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A STRONGER SUPPLY CHAIN:  
Stryker Tying Process Vendors To MedAccred;  
Others May Follow Suit As FDA Takes Notice
SHAWN M. SCHMITT  shawn.schmitt@informa.com

V endors of eight critical manufac-
turing processes will have to be 
accredited to a new industry-man-

aged supply-chain oversight  program 
if they want to do future business with 
Stryker Corp. – and other big medical 
device firms will likely follow suit.

Scott Goolsbey, manager of supplier 
controls for the device giant’s endos-
copy division, told Medtech Insight that 
Stryker will eventually grant business 
based on whether suppliers are certified 
to MedAccred.

“We’re currently engaging several of 
our suppliers with MedAccred, and we’re 
socializing the program within our suppli-
ers,” Goolsbey said. “Eventually, the direc-
tion is to be making business decisions 
based on MedAccred. Awarding business 
based on accreditation [to MedAccred] is 
the end goal.”

Developed by industry a few years ago 
and administered by the Performance Re-
view Institute, MedAccred is a consensus-
driven approach to ensuring special-pro-
cess quality throughout the supply chain.

The program’s aim is to ensure high-qual-
ity finished devices and offer clearer supply-

chain visibility, giving manufacturers great-
er confidence in the vendors they choose. It 
focuses on these process-specific activities: 
cable and wire harness, heat treating, plas-
tics extrusion, plastics injection molding, 
printed boards, printed circuit board assem-
bly, sterilization, and welding.

MedAccred audits suppliers of special 
processes using collaboratively created 
audit criteria, and accreditation is granted 
and accepted by the program’s subscrib-
ing members. The process-focused audits 
are performed by industry-approved and 
-trained subject-matter experts.

At Stryker, several of its suppliers are in 
the process of scheduling audit time with 
PRI to become certified, while a few have 
already been accredited to the program.

“The accreditation audit is a very, very 
specialized audit in each of those special 
process areas. And so, when a company 
– one of our suppliers – passes this audit 
[and] becomes accredited, we can be very 
confident that they’re operating at a very 
high level and their process is going to be 
in control, and ultimately, they’re going to 
be able to meet our specification for that 
product,” Goolsbey said.

“So, quality is a result of that,” he said. 
“We believe that the consistency in the 
overall quality with regards to being 
able to meet our specifications will be 
improved because of MedAccred. And 
ultimately, that reduces risk, and that im-
proves the product’s performance in the 
hands of our customers.”

Goolsbey stressed, though, that Stryk-
er’s current vendor relationships will not 
change. Rather, supplier accreditation to 
MedAccred “is mainly going to be a con-
sideration when awarding new business. 
It’s not likely to affect existing business,” 
he said.

Stryker is conducting an impact analy-
sis to determine exactly how MedAccred 
will affect its quality systems and business 
systems.

“It certainly will impact our quality sys-
tem, and that’s part of our ongoing im-

CONTINUED ON PAGE 19
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FDA has recognized aerospace heat 
treating standard AMS 2750, giving 
MedAccred even more momentum. Click 
here to learn more: http://bit.ly/2t3QOC4
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eHealth Projects Center Stage For Estonia’s EU Presidency
ASHLEY YEO  ashley.yeo@informa.com

J ust a few days into EU member state 
Estonia’s first session as Council of 
Ministers president, the Tallinn gov-

ernment revealed that digital health will 
be one of the centerpiece projects of its 
six-month tenure (July-December 2017).

Estonia wants to build a platform for 
the faster development and adoption of 
ehealth, and take the “next step towards 
the digital health society,” Ain Aaviksoo, 
deputy secretary-general for eServices 
and innovation at Estonia’s Ministry of 
Social Affairs, said in a July 4 presentation. 
“The future will most probably be digital, 
so a prosperous EU should embrace digi-
tal transformation.”

Medtech and software technology 
companies are forcing the pace in the 
digital arena, as witness the focus put on 
this fast-growing field at the recent MiXiii 
Biomed conference in Israel. (Also see 
“How Israel’s Digital Innovators Are Captur-
ing The Minds Of Medtronic And Others” - 
Medtech Insight, 19 Jun, 2017.) But other 
stakeholders must be on board too.

A DECADE OF DEDICATION  
TO DIGITAL
The country of 1.3 million, but with the 
third-lowest population density in the 
EU (30 people per square km), has long 
embraced eHealth principles nationally. 
Its Electronic Health Registry, dating from 
2008, has improved the way that patient 
information is handled, sped up doctors’ 
access to critical information and deliv-
ered test results for patients online.

This information is available through 
Patient Portals, giving an element of pa-
tient control over treatments as well as 
protecting their privacy. One third of Esto-
nia’s population used their portal in 2016.

Meanwhile, the seven-year-old national 
ePrescription system has reduced both 
bureaucracy and GP visits, as doctors are 
able to prescribe in an online environ-
ment. Patients simply present their ID 
card at the pharmacy to complete the 
consultation. 5.7 million medical prescrip-
tions were issued in 2016.

But now Estonia’s role is to provide over-
sight and direction, and encourage both 
best practice and understanding of digital 
health possibilities across the EU. “All mem-
ber states face challenges and would ben-
efit from better digital tools,” said Aaviksoo. 
The European Connected Health Alliance 
(ECHAlliance) is supporting the Estonian 
initiatives during the six-month period.

A full program of consultations, working 
group activities, reports and workshops 
is planned for the coming six months in 
the expectation that data-driven busi-
ness models will lead to faster and greater 
health service innovation.

New eGovernment legal instruments 
are not required, but better implemen-
tation of existing legal acts is needed to 
ensure increased patient access to value-
based health care that is supported by 
data analytics. New job creation and eco-
nomic opportunities will be natural spin-
offs of better integration of digital health 
concepts and methods. 

The solutions must be flexible enough to 
take into account the varying levels of pa-
tient buy-in and pervading concerns about 
data governance. For instance, while 52% of 
EU citizens want access to their health data, 
23% of that group do not want to share 
their data. But 70% of them are prepared to 
share their data, according to figures pres-
ent by Aaviksoo. “We have to realize the 
right of citizens to control the processing of 
their health data – and how to access and 
transfer it.” The EU General Data Protection 
Regulation (GDPR) is a benefit and not a 
hindrance in this regard, he said. 

DIGITAL HEALTH PROJECTS  
FOR 2017
The list of digital health outreach projects 
to be undertaken by Estonia over the next 
six months include:

• An informal meeting of health min-
isters in Tallinn in mid-July to start 
working towards EU conclusions and 
a political mandate on what ehealth 
should deliver at EU scale.

• A high-level eHealth Conference to 
be held in Tallinn on October 16-18 
– this will bring to the table EU and 
international experiences of living 
in a digital society. The topics will 
include citizen access, technology 
issues (eMental health, cybersecurity, 
personal medicines and genomics, 
big data, AI, machine learning) and 
enabling environments. See: http://
www.ehealthtallinn2017.ee

• An ongoing initiative to bring to-
gether stakeholders and secure buy-
in for the digital health society among 
larger organizations and stakeholders 
across Europe – policymakers, govern-
ments, professionals, payers, citizens, 
universities, and companies.

• The co-signature of a final Digital Health 
Service (DHS) declaration that sets out 
the challenges of DH deployment.

• Four task forces to accelerate digital 
uptake, specifically on: designing a 
convergence roadmap on interoper-
ability challenges; “data donors” – ways 
of informing EU citizens about the 
benefits of sharing data; legal frame-
works - how data are used (main and 
secondary purposes) and a look at best 
practices that promote the free flow of 
data; and change management needs. 
The task force conclusions will be pub-
lished by the end of September.

• In July, the launch of a broad consul-
tation to gather views and insight 
from across Europe, which is open 
until August 31.   

Published online 07/05/17

70% of those in the EU who want access to their data  
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Ethicon Sues Intuitive Over Surgical Tool Patents
ELIZABETH ORR  elizabeth.orr@informa.com

J ohnson & Johnson division Ethi-
con Endo-Surgery Inc. filed suit 
against Intuitive Surgical Inc. June 

30 in a Delaware federal court, claiming 
tools used with Intuitive’s da Vinci surgi-
cal robot violate Ethicon patents. 

The lawsuit concerns six Ethicon pat-
ents on a range of surgical tools and 
techniques, including stapling systems; 
an interface that lets robots use surgical 
tools; a surgical instrument system; and 
three separate patents on detachable 
motor-powered surgical instruments. 
All of the patents were issued between 
2013 and 2017.

Specifically, Ethicon claims Intuitive’s 
EndoWrist line of surgical staplers violates 
Ethicon’s patents. The EndoWrist line is 
marketed for use with the da Vinci system, 
and Ethicon also maintains that the way 
the staplers attach to the robot is in viola-
tion of Ethicon patents. The infringements, 
Ethicon says, have “caused irreparable 
harm to Ethicon, and will continue to cause 
such harm unless and until their infringing 
activities are enjoined by this court.”

Ethicon is asking for a jury trial as well 
as damages. In addition, Ethicon argued 
in the suit that Intuitive should cover 
court costs.

The companies did not respond to a re-
quest for comment by Medtech Insight.   

Published online 07/07/17

Key Surgical Locks In Merger With German 
Sterile Processing Firm
CATHERINE LONGWORTH  catherine.longworth@informa.com

U S company Key Surgical has 
merged with its German rival, In-
terlock, to form a global sterile 

processing organization. The deal follows 
on from Interlock’s acquisition last year of 
UK company Clinipak. Healthcare inves-
tor, Water Street Healthcare Partners, led 
the merger of the businesses. Financial 
terms of the deal were not disclosed. 

Key Surgical president and chief op-
erating officer Brian O’Connell told 
Medtech Insight the merger positions 
the company as a global provider of 
sterile processing and operating room 
supplies. About 90% of Key Surgical’s 
business in the US. About 90% of Inter-
lock’s business in Europe, with Clinipak 
is concentrated in the UK. 

