEO of Zeltiq Aesthetics, maker of the 
CoolSculpting “body-contouring” system from 2009-2012. The 
company was acquired by Allergan for $2.5bn in Feb. 2017. (Also 

see “Allergan Pays $2bn-Plus For Zeltiq, Expanding Aesthetics Busi-
ness” - Medtech Insight, 13 Feb, 2017.). He has also held leadership 
roles in other privately-held companies including A-Company 
Orthodontics and Critikon. Atlantic Therapeutics CEO Steve At-
kinson previously teamed up with Nye at Zeltiq and Critikon.

Prior to moving into the medical technology industry, Nye held a 
variety of marketing, sales and general management roles for com-
panies including Gillette and Reebok. His experience in consumer 
marketing will be used to drive consumer adoption of Innovo.   

Published online 07/27/17

country-based genomic medicine programs in the works all 
wanting to take advantage of precision medicine and having 
a more integrated approach to healthcare.

You mentioned the importance of sub-segmentation and 
understanding better what it is customers want. What sort 
of feedback have you received? What is it that customers are 
looking for in terms of genomic innovation?

It’s not just one answer, of course. It’s a pretty broad mix. Despite 
the massive price impact that we’ve seen [in the market for ge-
nomic analysis technologies] in the last 10 years, people continue 
to want lower prices. They are also more and more concerned 
about an end-to-end solution and really thinking in terms of 
from-sample-to-answer. Ultimately, they don’t just want to look at 
the specs of our machine, they want to look at the end-result. So, 
it is important for us to be mindful – especially in the clinical space 
– how they get that end report so they can advise their patient.

How do you see Illumina’s EMEA commercial operations and/or 
the European genomics landscape evolving five years from now?

I think our mix between clinical and research will change. Clinical 
will become more predominant. I do think you will see new indus-
tries crop up in Europe that haven’t yet emerged. For example, the 
consumer genomics market place in US has been tremendously 
successful with customers like ancestry.com and 23andme. To-
day, in Europe that is still a very small business and I think that 
is an opportunity for the consumer genomics market to pick up.

You’ll also likely see more collaborations between Illumina, 
pharma companies and other large players to focus around 
precision medicine. There will also be more integrated popu-
lation-based health care, where genomics will be a core com-
ponent of a country’s health care system and Europe will lead 
in that, with the uniqueness of our market here. That’s how I 
see our next five years will be.

Of course, we will continue to very much focus on our re-
search institutions: we are now segmenting that part of the 
business – we have research, we have clinical research, peer 
clinical and other domains and everything is becoming closer 
together. It’s an exciting time.   

Published online 07/27/17
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Abbott’s Devare On Keeping Pace With Viruses 
And Effective Testing
ANJU GHANGURDE  anju.ghangurde@informa.com

V iral hepatitis is now recognized as 
a major public health challenge, 
with over 300 million people 

worldwide estimated to be carriers of 
hepatitis B or C virus infections in 2015. 
However, only a small proportion of this 
population had been tested and were 
aware of their status, according to data 
from the World Health Organization’s 
Global Hepatitis Report 2017

As part of efforts to address this chal-
lenge, pharma and IVD firm Abbott Labo-
ratories Inc. is considering ways to include 
India – which has a high prevalence of viral 
hepatitis – in its Global Surveillance Pro-

gram. The program currently has a library 
of over 60,000 patient samples with dif-
ferent strains of HIV and hepatitis B and C 
from six continents and 40 nations. Sushil 
Devare, Director, Diagnostics Research and 
Distinguished Research Fellow at Abbott, 
was in India as a panelist at an event orga-
nized by the WHO, the Indian government 
and the Institute of Liver and Biliary Sci-
ences to mark World Hepatitis Day on July 
28. He tells Medtech Insight how the com-
pany’s surveillance program is helping the 
company “stay ahead” of HIV and hepatitis 
viruses, enabling it to develop assays that 
reliably detect and monitor infections.

Medtech Insight: Abbott launched its first hepatitis test in 
1972 and its non-radioactive hepatitis screening test in 1974. 
Could you take us through some of the key highlights on how 
the science of diagnostics in the hepatitis C area has evolved 
alongside mutation of virus strains?

Sushil Devare: Abbott has been at the forefront of innovating 
diagnostic tests for viruses over the past many decades. With 
over 40 years of diagnostics leadership as the inventors of the 
first [US] FDA-approved HIV test and the first FDA-approved Hep-
atitis C (HCV) molecular genotyping test, Abbott has brought a 
number of other breakthrough innovations in the space.

Specific to HCV, in 1990, Abbott launched the first HCV EIA 
(Enzyme Immunoassay), which used only one non-structural 
HCV protein; in 1992, Abbott developed the second-gen-
eration HCV EIA. Platforms for diagnostic analysis have also 
evolved over the past three decades. In the last decade, we 
launched HCV tests based on magnetic-particle immunoas-
says, which utilize chemi-luminescence detection. The evolu-
tion of assays has improved sensitivity and specificity of the 
assays over the years.

Over the past few years, Abbott has also launched the HCV 
Core Antigen test, which enables diagnosis of HCV in people 
with active viral infection. Because diagnosing and treating 
HCV can require more than one diagnostic test, this test can 
confirm active infection, which helps enrollment into anti-vi-
ral treatment, and can lead to a cure. Prior to the availability of 
this test, the only way to detect active viral infection was us-
ing nucleic-acid testing (NAT). Today, as an option, the same 
infection could be detected using HCV core antigen tests.

Specific to the evolution of diagnostic science alongside mu-
tation of virus strains, the development of tests and platforms 
over the years has accounted for diversity of HCV virus strains.

Some studies have referred to how mutations in Hepatitis C have 
kept an effective vaccine at bay. What makes the mutations in 
HCV so complex, vis-à-vis hepatitis A, B that have vaccines?

In terms of genetic variation, one could compare HCV to HIV. HCV 
has six genotypes and over 30 sub-genotypes and the maximum 
variation is in the envelope region, which makes it very complex 
to develop a vaccine that will cover all genotypes effectively.

In addition, for HCV, there are anti-viral treatments available, 
which could cure an individual after 12-24 weeks of therapy.

Some 11 countries including China, Brazil, India and Indone-
sia account for almost 50% of the global burden of chronic 
hepatitis and just 20% of HCV-infected people had been tested 
and diagnosed as per WHO data. Would you say WHO’s goal of 
eliminating hepatitis as a public health threat by 2030 is a bit 
ambitious currently?

The majority of people infected globally with HCV are not 
aware of the infection because they are asymptomatic. What 
is not diagnosed cannot be treated.

At the same time, an infected person has the virus replicat-
ing at the rate of a trillion viral particles per day. By the time 
clinical manifestation occurs (such as acute liver failure, cir-
rhosis and liver cancer) options for addressing these condi-
tions may become limited.

Sushil Devare, Director,  
Diagnostics Research, Abbott
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So diagnosis becomes the key step in enrolling for treat-
ment, leading to cure and eliminating HCV. With proper di-
agnosis, and rendering of treatment, the goal of eliminating 
hepatitis by 2030 may be achievable.

The WHO reports that nucleic acid tests that are required to 
make treatment decisions are more expensive ($25–200), and 
need to be made available at lower cost. Is Abbott working on 
developing some such affordable options or other new tests/
point of care tests for HCV infection?

The HCV Core Antigen test addresses the issue and is an af-
fordable option. Abbott has applied for regulatory approval 
for introducing the HCV Core Antigen test in India.

The WHO and the European Association for Study of Liver 
Diseases (EASL) recommend the use of HCV Core antigen in-
stead of nucleic acid tests (NAT) in situations where NAT is not 
accessible or available.

Could you share some specifics on Abbott’s long-running Glob-
al Surveillance Program in the hepatitis C area; any worrying 
trends in the Asian region that perhaps needs sustained focus?

Hepatitis (and HIV) can evolve to produce different strains 
and Abbott is committed to ongoing research to ensure that 
our diagnostic tools keep pace with these viruses. We devel-
oped the first HIV test in 1985 to help make the world’s blood 

supply safe again and remain committed to research that al-
lows us to remain vigilant with HIV and other evolving viruses, 
such as hepatitis B and hepatitis C.

Abbott’s Global Surveillance Program is foundational as we 
seek to stay ahead of HIV and hepatitis viruses. We scour the 
world for variations of the virus. We keep those samples in our 
‘vault’ so we can diligently compare and identify new variations. 
This is important because our tests are used around the world 
and we need to be able to detect the different viral strains.