“We’ve taken strong brands in three 
strong markets and there’s tremendous 
opportunity there,” said O’Connell. “We 
think we can become one of the world’s 
leading provider of sterile processing sup-
plies [and] we have a very comprehensive 
portfolio of products, together we have 
over 7,000 products between the three 
companies to provide to our customers 

worldwide…We form a global platform 
that we can build on going forward.”

O’Connell said the company’s “breadth 
of portfolio” would be a strong differen-
tiator between competitors. “We know 
customers want a single source for their 
supplies and we can offer that. For ex-
ample, one of the lines we sell are spe-
cial cleaning brushes to sell surgical 
instruments and we have hundreds of 
different types of brushes. We can confi-
dently say we are the ‘one stop shop’ for 
breadth of products.”

Scot Milchman, CEO of Key Surgical 
said, “As one entity, Interlock, Clinipak and 
Key Surgical will be the only global orga-
nization dedicated to providing hospitals 

with products and supplies that support 
their goals for surgical and patient safety 
[and] our partnership with Water Street 
will allow us to gain access to a highly re-
garded team with deep medical product 
and distribution expertise and a network 
of resources to support our growth.”

Key Surgical was founded in 1988 
by three nurses who wanted to form a 
single source supplier for surgical instru-
ments. In 2005, Milchman and O’Connell 
bought the company and expanded the 
portfolio. Milchman will remain as CEO 
of the newly combined company and 
O’Connell as president and COO.   

Published online 07/06/17
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Konica Minolta Adds Ambry Genetics As First Piece Of 
Precision Medicine Business
REED MILLER  reed.miller@informa.com

K onica Minolta Inc. has agreed to 
pay $1bn to acquire Ambry Genet-
ics as the first part of a new preci-

sion medicine platform, the companies 
announced July 6.

“This acquisition is the first in a series 
of strategic initiatives to secure a leading 
position for Konica Minolta in precision 
medicine,”, Konica Minotla Minolta CEO 
Shoei Yamana said in a release. “Together 
with Ambry, we will have the most com-
prehensive set of diagnostic technolo-
gies for mapping an individual’s genetic 
and biochemical makeup, as well as the 
capabilities to translate that knowledge 
into information the medical community 
can use to discover, prevent, and cost-
effectively treat diseases. This will not 
only serve as the future foundation for 
our health-care business, but will pave 
the way for a fundamental shift in the way 
medicine is practiced globally.”

The acquisition, expected to close 
in October 2017, will make Aliso Viejo, 
CaliforniaCalif.-based Ambry part of Kon-
ica Minolta Healthcare Americas, Inc., a 
wholly- owned subsidiary of Konica Minol-
ta. The Innovation Network Corporation of 
Japan, a public-private investment compa-
ny created to bring industrial innovation to 
Japan, will make an upfront, all-cash pay-
ment of $800m to Ambry. Konica Minolta 

will invest 60% and INCJ will account for 
the remaining 40%. Ambry shareholders 
will then receive up to $200m in incremen-
tal consideration based on certain metrics 
over the next two years.

Ambry is a privately company of about 
600 employees and $288m in annual rev-
enue led by its founder and Chairman 
Charles Dunlop, and CEO Dr. Aaron Elliott. 
It boasts the world’s most comprehensive 
suite of genetic- testing solutions for in-
herited and non-inherited diseases plus 
other genetic tests for oncology, cardiol-
ogy, pulmonology, and neurology appli-
cations. Konica Minolta has about 44,000 
employees worldwide and $8.5bn in an-
nual sales, but only about 9% of Konica 
Minolta’s business is in health care. Most 
of the company’s revenue comes from 
business and industrial technologies such 
as IT services and industrial printing.

“The acquisition of Ambry and the ad-
vancement of precision medicine marks 
a strategic and important shift for Konica 
Minolta’s health-care business,” Konica 
Minolta explains in a press release. The 
company expects Ambry’s genetics tech-
nologies to complement its own imaging 
technology. For example, in 2015, Konica 
Minolta introduced its High-Sensitivity 
Tissue Testing, an advanced immunos-
taining technology based on fluorescent 

nanoparticles. The companies expect 
that HSTT can be further enhanced by 
Ambry’s genetics-based screening tech-
niques to help clinicians analyze tissues 
to diagnose hereditary cancer and select 
the best drug therapy

For example, on June 6, Ambry recently 
launched a TumorNext-HRD, the first test 
to provide simultaneous genomic informa-
tion on somatic and hereditary cancer while 
confirming the patient’s eligibility for tar-
geted treatment options. On the same day, 
Ambry launched TumorNext-Lynch, which 
assesses both tumor and germline mark-
ers in patients at-risk for Lynch syndrome, 
an inherited condition that raises the risk of 
colorectal and endometrial cancer.

Kiyotaka Fujii, president of Global 
Healthcare for Konica Minolta, said: “Kon-
ica Minolta will look to accelerate innova-
tions by drawing on the strengths of both 
companies. In addition to introducing 
Ambry’s genetic-testing capabilities to 
the Japan market, we will look to develop 
new bio-imaging and proteomic services 
and solutions to benefit doctors, patients, 
and pharmaceutical companies.”

Konica said it will first focus on bring-
ing these new genetics technologies to 
Japan, followed by Europe.   

Published online 07/06/17
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DEVICE DEBUTS:  

Medtronic’s MiniMed 670G HCL Insulin Pump, 
OrbusNeich’s Sapphire Coronary Balloons, And More
REED MILLER  reed.miller@informa.com

D evice Debuts is a regular Medtech 
Insight feature highlighting new 
products introduced into the 

market for the first time, important new 
iterations of existing products, or launch-
es of existing products into new markets 
for the first time. With a slower calendar 
of medical meetings, not as many com-
panies try to make a big splash with a 
product launch in the summer compared 
to the spring, but there have still been a 
number of notable device launches so far 
this summer.

MEDTRONIC’S MINIMED 670G
Medtronic PLC announced the US launch 
of the MiniMed 670GHybrid Closed Loop in-
sulin pump system for people with type 1 
diabetes on June 7.

MiniMed 670G features the SmartGuard 
HCL technology, Guardian Sensor 3 and 
the Contour Next link 2.4 blood glucose 

monitoring system from Ascensia Dia-
betes Care. It is, according to Medtronic, 
the only FDA-approved insulin pump that 
can enable personalized and automated 
delivery of basal insulin, to maximize the 
time the patient’s blood-sugar levels are 
within the ideal range.

FDA approved MiniMed 670G in Sep-
tember 2016, earlier than the company 
expected. Since then, the company has 
been working prepare its manufactur-
ing and marketing capabilities, as well as 
reach agreements with third-party payers 
to cover the technology. For example, in 
late June Medtronic announced a deal 
with Aetna Inc. whereby it will agree to 
give rebates to the health insurer if the 
MiniMed 670g systems covered by the 
insurer fail to live up to the promise to 
keep patients’ blood-sugar within the tar-
get range. Medtronic signed a similar deal 
with UnitedHealthcarelast year. (Also see 

“Medtronic Enters New Outcomes-Based 
Insulin Pump Deal With Aetna” - Medtech 
Insight, 26 Jun, 2017.)

In March, Medtronic started a “Custom-
er Training Phase” to validate its training 
program for the MiniMed 670G system at 
select sites in the US before launching it 
broadly. Feedback from that experience 
included a 94% user-satisfaction rate. 
Over the next few months, the device will 
be delivered to the rest of the customers 
enrolled in the Priority Access Program 
who signed up to be first in line to receive 
the system upon commercial launch. Fur-
ther, the company is now accepting new 
orders for it.

ORBUSNEICH’S SAPPHIRE
OrbusNeich announced the US launch 
of the Sapphire II Pro and Sapphire NC Plus 
coronary angioplasty dilation catheters 
on June 6, following FDA’s 510(k)-clear-
ance of the devices in January 2017 and 
October 2016, respectively.

Sapphire II Pro is indicated for balloon 
dilatation of the stenotic portion of a cor-
onary artery or bypass graft stenosis to 
improve myocardial perfusion in patients 
with coronary ischemia, and for balloon 
dilatation of a coronary artery occlusion 
in the treatment of acute myocardial 
infarction.

The company says Sapphire II Pro has a 
well-balanced “subzero” tapered tip and 
an ultra-low profile to provide effortless 
entry through tight lesions. It also fea-
tures the proprietary XR balloon to make 
crossing the lesion or re-crossing it as 
easy as possible without compromising 
its durability. 

Sapphire NC Plus is cleared for balloon 
dilatation of the stenotic portion of a cor-
onary artery or bypass graft stenosis to 
improve myocardial perfusion in ischemic 
patients, and balloon dilatation of a coro-Ph
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nary artery occlusion in the treatment 
of acute myocardial infarction, in-stent 
restenosis or post-delivery expansion of 
balloon-expandable coronary stents.

The company touts Sapphire NC Plus 
as a “a true noncompliant balloon,” which 
features TiFo technology for tightly fold-
ing the balloon material and Hydro-X 
coating to make it easier to cross through 
lesions. “Entering the US market with our 
proven coronary dilatation catheters is a 
long overdue and logical step for our com-
pany,” OrbusNeich COO Scott Addonizio 
said in a release. “Our focus will now in-
clude the US market and we are confident 
our product will be well received.”

OrbusNeich has offices in Ft. Lauder-
dale, Fla., but primarily markets its prod-
ucts outside the US. Its flagship product 
is the Combo dual-therapy drug-eluting 
stent with a biluminal sirolimus drug-
elution system and a bioresorbable poly-
mer that is completely dissipated within 
90 days. Combo earned a CE mark in 2013 
based on data from the REMEDEE trial 
showing that Combo was as effective as 
Boston Scientific’s Taxus Liberté paclitaxel-
eluting stent at reducing in-stent late-lu-
men loss. (Also see “Starts & Stops: Boston 
Scientific Starts, Stops, And Finishes TAVR 
Trials” - Medtech Insight, 14 Mar, 2017.)