Abbott’s Global Surveillance Program has a library (aka 
‘vault’) of more than 60,000 patient samples that contain dif-
ferent strains of HIV and hepatitis B and hepatitis C from six 
continents and 40 countries such as the US, Brazil, Argentina, 
England, Spain, Senegal, South Africa, Saudi Arabia, Israel, 
Russia, Australia and Thailand. We are also exploring ways in 
which India is also a part of the program.

Abbott has identified and characterized 5,000 HIV strains, 
enabling diagnostic tests to detect a wide range of the virus. 
We have identified and characterized rare HIV Group N and 
P viruses and are one of only two institutions in the world to 
have done so, for the P virus strain.

This program has helped improve diagnostic techniques, es-
pecially since assays have to be constantly monitored to take 
into account mutations in viruses and other external factors.

Specific to the Asian region, we have collected several thousand 
samples that help us to identify genetic variation in the region. 
Genotype 3 is the pre-dominant strain of HCV in the Asian region.

Any new, ongoing R&D project in hepatitis C diagnostics that 
you believe can probably be the next big thing in the segment? 
Any potential for CRISPR Cas9 in HCV?

Abbott’s viral discovery efforts continues to look for new virus-
es which may be implicated in hepatitis. Our work, in collabora-
tion with the University of California in San Francisco (UCSF), 
has resulted in the discovery of human pegivirus-2 (HPgV-2), 
which is found in people infected with HCV. The role of HPgV2 
in the clinical manifestation, if any, is yet to be elucidated.

HCV does not integrate into the human genome, so the 
utility of CRISPR Cas9 in HCV may be limited. An HCV infection 
can be cured using anti-viral therapy.   

Published online 07/31/17
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(countries outside of Japan, the US and 
Europe) with sales expected to rise from 
$199.9m in 2016 to $600m by 2021, a 
CAGR of 24.6%.

Growth drivers include an expanding ag-
ing population with cardiovascular disease 
and expected new approvals of TAVR sys-
tems. But there are also other factors at play 
in emerging markets that are less prevalent 
in the developed world. Rising rates of ciga-
rette smoking rank among them.

Whereas rates of cigarette smoking have 
dropped significantly in the developed 
world in the last decades, more people con-
tinue to light up in developing countries – 
such as in the Middle East, African countries 
and China – a key risk factor for developing 
aortic valve disease. Rheumatic fever is an-
other driver for aortic valve disease in these 
parts of the world, with many symptomatic 
aortic stenosis cases remaining untreated.

Meanwhile, in the US, which accounted 
for 51.6% of all transcatheter heart-valve 
management product sales in 2016, obe-
sity, a growing aging population, and the 
high prevalence of diabetes are leading 
risk factors for rising heart-valve disease. 
In the US, sales of TAVR systems are ex-
pected to rise from $1.5bn in 2016 to 
$3.1bn by 2021, a 16.1% increase.

In Europe, which ranked second in terms 
of total transcatheter heart-valve man-
agement product sales in 2016 with an 
estimated 40.3% market share, sales are 
expected to see the slowest growth glob-
ally from $1.2bn in 2016 to $2bn in 2021, a 
CAGR of 12.3%.

TAVR - OVERVIEW
TAVR has seen significant innovation in 
recent years. Many health experts believe 
that this ground-breaking technology will 
not only continue to expand geographi-
cally, but is very likely to expand to lower-
risk and younger patients in the not-too-
distant future.

Asked whether they agreed with Medde-
vicetracker’s assessment that transcatheter 
repair and replacements systems would 
surpass invasive surgical replacement pro-
cedures by the end of the forecast period 
in some regions, two US-based interven-
tional cardiologists expressed little doubt.

Dr. Peter Pelikan, director of the Cardiac 
Catherization Laboratory at Saint John’s 
Health Center in Santa Monica, California 
said it is “absolutely” his belief that TAVR 
will continue to revolutionize the industry.

“If you’re asking me what I believe, I be-
lieve that almost all aortic-valve replace-
ments will be by TAVR in the next five 
years,” Dr. Pelikan told Medtech Insight. “Mi-
tral and triscupid, I don’t know that I feel 
that definite about it. We need more data.”

Dr. James Mohyi, chair of cardiology at 
the Wyandotte Henry Ford Hospital in De-
troit, Michigan, was equally optimistic.