SHOCKWAVE MEDICAL’S 
LITHOPLASTY SYSTEM
Shockwave Medical Inc. announced the 
treatment of the US first patient in a com-
mercial case with its Lithoplasty catheter 
for treating calcified plaque in peripheral 
arteries on June 21. 

Lithoplasty breaks up calcified block-
ages of peripheral arteries using a similar 
targeted sonic pressure wave technology 
that has been used to treat kidney stones 
for several decades. It is supported by DIS-
RUPT CAD I, a 60-patient, single-arm trial 
that showed treatment with the Shock-
wave system improved lumen diameter 
without causing any distal emboliza-
tions or any of the other complications 
linked to other coronary plaque “debulk-
ing” technologies, such as rotational or 
orbital atherectomy. (Also see “OUS Ap-
provals Analysis: IVDs Lead A Slow Month” 
- Medtech Insight, 14 Jun, 2017.)

Following the receipt of a CE mark on 
May 15 and FDA 510(k) clearance in Sep-
tember 2016, Lithoplasty is now approved 
in both the US and Europe for lithotripsy-
enhanced balloon dilatation of lesions in 
the peripheral vasculature, including the 
iliac, femoral, ilio-femoral, popliteal, infra-
popliteal and renal arteries. It is contrain-
dicated for treating the coronary or cere-
bral vasculature.

While announcing the US launch on 
June 21, Fremont, Calif.-based Shockwave 
also announced the launch of DISRUPT 
PAD III, which the company expects will 
enroll 334 patients at 45 global sites, mak-
ing it the largest ever multi-center ran-
domized trial of treatment for heavily cal-
cified peripheral artery disease. The study 
will compare Lithoplasty therapy to tradi-
tional angioplasty, with a primary goal of 
achieving less than 30%residual stenosis 
without the stenting. All patients who do 
not receive a stent will be treated with a 
drug-coated balloon. 

DEPUY SYNTHES’ VIPER  
AND EXPEDIUM
DePuy Synthes announced the US 
launch of the Viper and Expedium fenes-
trated screw systems for open spinal-fu-
sion surgery in conjunction with DePuy 
Synthes’ Confidence high-viscosity spinal 
cement to restore the integrity of the 
spinal column in patients suffering from 
spinal cord compression as a result of 
advanced-stage tumors.

Traditional pedicle-screw systems are 
difficult to deliver in patients with ad-
vanced spinal disease, so Viper and Expedi-
um’s hollow shaft and fenestrations above 
the screw tip allow for controlled delivery 
of spinal cement into the vertebra to im-
mediately fix the screw and stabilized the 
spine, according to the company.

Viper is designed for minimally invasive sur-
gery and is compatible with both Viper and 
Expedium 5.5 spine system instrumentation. 
Expedium fenestrated screws are compatible 
with the Expedium Verse spinal system.

PHILIPS’ INTELLIVUE  
AND INTELLISPACE
Royal Philips Electronics NV an-
nounced the European release of the 

IntelliVue X3 portable monitor on June 
26. IntelliVue X3 is designed to provide 
hospital staff with intuitive smartphone-
style operation for continuous monitor-
ing during transport of critical patients, 
overcoming the hassles and safety risks 
created by incomplete data records 
created by multiple systems operating 
independently. It allows for advanced 
monitoring, even during transport, of 
vital patient information such as blood 
pressure, mainstream CO2, three differ-
ent SpO2 measurements, and ECG/ar-
rhythmia data.

IntelliVue X3 is compatible with Philips’ 
existing IntelliVue patient-monitoring 
systems, including bedside and transport 
monitors, as well as the rest of the Philips 
family of central stations. The data it gen-
erates can be integrated into mobile ap-
plications, hospital networks, and other 
interfaces that connect the system to oth-
er medical devices and to the hospital’s 
electronic medical records.

It allows for advanced monitoring dur-
ing stationary and transport situations, 
including dual invasive blood-pressure 
monitoring, built-in mainstream carbon 
dioxide monitoring, a choice between 
three saturation pulse oxygen technolo-
gies, and state-of-the-art ECG/arrhythmia 
monitoring.

On June 27, Philips announced that 
FDA cleared its IntelliSpace Portal 9.0 in-
formatics platform for advanced visual 
analysis and quantification of medical im-
ages, including longitudinal brain imag-
ing, multi-modality tumor tracking and 
optimized lung nodule assessment. 

The company will begin marketing In-
telliSpace Portal 9.0 in July. It has been 
available outside the US since Novem-
ber 2016.

IntelliSpace Portal 9.0 offers 70 applica-
tions for radiology, neurology, oncology 
and cardiology, providing “a comprehen-
sive overview of each patient, helping 
them to quantify and quickly diagnose 
conditions using multimodality clinical 
applications that are optimized for pa-
tient evaluation over longer periods of 
time,” according to the company.   
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Global Kinetics Kicks Off US Parkinson’s 
Outcomes Trial For Wearable Monitor
REED MILLER  reed.miller@informa.com

G lobal Kinetics Corporation is collaborating with The 
Parkinson’s Foundation to run APPRISE, a US multi-
center, 400-patient randomized clinical trial assessing 

GKC’s Personal KinetiGraph(PKG) Parkinson’s disease symptom 
monitoring system. 

APPRISE is a sub-study of the foundation’s Parkinson’s Out-
comes Project Registry Study, an ongoing project involving 20 
leading movement-disorder specialist centers that has enrolled 
more than 9,000 patients since it began in 2009.

The Personal KinetiGraph, known as the Parkinson’s KinetiGraph 
outside the US, is a continuous, objective measurement of a pa-
tient’s symptoms. It is intended to give a physician an overview 
of how a Parkinson’s patient has been responding to therapy. The 
data is collected from a smartwatch device and the data is stored 
in the cloud. It is designed to let the treating physician know when 
to consider changing the clinical management plan for a patient.

GKC was founded in 2007 by neuroscience researchers at 
The Florey Institute of Neuroscience and Mental Health in Mel-
bourne to commercialize a new approach for the precise record-
ing, quantification, and reporting of movement symptoms of 
neurological disease. The PKG is CE marked. The first-generation 
version earned a 510(k) from US FDA in 2014 and the second-
generation system was cleared in 2016, so the data from AP-
PRISE will be used to build evidence to support reimbursement 
from US payers. The company estimates that about 1.3 million 
patients in the US could benefit from KinetiGraph.

“It’s an algorithm-based system and it’s through a wearable, so 
we often get put in the category of a medical wearable, but we’re 
much more than that,” GKC CEO Timothy Still explained to Medtech 
Insight. “Pilot trials have shown that the platform can help identify 
when a patients’ [Parkinson’s is] poorly controlled or missed by the 
physicians – the pilot studies show that about 50% of the patients 
are being missed – so it’s an extremely powerful platform.”

He explained that the KinetiGraph continuously measures 
dyskinesia (uncontrolled movement) and bradykinesia (inabil-
ity to move) and contrasts output to the baseline values the 
patient would have without Parkinson’s. “If you look at a PKG 
report, you will see peaks and valleys and those peaks and val-
leys are tied into when a patient will take their medication, and 
it’s very easy for a neurologist to look at the report and say, for 
example, ‘Oh, they took their medication at 7 in the morning 
and it worked for the next two and a half hours and then around 
10 o’clock we see it wearing off and bradykinesia sets in and it 
is time for another dose.’ So our ability to show this measure-
ment over time helps the physician better measure the patient’s 
medication – the timing, the dosage, and the frequency.”

ENORMOUS OPPORTUNITY FOR  
THERAPY IMPROVEMENT
Still said the same technology could eventually be used to treat 
other movement disorders, but the company is completely fo-
cused on Parkinson’s right now because it represents such a 
large unmet need.

The ability to track a patient’s symptoms in reaction to medi-
cation could be a huge improvement over the current standard 
of care, which relies on a patient’s symptom diary and subjec-
tive reports during physician office visits, Still explained. “The 
problem with this is that as Parkinson’s progresses, the patient 
often has impaired cognition and recall bias and that visit in the 
clinic is a snapshot in time. Symptoms are going to fluctuate day 
to day. All of these measurements aren’t systematically stored 
and collected, and it is a very subjective way to manage patients 
and is ripe for objective measurement.”

Still said that the time-horizon for managing Parkinson’s pa-
tients is usually about ten to 12 years. For about the first four 
years, the symptoms are not usually very severe. There’s an op-
portunity for PKG to be involved in treating patients during this 
stage to help identify those with the disease and to help phar-
maceutical companies develop drugs to modify the disease.

“[But] the meat of our opportunity is really from about years 
four to eight or ten, where patients go on a very common drug 
called levodopa,” Still explained. “Over time, they build up a lack 
of tolerance for the drug and it produces dyskinesia, where the 
drug doesn’t work anymore, so our big opportunity is helping 
the physician during those years four through eight, to really 
help change the dose and manage the therapy. Maybe [they 
need it] more times a day or more milligrams to help manage 
the symptoms of Parkinson’s disease.”

After levodopa stops working, the patient will need to be on an ad-
vanced therapy like deep brain stimulation or apomorphine. “There’s 
a big opportunity for us with our partners there [too], because our 

Personal 
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platform can more-or-less identify when the patient should move 
on to advanced therapy,” Still said. “Clearly there’s an awful lot of folks 
in the advanced therapy stage and they’re very keen on working 
with us. In all of those years from one to 12, [PKG can collect] an in-
credible amount of rich data on Parkinson’s patients.”

The company has about 17,000 PKGs stored already, which 
could be used in demographic studies or other Parkinson’s re-
search. At the recent International Congress of Parkinson’s Dis-
ease and Movement Disorders in Vancouver, Peter Lynch, PKG’s 
Head of Global Market Access, Reimbursement and Health 
Economics, and colleagues presented an analysis of data from 
10,000 de-identified PKG reports from the US, Europe, Austra-
lia and Asia between January 2012 and January 2017. The data 
showed significant regional variation in Parkinson’s patient’s 
motor symptoms, which may be partly due to variances in treat-
ment. But, overall, the analysis highlighted that many patients 
in every region are not controlling their bradykinesia, dyskine-

sia, fluctuations, tremor, and immobility as well as they might 
with optimal therapy.