“These procedures have revolution-
ized how we treat patients with advanced 
heart disease,” Dr. Mohyi told Medtech 
Insight, adding that the miniaturizing of 
instruments has been key. 

In 2016, almost 90,000 TAVR procedures 
were performed globally; of those 50,000 
procedures were performed in the US.

TABLE 1

Global Heart-Valve Repair And Replacement Devices Market Share, 
By Product Type, 2016 and 2021

MARKET SEGMENT
ESTIMATED MARKET 

SHARE, 2016 (%)
ESTIMATED MARKET 

SHARE, 2021 (%)

Invasive 41 24

Emerging Transcatheter 59 76

Total Sales ($m) $4,834.7 $8,094.4

Notes: Estimated sales are for heart-valve repair and replacement devices, which include surgical 
heart-valve replacement, surgical heart-valve repair, PBV, TAVR, and transcatheter mitral-valve repair.
“Heart Valve Repair and Replacement Devices Market”
Source: Meddevicetracker

FIGURE 1

Global Transcatheter Heart Therapy System Sales, By Country/
Region, 2016-2021

Source: Meddevicetracker

CONTINUED FROM PAGE 1
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Meddevicetracker expects that world-
wide TAVR sales will reach $5.5bn by 2021, 
up 17.1% from $2.5bn in 2016. The three 
largest competitors in this market are 
Edwards Lifesciences, Medtronic and St. 
Jude Medical/Abbott. 

That is aside from unforeseeable chang-
es driven by product launches, mergers 
and acquisitions and expanded market 
penetration in the emerging markets, 
with limiters such as the high cost for the 
valve and a lack of long-term evidence of 
proof remaining.

Competitive Landscape
Since Edwards Lifesciences became the first 
company to win the CE mark in Septem-
ber 2007 with its SAPIEN TAVR system, the 
Irvine, California-based company has held 
the leading position on the global market 
by making continued improvements and 
scoring more regulatory victories.

In 2016, Edwards Lifesciences accounted 
for 65.7% on the global market share with 
corresponding product sales of $1.6bn fol-
lowed by Medtronic, which held a 28.2% 
share with total sales of $698m worldwide, 
according to Meddevicetracker. 

Medtronic entered TAVR in 2007 with 
its transfemorally delivered CoreValve 
system, but didn’t receive FDA approval 
until January 2014, which left Edwards 
Lifesciences with a major US market ad-
vantage for years. 

Other competitors in the TAVR seg-
ment, including Boston Scientific Corp., 
St. Jude Medical, JenaValve Technology 

GMBH, Symetis SA , Direct Flow Medical 
Inc. (now defunct) and Braile Biomedica, 
accounted for the remaining 6.1% market 
share and $152.3m in sales with most of 
the sales being done in Europe. 

In 2016, Edwards Lifesciences had 
$989.5m in US TAVR sales, accounting 
for a 73.9% market share followed by 
Medtronic, which had $350m in US TAVR 
sales and a 26.1% market share.

Edwards Lifesciences is currently selling 
its third-generation TAVR product, Sapien 
3. Recent findings from the PARTNER II 
trial found that the Sapien 3 valve had 
shown superiority over surgery in inter-
mediate-risk patients. Based on these re-
sults, the FDA expanded the indications 
for the company’s SAPIEN 3 and SAPIEN 
XT transcatheter heart valves for use in in 
intermediate-risk aortic stenosis patients, 
making it the first TAVR to obtain this indi-
cation in the US (Also see “US FDA Approves 
First Intermediate-Risk Indication For TAVR” 
- Medtech Insight, 18 Aug, 2016.). On June 
5, Edwards Lifesciences also obtained an 
FDA panel-track supplement approval for 
its Sapien system for “valve-to-valve” pro-
cedures (Also see “US Approvals Analysis: 
FDA Delivers Strong Half-Year Volumes” - 
Medtech Insight, 19 Jul, 2017.). 