GKC is a privately held company of 42 full-time employees 
with headquarters in Melbourne and offices in Stockholm, San 
Francisco, and Minneapolis. Since its founding in 2007, it has 
had five successful private financing rounds, all at progressively 
higher prices.   
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START-UP SPOTLIGHT:  

Podimetrics’ Device Predicts Diabetic Foot-Ulcers
REED MILLER  reed.miller@informa.com

P odimetrics Inc. expects the results of 
a new landmark study to help push 
their Remote Temperature Monitoring 

System to the forefront of diabetic foot ulcer 
prevention strategies.

Diabetic foot ulcers are open wounds on 
the foot that afflict about 1.7m Americans 
– 15% of people with diabetes – and can re-
quire amputation in serious cases. The direct 
costs associated with diabetic foot ulcers total 
more than $17bn, according to Podimetrics.

No tools for predicting or preventing dia-
betic foot ulcers are widely adopted and 
not much progress has been made on this 
problem in more than a decade. Somerville, 
Mass.-based Podimetrics believes its Remote 
Temperature Monitoring System could signifi-
cantly improve the early detection of emerg-
ing foot ulcers and improve care. “The science 
was already there. We just needed to find a 
form-factor that could be scaleable,” Podimet-
rics CEO Jon Bloom told Medtech Insight. 

The Remote Temperature Monitoring Sys-
tem includes the wireless SmartMat for the 
patient’s home and a monitoring service 
that notifies patients and clinicians when 
the SmartMat finds signs of a developing ul-
cer. The patient stands on the mat for 20 sec-
onds every day at home, and the mat sends 

temperature data to a central automated 
system that can identify tell-tale “hotspots” 
for a developing foot ulcer. If a hotspot is 
detected, the patient’s health-care provider 
is notified. Typically, simple rest is recom-
mended to prevent an emerging ulcer from 
forming, but sometimes more aggressive in-
tervention is recommended.

Podimetrics’ system earned a 510(k) from 
US FDA in October 2015 and has been used 
in more than 650 patient homes, but the 
company has not invested much in public-
ity until very recently, when Diabetes Care, 
a journal published by the American Dia-
betes Association, published the results of 
a company-sponsored multi-center trial of 
the Podimetrics system. The study charac-
terized the system’s accuracy for predict-
ing impending diabetic foot ulcers in a 
cohort of patients with diabetes and previ-
ously healed diabetic foot ulcers. Diabetic 
patients who have been treated for a foot 
ulcer episode face about a 40% chanced of 
recurrence within a year after the first one 
heals. This is the patient population Podi-
metrics is targeting.

The trial, led by Robert Frykberg of the VA 
Health Care System in Phoenix, monitored 
132 patients with the Podimetrics system 

The data from APPRISE will be  
used to build evidence to support  
reimbursement from US payers.

PODIMETRICS, INC. 
49 Day Street 
Somerville, MA, 02144

Phone: 617-616-5269

Website: www.podimetrics.com

Contact: CEO Jonathan Bloom 
or VP of Commercialization  Ryan 
Sadlo

Industry Segment: Diabetes 
management; wound care

Business: Home monitoring de-
vice plus integrated communica-
tion system for predicting diabetic 
foot ulcers.

Founded: 2011

Founders: Jon Bloom, CEO;  
David Linders, CTO; Brian Petersen, 
chief scientist; and Jeff Engler

Employees: Six, plus external 
consultants

Total financing to date: $8m in to-
tal committed capital from Norwich 
Ventures, Scientific Health Develop-
ment and two angel investors.

Board of directors: Undisclosed
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for 34 weeks. Of the 129 participants who contributed evaluable 
data to the study, 37 presented with a total of 53 new diabetic 
foot ulcers for a rate of 0.62 ulcers per participant, per year.

In the study, the Podimetrics system looked for temperature 
asymmetries of 2.22°C or more to identify hotspots, which is the 
standard threshold used in previous studies. With this thresh-
old, the system correctly identified 97% of observed diabetic 
foot-ulcers, with an average lead time of 37 days and a false-
positive rate of 57%. Increasing the temperature threshold to 
3.20°C reduced the system’s sensitivity to 70% but lowered the 
false-positive rate to 32%, with a lead time of 35 days.

“Given the encouraging study results and the significant burden 
of DFU, use of this mat may result in significant reductions in mor-
bidity, mortality, and resource utilization,” Frykberg et al. conclude.

“The Podimetrics Remote Temperature Monitoring System could 
have huge benefits for patients with diabetes who are at high risk by 
significantly reducing morbidity and mortality associated with dia-
betic foot ulcers, which could also lead to improvements in resource,” 
Frykberg added in a press release highlighting the study. “The false 
positive rate observed with thermometry was not surprising or con-
cerning, given that the value of preventing a foot ulcer and its compli-
cations far outweighs the nuisance factor of a false alert. Even at the 
most sensitive setting presented in the study, these results translate 
to only 3.1 total notifications to the physician and patient per year, 
including all true and false positives. Additionally, because of the na-
ture of this technology, it will continue to get smarter and the false 
positive rate should decline.”

In his interview with Medtech Insight, Bloom emphasized that 
about 86% of the patients in the study used the system at least three 
days per week, on average, and 88% of respondents said they found 
it to be easy to use. Ease-of-use, he said, is crucial to ensuring that 
patients who are provided with a SmartMat actually use it to prevent 
future ulcers.

Podimetrics was formed out of the Massachusetts Institute of 
Technology in 2011. Prior to leading Podimetrics, Bloom was an 
anesthesiologist at the University of Pittsburgh and the direc-
tor of medical affairs for Covidien’s Respiratory and Monitoring 
Solutions division.   

Published online 07/10/17

Podimetric’s SmartMat

Ph
ot

o c
re

dit
: P

od
im

et
ric

s, 
In

c.

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 July 17, 2017   |   Medtech Insight   |   13

� P O L I C Y  &  R E G U L A T I O N �

EU MDR-Compliant Class I Devices Can Be Placed 
On Market Now, Says UK
AMANDA MAXWELL  amanda.maxwell@informa.com

I n theory, manufacturers of Class I 
medical devices in Europe that do not 
need the involvement of a notified 

body and who can self-declare the com-
pliance of their products under the new 
EU regulations for medical devices and 
IVDs can already place such products on 
the market.

This was the thrust of a message deliv-
ered by Graeme Tunbridge of the UK’s 
Medicines and Healthcare products Regu-
latory Agency at the Knect 365 meeting in 
Amsterdam on June 19. Tunbridge stressed 
that his view reflected the UK’s position 
only and was not necessarily the position 
taken by the other EU member states and 
expanded on his points in more detail to 
Medtech Insight after the meeting.

The position of the UK authority is that 
those companies marketing Class I prod-
ucts are able to start meeting the require-
ments of the Medical Device Regulation 
and can place MDR-compliant products 
on the market – indeed they could be 
doing this already, said Tunbridge, group 
manager, device regulatory affairs at the 
MHRA. But in reality, because of the ex-
tent of the additional requirements that 
manufacturers need to take into consid-
eration, this is “pretty unlikely to happen 
for a short while at least,” he added.

All other devices which require the in-
volvement of a notified body, and this 
includes Class I devices with a measuring 
function and those that are sterilized, 
will need to be audited by a notified 
body under the MDR. Since notified bod-
ies are unlikely to be designated under 
the new regulations before early 2019, 
they will not be among the frontrunners 
onto the market.

JUGGLING ACT
With MDR-compliant products already 
on their way, the MHRA recognizes that 
it is going to need to juggle between 
the previous medical devices directive 
(MDD) and the MDR for a period of time. 

We are confident that we can do what is 
necessary under the existing legislation 
if people chose to put MDR-compliant 
products on the market, Tunbridge told 
Medtech Insight.

LEGAL BASIS
This is not necessarily the position taken 
by all member states. According to the 
new rules, Nov. 26, 2017 is the deadline 
by which the regulatory authorities of 
each member state need to be listed by 
the European Commission and assume 
their role in the implementation of the 
new regulations, Medtech Insight notes.

Tunbridge referred in Amsterdam to Ar-
ticle 120.5 of the new MDR to explain the 
UK position. This states that by way of der-

ogation from the current Medical Devices 
Directive, devices which comply with the 
MDR may be placed on the market prior 
to May 26, 2020. (The parallel article in the 
IVD Regulation is Article 110.5).

The reason for having that provision 
was to avoid a cliff edge where all of a 
sudden the directives stop applying and 
the MDR applies, Tunbridge explained. It 
enables companies to start the process 
of complying in advance of the dead-
line, and implementation can be spread 
out, hopefully minimizing pressure and 
bottlenecks.

It is possible to interpret Article 120.5 
in one of two ways, Tunbridge said.

• The narrow view would be that 
all that a manufacturer of a Class I 
device now needs to do to comply 
with the new MDR would be to meet 
the Essential Requirements, draw up 
a declaration of conformity and then 
that would be more or less sufficient.

• The other view would be that 
in order for devices to meet the 
requirements of the MDR, almost 
everything that can be in place 
for the regulation to operate must 
be in place, ie all the new require-
ments for manufacturers, importers, 
distributors and other elements that 
could apply (but that are not reliant 
on the Eudamed medical device 
database).

But even where the second interpre-
tation would apply, there is nothing to 
stop manufacturers getting on with the 
process of complying now and meeting 
those requirements that they can, for ex-
ample in terms of quality management 
or appointing a person responsible for 
regulatory compliance.

GUIDANCE ON THE WAY
There is no formal guidance available 
yet but the MHRA is busy drafting a 
guide to help people through the vari-
ous implementation challenges. The 

IVDs
The overriding position laid out 
with respect to Class I medical 
devices also applies to Class A 
IVD which could also, in theory, 
be marketed now. Of course, 
relevant articles and deadlines for 
final compulsory compliance are 
different and Mr Tunbridge said 
that the scale of changes for IVDs 
means that his authority are not 
expecting these to be the first 
through the door.

More EU-level guidance is 
expected soon. The European 
Commission/CAMD (competent 
authority group) implementation 
roadmap is still being finalized. 
While the hope was that the 
roadmap would be available just 
before the traditional EU August 
summer break, the current 
timescale suggests an October 
publication is likely.
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Should You Really Be Financing That EU HCP’s 
Visit To That Event?
AMANDA MAXWELL  amanda.maxwell@informa.com

E uropean trade association, MedTech 
Europe (MTE), has launched its Ethi-
cal MedTech online portal to support 

ethical and compliance initiatives. This has 
been done in the context of promoting its 
code of ethical business practice. 

The portal provides links to the associa-
tion’s ethical charter, conference vetting 
system, financial support disclosing sys-
tem, and the ethical codes of each of its 
national member associations.

Its ethical charter is a voluntary certifica-
tion system showing third parties’ commit-
ment to comply with MTE’s ethical stan-
dards when interacting with health care 
providers. It aims to facilitate industry sup-
port to independent medical education.

By the January 1 2018 compliance date, 
companies respecting the association’s 
voluntary charter are due to have phased 
out direct support to health care profes-
sionals (HCPs) attending educational 
events that are organized by third par-
ties. And the online portal will help them 
check whether they are in compliance.

The code of ethical business practice sub-
stitutes direct support by companies with a 

system of educational grants that includes 
“solid transparency rules”, MTE says.

The association adds that the relationship 
between the medical technology industry 
and both HCPs and professional conference 

organizers (HCOs) is essential – both for the 
development of innovative technologies, 
and for their safe and effective use.

CONFERENCE VETTING  
SYSTEM AND DISCLOSING 
FINANCIAL SUPPORT
Ethical MedTech also hosts the Conference 
Vetting System (CVS) and the Transparent 
MedTech pillar. The latter provides a cen-
tralized European platform that medical 
technology companies must use to pub-
licly disclose their financial support for in-
dependent medical education as of 2018.

The CVS, introduced in 2012 and re-
cently updated, independently reviews 
the compliance of third-party organized 
educational events with the code. For 
each case, the CVS determines the ap-
propriateness for member companies to 
provide financial support to such events 
in the form of educational grants or com-
mercial activities (for example booths, 
advertising, and satellite symposia).   

Published online 07/06/17

agency is collating questions that peo-
ple are asking regarding implementa-
tion, Tunbridge said, with the aim of 
making them publicly available at some 
point in the near future.

The MHRA is trying to do as much as it 
can at a coordinated European level and 
is working with the commission and the 
member states to decide exactly what 
this will all mean, he added. But for the 
moment, while things are not settled at 
EU level, the position regarding Class I 
devices, as explained here, reflects the 
UK position only, he emphasized.

REGISTERING CLASS I DEVICES
When it comes to registration require-
ments for these Class I devices, the MDR 

and IVDR contain articles concerning 
what to do in the absence of the up-
dated version of the Eudamed database 
(Article 120.3 d in the MDR, and Article 
113.3 f in the IVDR).

The last paragraph of the article makes 
it clear that until Eudamed is fully func-
tional, the corresponding provisions of 
the medical device directives continue 
to apply regarding information ex-
change. In particular, these provisions 
apply to the registration of devices, the 
economic operators, certificate notifica-
tions, and information regarding perfor-
mance studies and vigilance reporting,

Until the updated version of Eudamed 
is ready, the UK is letting manufacturers 
operating on its territory comply with 

the registration requirements under the 
MDD. For the UK, that means any manu-
facturer or authorized representative 
based in the UK placing Class I products 
anywhere on the market in the EU has to 
register with the UK authority.

To keep matters simple, the UK au-
thority is changing its systems to ensure 
that manufacturers and authorized rep-
resentatives can tick boxes according to 
whether they are MDD or MDR-compli-
ant (or compliant with the IVD Directive 
or IVDR).   
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About CVS – What 
MedTech Europe Says
The Conference Vetting System 
(CVS) is a unique initiative in the 
health care industry. It is a central-
ized decision-making system that 
encourages transparency and 
consistency in medical education 
events and alleviates the complex 
administrative burden previ-
ously faced by MedTech Europe 
members who were constrained to 
make their own determinations on 
whether a third-party educational 
event they wished to provide 
support to was compliant with the 
association’s respective codes.
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MedTech Europe Appoints Bisazza To Pivotal 
Regulatory Position
AMANDA MAXWELL  amanda.maxwell@informa.com

O liver Bisazza is leaving his posi-
tion as director, regulatory policy, 
Europe, Middle East and Africa 

at Medtronic to become the successor at 
MedTech Europe to John Brennan. 

Brennan left the medical device and 
trade association on June 15 after nearly 
nine years in the lead regulatory role to 
become secretary general of EU biotech-
nology association EuropaBio. 

Bisazza will be MedTech Europe’s 
director of regulations and industry 
policy for medical devices and IVDs. At 
Medtronic, his role was advocacy on new 
and changing regulations, with a strong 
focus on the EU’s new medical device 
regulation (MDR).

The changeover is happening at a par-
ticularly pivotal time for the industry as-
sociation; the medtech sector has entered 
the critical implementation period for the 
MDR and the new EU regulation govern-
ing IVDs (IVDR). The EU trade association 
will be supporting its members at this 
challenging time and will be playing a 
high-profile communication role as many 
additional structures supporting the reg-
ulations have still to be created and docu-
ments drafted and agreed at EU level.

Bisazza will be taking over where Bren-
nan left off in overseeing working groups 
at MedTech Europe that are producing 
best-practice guides for medical devices 
and IVDs.

KNOWLEDGEABLE AND A  
GOOD COMMUNICATOR
Brennan has been a key figure in present-
ing the medtech industry’s view on the 
new regulations to EU decision-makers 
throughout the eight years or so of dis-
cussions on this subject, helping to shape 
the new regulatory framework.

While his experience will be a loss to the 
industry association, Bisazza is also very 
knowledgeable in the regulatory area, 
having spent most of his career in regula-
tory affairs roles in both industry (Covidien/ 

Medtronic) and industry trade associations. 
He has proved himself an excellent commu-
nicator at meetings and very personable.

Bisazza has been active in regulatory 
committees of several industry trade asso-
ciations, including MedTech Europe (and 
Eucomed as it was previously known).

He is a dual national of Australia and 
Malta and has a Master’s degree in eco-
nomic sciences.

COCIR CONNECTION
Importantly, he has worked in the past at 
COCIR, the European association for di-
agnostic, imaging, radiation therapy and 
electromedical and healthcare IT products.

It is worth noting that MedTech Europe 
is already an amalgamation of the previ-
ous Eucomed and EDMA, the EU’s largest 
IVD association.

There has been speculation whether CO-
CIR might also join the merged trade asso-
ciations. While there is nothing to suggest 
that this is actually going to happen, hav-
ing Bisazza in this fundamental regulatory 
role will no doubt encourage open and 
active dialogue between the two associa-
tions at an important time. Should some 
form of collaboration, or even amalgama-
tion, ever be on the table, his presence 
could no doubt, help oil discussions.

SHAKE UP FOR 
COMMUNICATIONS
Another key change at MedTech Europe 
is the departure of Lisa Boch-Andersen, 
director of communications, who has also 
left the organization. It was decided not 
to replace her position, the association 
has said. The organization is now going to 
bring together the government affairs & 
public policies and communications teams 
into one group to be known as the “exter-
nal affairs” team. Tanja Valentin, director for 
government affairs and public policies, will 
be leading the external affairs team.   
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Oliver Bisazza will be 
Medtech Europe’s new 
director of regulations 

and industrial policy
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New EU Regulations Challenge Large And  
Small Companies In Equal Measure
AMANDA MAXWELL  amanda.maxwell@informa.com

Small companies will not necessarily 
find it any more difficult than big 
companies when it comes to intro-

ducing the changes needed to become 
compliant with the new EU regulations 
governing medical devices and IVDs. That 
is the view of Gert Bos, executive director 
and partner at Qserve consultancy.

“The benefit for a smaller company is 
that the line to get management commit-
ment is much shorter,” Bos said on June 19 
at the Knect 365 MedTech Summit meet-
ing in Amsterdam. Within a smaller com-
pany, the regulatory staff are much more 
visible to the end of the decision-making 
line than in some of the larger companies.

As smaller companies have fewer prod-
ucts, and generally more streamlined pro-
cedures to compliance, they also benefit.

Larger companies have a huge volume 
of work that they must complete as a re-
sult of the new Medical Device Regula-
tion and In Vitro Diagnostic Regulation, 
Bos said. With multiple decision-making 
layers, large and numerous product 
ranges, often subject to different rules, 
understanding what needs to be done 
and by whom and communicating and 
agreeing this is complex for bigger com-
panies. Add to this, multiple depart-
ments within their organizations that 
have some part of the responsibilities, 
and the complexity of large company 
procedures and policies, mean there are 
many obstacles that can make it difficult 
to make progress quickly.

GETTING STAFF ON BOARD  
WITH WHAT IS NEEDED
Regardless of size, the important thing for 
any company, Bos asserted, is to train up 
as many colleagues as possible and make 
them aware of the new issues and their 
responsibilities under the MDR and IVDR.

This will need constant reinforcement 
to bring into the new MDR/ IVDR mind-
set different departments whose roles 
were carved out under the EU medical 

device directives that the new regula-
tions are replacing.

The extent of work that will need do-
ing within a company to each of the 
products that are selected to remain on 
the market post-MDR depends partly on 
where in the world your company and 
your people are, Bos said.

If you are based outside the EU but 
your company has a presence in Europe, 
you need to be prepared to find that the 
next level in your company chain which 
takes responsibility for your product will 
not accept previous assessments. They 
will want to do their own assessment 
again, especially if they take the role of 
importer, distributor and/or authorized 
representative, Bos said, in which cases 
they have their own regulatory responsi-
bilities. And as an importer or authorized 
representative, they will have the associ-
ated liability on top.