With Medtronic’s announcement on July 
10 that it won expanded FDA approval for 
its CoreValve Evolut transcatheter aortic-
valve replacement platform (Also see “US 
FDA Green-Lights Medtronic’s CoreValve 
Evolut For Intermediate Risk” - Medtech In-
sight, 11 Jul, 2017.), Edwards LifeSciences 

systems will now face competition in this 
market segment. Medtronic also recently 
released positive data from the SURTAVI 
trial (Also see “EuroPCR 2017: TAVR Contin-
ues To Beat Surgery; Bioabsorbable Stents 
Not Going Away” - Medtech Insight, 22 May, 
2017.), which compared 863 intermediate 
risk patients treated with CoreValve and 
Evolut R systems (FDA approved in 2015) 
to 794 surgical patients (Also see “ACC 
2017: SURTAVI Supports Intermediate-Risk 
Intervention For Medtronic’s CoreValve” - 
Medtech Insight, 21 Mar, 2017.).

Despite stiffer competition from other 
TAVR suppliers in Europe, Edwards Life-
sciences held the top position with a 
55.2% market share and $520m in sales 
in 2016 in that part of the world, aided by 
the release of its second- and third-gener-
ation SAPIEN products.

Medtronic was the second-leading sup-
plier of TAVR systems in Europe with an 
estimated 30.8% market share and sales 
of $290m in 2016.

Other TAVR suppliers in Europe include 
Boston Scientific, St. Jude and JenaValve. 
Europe’s No. 3 TAVR supplier, Boston 
Scientific, bought its smaller Swiss rival 
Symetis for $435m in March (Also see “Sy-
metis TAVR Buy Not About Throwing Shade 
On Lotus, BSX Insists” - Medtech Insight, 30 
Mar, 2017.)

Looking East, the approval of Edward 
Lifesciences SAPIEN XT in 2013 offered a 
first alternative to Japan’s growing aging 
population with severe aortic stenosis, 
which favors minimally invasive tech-
niques over surgery.

Medtronic entered the Japanese market 
in 2016 with the approval of its CoreValve 
Evolut R system. Both companies are cur-
rently the only approved vendors to mar-
ket their respective TAVR systems in Japan.

Growth Drivers: Intermediate-Risk, 
Potential Low-Risk Expansion
When it comes to growth drivers for TAVR, 
the expanded indication for intermedi-
ate-risk patients in the US and Europe is 
critical, Drs. Pelikan and Mohyi agreed.

Other health experts also believe that 
on-going studies in low-risk patients 
could lead to a much broader expansion 
of TAVR systems. The intermediate group 

FIGURE 2

Global TAVR System Market, Share, By Supplier, 2016

Source: Meddevicetracker
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is generally defined as those with a surgi-
cal mortality risk of 3% at 30 days follow-
ing the procedure.

Both Edwards Lifesciences (PARTNER 3 
with Sapien 3) and Medtronic (CoreValve 
Evolut R) have on-going studies in low-
risk patients with their respective technol-
ogies. There are also on-going studies in 
Europe with low-risk patients such as the 
UK TAVI registry and NOTION 2, a Scandi-
navian study.

Meanwhile, Mohyi and Pelikan pointed 
out that the expanded indication to inter-
mediate-risk patients has already led to a 
significant increase in TAVR procedures at 
their respective hospitals.

“At Henry Ford last year, we had 250 
TAVR procedures, and then we had 30 
surgical replacements of the aortic valve,” 
Mohyi told Medtech Insight. 

“People are learning about it (it’s a new 
procedure), but the expansion to inter-
mediate-risk patients has really increased 
the volume significantly,” Pelikan added.

Both doctors noted that interventional 
cardiologists are also using TAVR for off-la-
bel uses, adding to the growth in this seg-
ment. At Saint John’s Hospital, some doc-
tors are using the TAVR valve in the mitral 
position, Pelikan said. The same is true at 
Henry Ford Hospital, according to Mohyi.

Then there are the many benefits of us-
ing TAVR vs. open surgery.

While Pelikan acknowledged that 
there is reluctance on the part of some 
physicians to implant a TAVR valve in 
somebody who’s got a 20- or 30-year 
life expectancy – “we have no idea what 
these valves are going to do long-term; 
we know what they’re going to do five 
years, but not 15 or 20 years,” – he main-
tained that TAVR still beats open heart 
surgery in every aspect. This includes the 
benefits of being able to do the proce-
dure with the patient under moderate 
sedation; patients leave the hospital in 

two days on average 
with little discomfort 
in their groin as op-
posed to doing open 
surgery where patients 
face a five-day hospital 
stay on average, then 
leave the hospital with 

a chest that’s held back together with 
wires and take months to recuperate.

“So, it’s much quicker and safer and 
easier on the patient. When I say safer, 
the complication rate is probably similar, 
but the discomfort and recuperation rate 
is so much better than other than these 
long-term issues, I don’t think anybody 
would favor surgical valve replacement,” 
Pelikan said.

When asked to compare the two rival de-
vices, both doctors said they favor Edwards 
Lifesciences’ Sapien system over Medtron-
ic’s CoreValve, citing ease of use, scientific 
evidence and habit as the main reasons.

“With the Medtronic device, you don’t 
need to rapidly pace the heart, so it’s in 
some ways less stressful to the heart to put 
in, but I’d say especially with the newest of 
the Edwards’ valves, most people are much 
more frequently using the Edwards valves,” 
Pelikan said. “The deployment process is 
just inflating the balloon and you’re done.”

Mohyi also praised Edwards LifeScienc-
es Sapien XT valve for its ease of use, say-
ing it’s less bulky and easier to maneuver.

Hurdles
However, like every device, TAVR systems 
are not without its problems. Two of the 
biggest hurdles in the TAVR segment are 
durability and cost.

Compared to surgical aortic heart-valve 
replacements, TAVR is a relatively new 
technique and there is a lack of clinical 
evidence that these valves will last for de-
cades like their surgical counterparts.

About half of all patients diagnosed 
with narrowing aortic valves are at low 
risk for open replacement valve surgery, 
and 30-40% of patients are categorized 

as intermediate risk. The remainder are 
categorized as too high risk for surgical 
replacements, making them ideal candi-
dates for TAVR.

“Now that we’re moving to less and 
less sick patients who really could be sur-
gical candidates, we want to look at the 
research very carefully and make sure it’s 
the right thing for that group,” Pelikan 
noted.

Mohyi said most people he sees who 
are TAVR candidates are very sick and 
older who wouldn’t survive the surgery. 
He said for younger patients in their 40s 
and 50s, he would still use a mechanical 
value, given its proven durability to last 
30 to 40 years.

“The downside is you have to go on blood 
thinners, but (on the upside) you don’t have 
to go through surgery again,” Mohyi said.

Cost is also a significant challenge.
TAVR prices vary, but on average they 

run around $32,000, which compares to 
the average sales price of $5,000 to $7,000 
for a surgical replacement valve.

Cost comparisons looking at overall 
cost of TAVR compared with surgical valve 
replacement found that patients treated 
with TAVR had reduced hospital stay and 
intensive care unit stays, but that didn’t 
offset the cost for the TAVR system, ac-
cording to Meddevicetracker. 

Pelikan agreed that for most hospitals, 
TAVR is a money-losing proposition. Up 
to 20% of patients who underwent TAVR 
required a permanent pacemaker, adding 
further costs to the procedure.

This also makes TAVR cost-prohibitive in 
many parts of the world. Europe has been 
using the “minimalist approach” of per-
forming TAVR without general anesthesia, 

WATCH
See how these 

transcatheter heart 
devices work here 

http://bit.ly/2vIcSA7

“If you’re asking me what I believe, I believe that  
almost all aortic-valve replacements will be by  

TAVR in the next five years,” Dr. Peter Pelikan says.  
“Mitral and triscupid, I don’t know that I feel that  

definite about it. We need more data.”
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which has led to significant cost savings. 
That program is now beginning to take 
hold in the US as well.

TMVREP - OVERVIEW
When it comes to TMVrep, the hope is 
that the success of TAVR will eventually 
translate into serving the much larger 
pool of MR patients.

In 2015, several companies in the in-
dustry including Edwards Life Sciences, 
Medtronic, HeartWare International 
Inc. and Abbott Laboratories Inc. have 
done strategic acquisitions to address 
the TMVrep market, which some believe 
is significantly larger than TAVR (Also 
see “Despite Unknowns, Companies Bet 
On Transcatheter Mitral Valve Repair” - 
Medtech Insight, 14 Jan, 2016.).

According to published reports, there 
are at least 26 new devices vying to make 
their way into the TMVrep space, some of 
which are listed in here (Also see “Europe’s 
TAVR No. 4 Buys Into Mitral Valve Space” - 
Medtech Insight, 14 Feb, 2017.). 