If your gap assessment has not been 
completed yet, it needs to be done fast, 
Bos said.

US CULTURE SHOCK
Bos also warned about black and white 
thinking, particularly among managers 
of US companies when it comes to un-
derstanding the demands of the new EU 
regulations.

He said that some are saying: “Come 
on! We are FDA approved, so why should 
we need to do anything more than we 
are doing; the FDA is the strictest regu-
lator in the world.”

That kind of reaction – if not tackled 
head on and quickly - will lead to a de-
lay in you getting the budget you need, 
he warned.

Commenting on the increasingly 
practical demands of the regulatory job, 
Bos said: “We have to move away from 
boardroom talks about MDR and into 
production. Let’s get to work!”   
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UK Medtech One Year Post-Brexit Vote:  
Still In The Land of Uncertainty
ASHLEY YEO  ashley.yeo@informa.com

W ill the UK still leave the Euro-
pean Union, given the result 
of the June 8 2017 UK election 

and the slowly-dawning realization about 
the levels of trade, policy and economic 
disruption – not to say damage – that the 
UK will subject itself to for years to come?

An Association of British Healthcare In-
dustries (ABHI) “Question Time” panel last 
week decided that the answer remains yes, 
although now with signs of equivocation: 
on a panel of six political, legal, NHS and 
industry specialists, three were unable to 
commit wholeheartedly either way when 
asked the question; and the other three 
were perhaps not 100% forthright.

They don’t have to do the tricky nego-
tiating work, of course. Neither are they 
subject to humiliation, in the UK and 
overseas, whenever Brexit is mentioned. 
But they are experts in gauging mood in 
the UK and its appetite for change: and 
on the former issue, there is growing 
uncertainty, while on the latter, there is 
real concern about just what would re-
place the EU’s freely-accessible medtech 
markets and potential lost business for 
home-grown companies. Never mind the 
misplaced hyperbole that preceded and 
followed the 2016 referendum.

It is a shade over one year after the UK 
voted to leave the EU, and two weeks 
since the first meeting between UK “Brexit 
Minister” David Davis and his EU counter-
parts in Brussels. The big picture themes 
are just emerging. The detail must wait. 
Medtech and health products are not yet 
an agenda item, for instance. But at some 
point, they should be.

SIMMERING UNEASE AMONG 
LOCAL BUSINESSES
Question Time panel chair Richard Phillips, 
ABHI director of healthcare policy, revealed 
that UK business unease in the post-vote 

period simmers with ever greater intensity. 
In an ABHI members’ survey that closed 
just this week, over 50% of respondents 
put Brexit as a top agenda item for their 
business. The survey, a follow-up from a 
similar poll by the association in May 2016 
(Also see “Brexit - UK Medtech Takes Decisive 
View In ABHI Survey “ - Medtech Insight, 24 
May, 2016.), also showed that, with the val-
ue of UK sterling languishing – especially 
against the Euro – rising manufacturing 
costs are starting to bite. 

Sixty per cent of UK medtech businesses 
say they have seen a rise in production 
costs, indicating significant cost pressure in 
the system. But the picture is partly cloudy, 
as a net 20% of companies say they have 
seen an increase in export orders. Claims 
that the weaker pound will produce thriv-
ing export market opportunities are re-
portedly prone to exaggeration, however, 
and the survey’s findings do in fact point 
to a major imbalance in Brexit’s effects on 
the UK’s medtech import/export business.

Just 3% of UK companies polled want 
digression from EU medical device regu-
lation, specifically the new EU Medical 
Device Regulation – MDR (EU) 745/2017 
and its IVDR counterpart (EU) 746/2017. A 
resounding 97% do not. 
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of the election result  
is that UK industry  
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to speak up  
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Paul Bristow
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PANEL VIEWS – HARD BREXIT  
LESS LIKELY NOW
ABHI panellist Charles Mayo, a Simmons 
& Simmons corporate team partner, said 
that the election result makes a “hard Brex-
it” less likely. In its negotiations on Brexit, 
the UK should not be fazed by the first and 
second rounds of fire, he advised. Brussels-
based EU regulatory specialist Steven 
Bridges, of SB Consulting, thought that the 
beginnings of the talks signified that the 
UK is at last confronting Brexit reality: the 
negotiations mean that some kind of trade 
deal between the UK and EU is marginally 
more likely than hitherto. He rates it at a 
65:35 chance.

Prime minister Theresa May’s high poll 
lead at the start of the campaign was not 
pointing to the hung parliament, an out-
come that surprised PB Consulting man-
aging director Paul Bristow. For him, one 
positive outcome of the election result is 
that UK industry now feels empowered to 
speak up – many big manufacturing as-
sociations and the Confederation of Brit-
ish Industry (CBI) are coming out strongly 
against a hard Brexit.

But he also feels there is no such con-
cept as a “soft Brexit”, and that the Norway 
model of Economic Area (EEA) member-
ship and access to the EU single market 
would be unpalatable to the minority 
Conservative government. Bristow also 
observed that Conservative backbench 
MPs will suddenly have more of a voice 
on government issues.

Next comes the Great Repeal Bill, 
which could be a chance for health care 
businesses to raise their profile. This and 
Brexit discussions will dominate the un-
usually extended (two-year) parliamen-
tary session, a prospect that must fill 
many with dread.

LEFT ON THE SIDELINES OF KEY 
EU REGULATION DECISIONS
It is highly doubtful that the two-year ne-
gotiation timeframe to complete Brexit 
can be adhered to. But if it is, a problem 
would arise for the UK medtech industry 
in that the MDR and IVDR would be effec-
tive after the UK’s EU withdrawal (in the 
MDR’s case on May 26, 2020 and for the 
IVDR, two years later still). 

The UK competent authority, the Medi-
cines and Healthcare products Regulatory 
Agency (MHRA), intends to keep following 
the MDR and IVDR, but these require some 
60 pieces of secondary legislation; the UK 
government and MHRA would have no im-
pact/influence on the drafting or content of 
these elements of the regulatory package, 
observed legal expert Alison Dennis, head 
of life-sciences and healthcare at FieldFisher.

“TRADE COMES WITH  
TRADE-OFFS”
In any event, with Brexit the UK will have 
to relearn how to negotiate trade deals – 
something that has been off its agenda 
for at least 44 years. As to the “financial 
settlement” that the UK must pay to the 
EU for leaving, this is now estimated at 
€40bn ($45.4bn) without the UK reneg-
ing on responsibilities: it is by no means 
a small figure, but maybe not as high as 
many had expected, said Bridges.

But he added that the UK should learn 
that “trade comes with trade-offs”. Tariffs 
can be expected for UK exports if no trade 
agreement is reached, but the non-tariff 
barriers may yet be worse.

It’s not all a one-way street, however. 
Mayo noted that total UK exports to the EU 
in 2015 were £230bn (43% of its exports), 
while EU exports to the UK were valued at 
£290bn (53% of the UK’s imports).

BUSINESS CONCERNS MOST 
FOCUSED ON THE HERE AND NOW
For all that, the ABHI poll shows that the 
No. 1 concern of UK medtech companies 
is doing business with the NHS – 70% of 
respondents to the latest survey said so, 
whereas last year the figure was 46%. This 
probably indicates that business is focused 
more on real and immediate problems 
than theoretical and future disruption.

The need for the UK to do new trade 
deals comes at a time of unprecedented 
levels of financial strain on the NHS, said 
Sarah Collen of the NHS’s European Office 
in Brussels. The NHS thus wants a minimal 
effect from Brexit. “We’re not prepared 
for or culturally ready for Brexit,” she said, 
adding that 10% of NHS clinicians are 
from the other 27 EU member states.

A new Brexit Health Alliance, co-chaired 
by Sir Hugh Taylor, chair of Guy’s and St 
Thomas’ NHS Foundation in London, and 
Niall Dixon of the NHS Confederation, will 
have its inaugural meeting in July, with an 
expected focus on access to innovation and 
clinical networks, rare diseases, and the reg-
ulatory environment, among other themes.

But the Brexit process may be long and 
the transitional arrangements could last 
for years. The precedents are not good: 
Bridges observed that it took a full 10 years 
for the MDR/IVDR to be negotiated – and 
that’s just a single piece of twin legislation.

The verdict from the ABHI panel for 
now is that Brexit will likely be followed 
through, subject to nothing hindering the 
process, like an economic recession, or no 
new referendum being called. But signifi-
cantly, there are now question marks that 
were not there just a month ago. Uncer-
tainty prevails still.   

Published online 07/04/17

Continued UK 
Collaboration  
With EU Urged  
In Life-Sciences
UK health secretary Jeremy Hunt 
was a co-signatory to an open 
letter in the Financial Times on 
July 4 calling for some form of 
continued shared drugs regula-
tion between the UK and the EU 
post-Brexit. It is another sign that 
May’s once iron grip on leaving 
the EU is now open to greater 
interpretation. Hunt fears that the 
complications caused by a UK-
specific drugs regulatory system 
would be strongly negative for all 
UK stakeholders, and although 
the letter, co-authored with busi-
ness secretary Greg Clark, did not 
mention medtech specifically, it 
referred to the UK life sciences 
industry in general, and the same 
argument would necessarily apply 
to this industry. 
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pact assessment at the moment,” Gools-
bey said. “So first, we have to assess the 
impact to our business, but at this point, 
what we are able to say with high confi-
dence is that MedAccred will be a factor 
in the awarding of new business.”

The device-maker is involved with Me-
dAccred beyond using its services to se-
lect vendors. Stryker has also lent techni-
cal experts to the program as it develops 
audit criteria, and the firm also has seats 
on MedAccred’s management council.

“Overall, we see [MedAccred] as driving 
aligned expectations in these special pro-
cess areas through all tiers of the supply 
chain,” Goolsbey said. “That means that all 
of us – meaning all OEMs [original equip-
ment manufacturers] – will be sending 
the same signals to our supply chain. So, 
all of the suppliers that are performing 
these functions – heat treating, weld-
ing, cable and wire harness, and so on – 
they’re all going to be hearing the same 
expectations from their customers. That’s 
going to help out everybody’s quality.”