Many health experts, however, believe 

that the roadblocks to bringing break-
through TMVrep technologies to market 
will be steeper than for TAVR.

Challenges include clinical issues such 
as anatomical and technical problems re-
lating to the mitral valve compared to the 
aortic valve and other issues such as re-
imbursement, deliverability, and market 
segmentation.

Currently, the only FDA-approved TM-
Vrep product available in the US is Ab-
bott’s MitraClip. The edge-to-edge system 
has been available since 2008, when it re-
ceived the CE mark. It is the only approved 
system in the US and Canada for patients 
with valve disease from degenerative 
causes, according to Meddevicetracker.

The MitraClip however, has had its share 
of problems.

In March 2016, Abbott issued a volun-
tary recall of all MitraClip devices distrib-
uted in the US between Aug. 28, 2015 and 
Feb. 3, 2016 due to an issue with the deliv-
ery system deployment process. The FDA 
had warned that the use of the recalled 
MitraClip products may cause serious 

injury or death. At the time of the recall, 
there were 3,534 devices on the market, 
with nine reports of this malfunction and 
one death, according to Meddevicetracker.

On a more positive note, a recent registry 
analysis showed that about 91% percent of 
patients with primary mitral regurgitation 
therapy had procedural success with the 
MitraClip, according to a study published 
online in the Journal of the American Col-
lege of Cardiology on March 7. 

In the study, researchers evaluated data 
from 564 patients who were part of the 
Society of Thoracic Surgeons (STS)/ Amer-
ican College of Cardiology (ACC) Trans-
catheter Valve Therapy (TVT) registry.

Pelikan, who has used Abbott’s Mitra-
Clip, said in his experience the device is 
sometimes magical, and sometimes it isn’t.

“The TAVR is like a religious experience, 
and when you see it happen, it almost al-
ways helps the patient,” Pelikan said. “The 
MitraClip sometimes helps, but some-
times doesn’t.”

He joins the ranks of others in the in-
dustry and health professionals who be-
lieve that a valve replacement would be 
a much better option than a clip, but said 
more research is needed.

Competitive Landscape
According to Meddevicetracker, total world-
wide sales of TMVrep systems – which in-
cludes sales of edge-to-edge mitral-valve 
systems, enhanced coaptation/leaflet 
spacing, coronary sinus annuloplasty de-
vices and chordal systems – will rise from 
$373.7m in 2016 to about $700m in 2021, 
a CAGR of 13.4%, driven in large part by 
the rising aging population and growing 
prevalence of mitral-valve regurgitation.

The number of suppliers of TMVrep 
products in 2016 were limited to a select 
number of companies.

Abbott dominated the global market 
of TMVrep systems in 2016 with an esti-
mated market share of 97.4% and corre-
sponding product sales of $364m.

Being first to market with a TMVrep 
system and having well-established dis-
tribution channels have helped Abbott 
maintain its lead position and Meddevi-
cetracker expects that product sales will 
continue to grow at double-digit rates.

“The TAVR is like a religious experience, and  
when you see it happen, it almost always  

helps the patient,” Pelikan said. “The MitraClip  
sometimes helps, but sometimes doesn’t.”

FIGURE 3

Global TMVrep Systems Market, Share, By Supplier, 2016

Source: Meddevicetracker
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Positive data from the COAPT trial, de-
signed to test MitraClip in functional mi-
tral regurgitation would greatly expand 
the cohort of patients, but the trial has re-
portedly struggled until recently to reach 
its enrollment target of 610 patients. CO-
APT results are anticipated in 2018.

Meanwhile, the remaining suppliers 
of TMVrep devices Cardiac Dimensions 
Inc., NeoChord Inc. and Valtech Cardio 
Ltd. accounted for a 2.6% market share 
and had $9.6m in sales in 2016. Edwards 
LifeSciences purchased Valtech this Janu-
ary for $340m (Also see “Edwards To Pay Up 
To $690m For Cardioband-Maker Valtech” - 
Medtech Insight, 28 Nov, 2016.).

All three repair devices target different 
aspects of mitral-valve pathology and are 
positioned to enter US investigational de-
vice exemption trials, according to pub-
lished reports.