Goolsbey conceded that some of Stryk-
er’s vendors might not want to participate 
in MedAccred. If that happens, “the idea 
will be initially to understand why [they 
don’t want to join], and then eventually, 
we’ll be making sure that everyone un-
derstands that we see [MedAccred] as a 
way to differentiate suppliers,” he said.

“And so we’ll just have to see long term 
what our supplier strategies are. But in the 
short term, if there’s a supplier that indi-
cates that they’re not interested, we’ll just 
try to understand why that is,” Goolsbey 
added.

Stryker’s plan to keep MedAccred in 
mind when awarding new business gives 
a huge push to the burgeoning program, 
given that the firm ranked No. 10 in the 
2016 edition of the MTI 100 – Medtech 
Insight’s rollcall of the top 100 companies 
ranked according to sales.

Further, heavy-hitters Medtronic PLC, 
Johnson & Johnson, GE Healthcare, Phil-
ips Healthcare and Becton Dickinson & 
Co.– Nos. 1, 2, 3, 6 and 9, respectively, on 
the MTI 100 chart – are also strong sup-
porters and users of MedAccred, giving the 
program even more industry street cred.

And, given that those companies ring 
up billions of dollars in combined device 
sales each year, even the most uncoop-
erative of suppliers might be eventually 
persuaded to become accredited to Me-
dAccred to make sure they keep a seat at 
the table.

SHOULD FIRMS MANDATE 
MEDACCRED?
MedAccred is modeled after Nadcap, a 
popular supplier quality initiative for the 
aerospace industry that is also admin-
istered by PRI. The institute says 93% of 
respondents to its 2015 survey of Nadcap 
participants said the 27-year-old program 
adds value, while another 88% said it im-
proves the quality of their product.

Some attribute Nadcap’s success to 
aerospace OEMs that mandated suppli-
ers to become accredited to the program. 
(PRI conducts more than 5,500 audits 
each year for the aerospace industry.) 
But Julia Markardt, a PRI electronics staff 
engineer, envisions the device industry 
taking a path that’s more akin to Stryker’s 
approach.

“At this point, I don’t believe that it’s 
even a plan to follow the way the aero-
space industry [mandated supplier certifi-
cation to Nadcap]. I think the medical de-
vice industry is going to be different, and I 
think it should be different,” Markardt said 
at FDAnews’ 14th Annual Medical Device 
Quality Congress in Bethesda, Md.

“My expectation is that this really will be 
something companies are going to use to 
grow in terms of awarding new business 

– that will probably be the direction that 
things will take, as opposed to removing 
suppliers that already have existing busi-
ness,” she said.

And Stryker’s Goolsbey pointed out that 
a device firm is “playing with fire” if it scraps 
its current vendors for new ones, because 
switching suppliers introduces risk.

“Trying to reduce risk by doing a manu-
facturing transfer is sometimes also in-
creasing risk,” Goolsbey said.

Yet device industry expert Ravi Nabar 
says a mandate for all suppliers – old or 
new – to conform to MedAccred would 
be a “very powerful tool” to make the pro-
gram more widely used by industry.

Nabar has worked with industry and PRI 
since 2012 to help establish the founda-
tional framework for MedAccred, first as 
head of supplier quality assurance at Phil-
ips, and more recently as head of supplier 
quality at Baxter Healthcare.

Requiring certification to MedAccred 
“has been discussed at length, but some-
how in the medical device industry it’s not 
happened yet. I hope it will go in that di-
rection at some point,” Nabar said at the 
Quality Congress.

However, “one of the limiting factors is 
the small number of commodities that are 
currently covered [by MedAccred] that 
apply to the medical device industry,” he 
said. “As MedAccred becomes broader in 
that sense, then there may be a better op-
portunity to mandate.

“But as of today, the percentage of sup-
pliers covered by the mandate would ac-
tually be a fairly small number because 

CONTINUED FROM PAGE 1

J&J: Accredited Suppliers Can ‘Source Product’
PRI’s Markardt says there are companies other than Stryker that plan to favor ven-
dors that are certified to MedAccred when conducting new business.

Johnson & Johnson is one of them, according to Scott Dauphinee, the device firm’s 
director of supplier quality.

“One of the things my company is doing and really focusing on is, we’re giving sup-
pliers that have accreditation [to MedAccred] a benefit: They get to source product 
with it,” Dauphinee said at the Quality Congress.

“Now, it’s not our only selection criteria, but it’s one of the selection criteria,” he said. 
“And the other OEMs are looking at doing the same thing because … it’s a known 
good. So, we need to make sure [accredited suppliers] get credit for doing this.”
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the total number of suppliers is quite 
large, but the number of suppliers that 
are covered by the existing [MedAccred 
process-specific activities] are actually 
a very small fraction. But mandating it 
would be a great way to go.”

A GLOBAL REACH –  
AND A HEFTY PRICE TAG
Forty suppliers, contract manufacturers 
and OEMs participate in the program, says 
Connie Conboy, MedAccred’s director.

The program reaches outside the US; PRI 
has accredited suppliers in China, Mexico 
and Europe, among other manufacturing 
hotspots. “We didn’t want MedAccred to 
be US-centric and not include manufac-
turing that’s being done globally,” said 
Conboy, who is also director of strategy 
and business development at PRI.

“Wherever the manufacturing is around 
the globe, that’s where we’re accrediting 
companies and doing audits,” she said. 
“And that’s a very important element, 
because every company today has lots 
of operations around the globe typically, 
especially the big companies, where they 
have a global supply chain. So, they need 
to ensure that those facilities are meeting 
their requirements.”

For example, heat-treatment specialist 
Bodycote has three facilities – in the US, 
UK and France – certified to MedAccred.

And electronics manufacturer Flex (for-
merly Flextronics) also “has three different 
facilities accredited – one in Mexico, one 
in China and one in Romania. Now, they’re 
adding to that list,” Conboy said. “Flex is 
telling us that they’re going to have three 
or four more additional facilities become 
accredited this year.”

Manufacturer subscribers to MedAc-
cred pay a one-time fee of $30,000 to sup-
port the program’s development, and an 
annual fee of $60,000 to have access to 
PRI’s eAuditNet “Qualified Manufacturers 
List” of accredited suppliers. Subscribers 
can also vote on accreditations and pro-
vide program oversight, if they so choose.

Such hefty price tags could mean that 
smaller firms might be priced out of the 
program altogether. But in an interview 
with Medtech Insight, Conboy said the 
cost is “actually pretty affordable if you 

look at the ability for [firms] to provide 
oversight across their supply chain using 
this process.”

She added that producing a high-qual-
ity product with the aid of MedAccred 
means companies can nip potential trou-
bles in the bud, potentially saving them 
millions of dollars that they might’ve 
spent on, say, sorting out a device recall 
due to poor sterilization.

“That goes right to the core of what 
would be real liability costs for organiza-
tions,” Conboy said. “We target the critical 
process areas that really create those is-
sues for companies and for patient safety. 
We’re zeroing in on the key processes that 
could result in patient safety problems.

“Because of that, it should be a very af-
fordable approach, overall,” she noted, 
pointing out that PRI will periodically 
review MedAccred’s fee structure as the 
program grows.

To help offset costs, paying customers 
of MedAccred – both manufacturers and 
suppliers – could save money on liabil-
ity insurance if they’re insured through 
Medmarc.

Device industry insurer Medmarc “is 
willing to issue a significant reduction to 
companies that use the MedAccred ac-
creditation process and are accredited,” 
Conboy said. “That is extremely valuable 
for companies because they can drive 
down their insurance premiums. Med-
marc is convinced that this program is 
going to reduce liability for companies, 
and for them as the insurer for these 
companies.”

Striker’s Goolsbey says MedAccred also 
has the potential to be a money-saver be-
cause “it will change the way we audit our 
suppliers.” By having more confident con-
trol of vendors, knowing that they’re be-
ing audited regularly by PRI, device firms 
might consider dialing back their own 
supplier audits, saving time and cash.

“We have the potential to eventually 
spend less time at our suppliers as a re-
sult” of the program, Goolsbey said. Not 
spending money conducting its own au-
dits will be an “expected indirect benefit” 
for the firm. But, he quickly added: “It’s 
certainly not a reason why we’re pursuing 
MedAcred for our suppliers.”

Rather, “the top three reasons for [Stryk-
er] using the program are the same: qual-
ity. So, quality, quality and quality. We’re 
going to drive quality in our supply chain,” 
Goolsbey said.

A RIGOROUS AUDIT FOR SUPPLIERS
Meanwhile, to be added to MedAccred’s 
list of accredited special-process suppliers, 
vendors pay $8,200 for a four-day PRI audit 
or $6,950 for a three-day audit, depending 
on the process they’re being audited to.

Suppliers are audited annually; if they 
undergo three successful audits in a row, 
they earn what PRI calls “merit.” Once 
merit is granted, a supplier won’t see a PRI 
auditor for another 18 months instead of 
the usual one year. But if major problems 
are discovered during a subsequent audit, 
the vendor then loses its merit status and 
is audited yearly once again. (Because of 
the newness of the program, no supplier 
has achieved merit status yet.)

Conboy emphasized that the audits are 
not of suppliers’ quality systems: “That’s 
just a small portion of our audit – the 
quality system and how it impacts what-
ever critical process we’re reviewing.”

Rather, “we’re looking at [vendors’] criti-
cal process capability. It’s a deep dive into 
manufacturing processes to ensure that 
[OEMs] have that ultimate final product 
quality. We’re conducting rigorous critical 
process audits with experienced technical 
experts,” she said.

PRI expects to perform about 60 Me-
dAccred accreditation audits in 2017.

“The people who do these audits know 
these processes inside and out. They have 
a career path that has generally been in 
manufacturing in that particular critical 
process area for an extended period of 
time before they become an auditor for 
the program. So, they know that industry 
very well,” Conboy said.

Nevertheless, suppliers that want to 
take part in the program must have a 
quality system, preferably certified to The 
International Organization for Standard-
ization’s ISO 13485 or ISO 9001 standards.

ISO 9001:2015 is the general qual-
ity systems standard applicable to all in-
dustries and is the base standard of ISO 
13485:2016. Device-makers use ISO 13485 
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to ensure quality systems compliance with 
regulators in different countries, including 
Canada, Japan, Australia and the 28 mem-
ber-states of the European Union.

MedAccred audits “are not easy to com-
plete. And not all companies that get 
audited can achieve accreditation. It’s dif-
ficult to achieve, but the ones that do suc-
ceed are really setting themselves apart,” 
Conboy said.

“The suppliers that are getting these 
audits, they really start to see the value, 
even for their own oversight of their facili-
ties. I think that’s been extremely helpful.”

‘THIS ACCREDITATION IS 
MEANINGFUL’
If a vendor fails its audit, it must fix its 
problems and apply to be audited again.

“We did have a large supplier that was 
unable to achieve accreditation after a 
year-and-a-half of working at it,” Conboy 
said, noting that it was a “surprise within 
the industry” when that particular vendor 
failed to complete its audit.

That supplier “really didn’t meet the 
standards, so we stopped the process. 
What we said is, they can go through an 
entirely new audit and try to achieve ac-
creditation when they’re ready,” she said.

“Especially during the first audit for sup-
pliers, we try to work with them to enable 
them to understand what we’re looking 
for so they can address some of the areas, 
but we’re not going to give an accredita-
tion to a company that hasn’t completed 
the work that they need to do, because 
this accreditation is meaningful and it re-
ally makes a difference in terms of their 
final product quality,” Conboy said.

Suppliers must pay to be re-audited, 
but “it’s not a wasted amount of money,” 
she claims.

“We’re identifying areas where they’re 
having some real issues, and things that 
are happening in that factory that are 
causing final product quality defects for 
them. And so, it’s actually very valuable 
for them to identify the areas that they 
need to fix,” Conboy said. “It’s not expen-
sive if you think of it as, they have some-
body in their facility identifying the areas 
they need to fix to improve their quality.”

PRI doesn’t discuss its MedAccred audit 

findings with any regulatory agency – 
even US FDA.

“FDA can see who’s accredited, but it 
can’t see who’s gone through an audit 
and hasn’t passed it,” Conboy said. “That’s 
not something that we have shared or 
plan to share. This is something that re-
mains confidential. And the actual find-
ings themselves – that’s confidential.”

FDA TAKES NOTICE; INVITED TO 
OBSERVE SUPPLIER AUDIT
Although PRI pledges not to involve FDA 
in vendor audit findings, the organization 
has nonetheless invited the agency to 
witness a MedAccred supplier audit.

“We want FDA to understand the depth 
of the audit we do, and they’re very inter-
ested to see how rigorous and thorough 
the audit is,” PRI’s Conboy said, noting that 
the agency plans to take the organization 
up on its offer.

FDA “wouldn’t be doing the deep dive 
into the particular manufacturing op-
eration that we’re looking at, nor would 
a typical OEM be doing an audit to the 
depth that we’d be doing with the process 
audit,” she said. “So, FDA is going to be 
seeing something over and above what 
they normally would be looking at during 
a typical quality system inspection.”

The supplier that volunteers to have 
its audit observed by FDA would be held 
harmless by the agency if investigators 
happened to notice any problems.

“We don’t want a company to be 
harmed by the fact that FDA has gone in 
and been able to observe an audit,” Con-
boy said. “Now, companies that agree 
to do this, to be honest, they’re pretty 
confident that they have good practices. 
They’re very proud of what they’re doing. 
So, I would be very surprised that there 
would be any issues that FDA would be 
uncomfortable with.”

Still, “I don’t think all companies are going 
to be comfortable doing this,” she said. “It’s 
just going to be a couple that will be willing 
to do it. It’s a bold move for a company.”

Conboy isn’t sure when the agency-
observed audit will be scheduled, mostly 
due to “a number of internal changes” cur-
rently happening at FDA’s Office of Regu-
latory Affairs that are occupying investi-

Expanding 
MedAccred’s Focus
PRI wants to expand the critical-
process areas covered by MedAc-
cred. To that end, the organization 
currently has its eye on develop-
ing audit criteria for sterile device 
packaging.

“All of the companies involved in 
the program are very interested 
in that particular area, and FDA 
believes that would be a very 
good area for us to pursue,” PRI’s 
Conboy said.

“Batteries is another area that 
seems to be very much of interest 
to industry. That’s an area that 
perhaps we’re going to be starting, 
as well,” she added. “And software 
certainly is a very important area. 
It’s just a question of how we want 
to allocate resources and which 
areas to pull into this process next.”

Aside from batteries and software, 
these critical-process areas might 
eventually be added to MedAccred:

• Additive manufacturing

• Assembly

• Casting/forging

• Chemical processing

• Cleaning

• Coatings

• Counterfeit parts

• Electronic displays

• Fluidics

• Machining

• Material-testing laboratories

• Measurement/inspection

• Nondestructive testing

• Optics

• Packaging

• Power sources

• Raw materials

• Reagents
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gators’ time, she said in a June 30 email to 
Medtech Insight.

ORA conducts all of the agency’s field 
activities.

One such internal change is likely “pro-
gram alignment,” which began on May 15 
and has fundamentally transformed the 
way ORA inspects makers of a variety of 
commodities, including devices. (Also see 
“’Program Alignment’ Falls Into Place: Ev-
erything You Need To Know About US FDA’s 
New Inspectional Approach” - Medtech In-
sight, 8 May, 2017.)

“FDA really has a lot of confidence in 
[MedAccred]. They are very pleased with 
the approach that we’ve taken, so they 
seem extremely supportive, and they’re 
looking at how they can embed it in their 
oversight of companies and how they can 
most effectively utilize a program like this,” 
Conboy said.

For example, FDA could use MedAccred 
to identify companies that are more ma-
ture in their approach to quality, freeing 
up investigators to look at other manufac-
turers whose quality systems might not be 
as healthy. In fact, the agency is currently 
wooing firms to take part in a pilot program 
that aims to determine the manufacturing 
maturity of device firms. (Also see “Gifts For 
Industry: From Waived Inspections To Pre-
Market Leeway, US FDA Woos Firms For Ma-
turity Pilot” - Medtech Insight, 25 May, 2017.)

FDA, which rarely inspects device in-
dustry suppliers, declined to be inter-
viewed for this article.

Conboy also said PRI has discussed with 
the agency synergies that exist between 
MedAccred and the joint FDA/Medical De-
vice Innovation Consortium (MDIC) Case 
for Quality, which encourages companies 
to make quality assurance an organization-
wide concern rather than the responsibil-
ity of a discrete quality assurance unit.

Specifically, she said FDA believes Me-
dAccred could help ensure that so-called 
“critical-to-quality” specifications flow 
down to sub-tier supply chains. (Also see 
“Are Your Suppliers Keeping A Sharp Eye On 
Critical-To-Quality Attributes? You Should 
Know, FDA Investigators Say” - Medtech In-
sight, 27 Oct, 2015.)

Critical-to-quality practices result in 
higher quality outcomes, the agency 

says. (Also see “FDA: Don’t Wait On ‘Case 
For Quality’; ‘Build Bridges’ To Better-Than-
Baseline Practices Now” - Medtech Insight, 
1 Apr, 2015.) and (Also see “New FDA Pi-
lot Program To Finger ‘Critical-To-Quality’ 
Points; First Up: Implantables With Batter-
ies” - Medtech Insight, 13 Nov, 2013.)

PROCESS VALIDATION CHECKS 
ADDED TO MEDACCRED AUDITS
PRI’s Conboy says MedAccred is a “living 
program” that the organization will update 
and improve when necessary; for example, 
a review of process validation activities was 
recently added to its supplier audit criteria.

“That was something that the companies 
involved in the program felt would be very 
helpful,” Conboy said. “And so, in addition to 
doing the deep dive in the manufacturing 
process and all of the key elements of the 
manufacturing area, we’re also now incor-
porating process validation and ensuring 
that that is being addressed effectively.”

She said “it’s very helpful for suppliers to 
have guidance in terms of what they need 
to be doing to most effectively address pro-
cess validation because – especially if you’re 
down in the third tier in a supply chain, or 
the fourth tier – you’re not even sure what 
you’re supposed to be doing with regards 
to process validation. So, this provides for 
them how to approach it most effectively. 
And then there’s oversight provided to en-
sure that they are doing it effectively.”

FDA is closely scrutinizing device man-
ufacturers’ process validation activities 
more and more during facility inspec-
tions, and process validation has popped 
up in recent years as a top observation in 
agency warning letters. (Also see “Compli-
ance 360° Part 9: US FDA Is Looking Closely 
At Process Validation – Are You Ready?” - 
Medtech Insight, 5 Jun, 2017.)

Therefore, knowing that a firm’s special-
process vendors have a firm grasp on pro-
cess validation is a bonus for FDA, says 
Paul Hugo, director of corporate quality 
for Global Technologies.

Hugo told Medtech Insight that “to com-
plete the MedAccred audit checklist, [sup-
pliers] have to have FDA’s interpretation of 
process validation implemented in their fa-
cilities. If a supplier is accredited to MedAc-
cred, that means they understand process 

validation, and that’s a big deal for the FDA.”
Global Technologies, which provides 

assembly and product development so-
lutions to OEMs, was the first company to 
gain cable and wire harness accreditation 
to MedAccred in early 2016. The supplier 
was recently re-audited and recertified to 
the program.

MedAccred “forces us to apply the dis-
ciplines of good manufacturing practices 
on a more thorough and consistent basis,” 
Hugo said. “In fact, our training proce-
dures have been markedly improved over 
the course of the three years we’ve been 
involved” in the program.

At