Cardiac Dimensions’ Carillon indirect 
annuloplasty system received the CE mark 
in December 2009 and has shown in stud-
ies to significantly reduce annular dimen-
sions, improved MR, reduced heart failure 
symptoms and demonstrated greater 
functional capacity in patients with func-
tional MR (Also see “Cardiac Dimensions 
Launches IDE Trial of Carillon Mitral Repair 
System” - Medtech Insight, 9 Dec, 2016.). 

The system is currently being evalu-
ated in the landmark REDUCE FMR trial, 
the first randomized, blinded evaluation 
of the therapy for functional MR treat-
ment at 25 centers in Europe, Australia 
and New Zealand.

NeoChord’s DS1000 Artificial Chordae 
Delivery System received the CE mark 
in 2012 and in October 2015 presented 
two-year follow-up data on 127 patients, 
which showed sustained outcomes in pa-
tients (Also see “NeoChord Set To Start US 

Trial Of Artificial Chordae Tendinae System” 
- Medtech Insight, 2 Jun, 2016.).

Valtech, now part of Edwards LifeScienc-
es, developed the annuloplasty Cardio-
band, which received the CE mark in 2015, 
and according to Meddevicetracker, will 
benefit from Edwards LifeSciences’ experi-
ence and distribution channels. 

Cardioband is also currently being 
evaluated in the EU for treating tricuspid 
regurgitation, with trial enrollment ex-
pected to be completed this year.

Growth Factors
Among the biggest growth drivers in the 
TMVrep market is the rising number of pa-
tients in developing countries who are in-
eligible for surgery due to risk factors and 
the growing body of evidence that sup-
ports the use of TMVrep over optimal medi-
cal therapy, according to Meddevicetracker.

With more products coming to mar-
ket, it could lead to pricing pressure that 
would reduce the high cost of TMVrep, 
leading to further expansion.

Finally, provided that the COAPT trial 
warrants positive results, it could lead 
to a large new cohort of patients for TM-
Vrep, specifically those with functional 
mitral-valve regurgitation of which few 
are currently considered good surgical 
candidates.

To date, therapy is limited to the much 
smaller cohort of patients in the US with 
degenerative regurgitation. MitraClip 
uses the Alfieri approach and is FDA-ap-
proved for patients with significant symp-
tomatic DMR at prohibitive risk for mitral-
valve surgery.

Meddevicetracker also expects that during 
the forecast period, a TMVrep product will 
be approved for use in the Japanese mar-
ket, which would propel worldwide sales.

Limiters
One of the biggest hurdles in the TM-
Vrep market segment is the lack of scien-
tific evidence. For Pelikan, there remains 
much to be discovered.

“I think it’s a field in evolution and I 
don’t think I can pick up which way it’s 
going to go, but hopefully they will be 
better than the MitraClip,” Pelikan told 
Medtech Insight.

As with TAVR, cost remains a big issue as 
well as physician training.

Reimbursement is another major hur-
dle. According to the Centers for Medicare 
& Medicaid Services data, hospitals spend 
between $37,000 and $50,000 in acquisi-
tion and surgical implantation costs per 
MitraClip device, and it retails for $30,000, 
which has led to a significant loss to facili-
ties that use the device, Meddevicetracker 
reported.

In August 2016, the CMS reassigned 
MitraClip procedures to allow Medicare 
patients who may benefit from the de-
vice broader access. This Medical Severity 
Diagnosis-Related Group (MS-DRG) reas-
signment resulted in a 100% increase in 
base payment rates for the device.

As in most parts of the world, heart-
valve disease is still undertreated in the 
US and there remains ample room for 
expansion, even as percutaneous proce-
dures rise and continue to supplant surgi-
cal procedures.   

Published online 07/24/17

“I think it’s a field in evolution and I don’t think  
I can pick up which way it’s going to go, but  

hopefully they will be better than the MitraClip,”  
Pelikan says.

LET’S GET
SOCIAL
We are tweeting, liking and 
sharing the latest industry 
news and insights from our 
global team of editors and 
analysts, join us!

@Medtech_Insight

medtech.pharmamedtechbi.com


Intelligence with a
Global Perspective

The Premier Resource In The Life Sciences Industry

Pharma intelligence

Pharmaintelligence.informa.com

Biomedtracker

Datamonitor Healthcare

In Vivo

Meddevicetracker

Medtrack

Medtech Insight

Pink Sheet

Pharmaprojects

RxScorecard

Scrip

Sitetrove

Trialtrove


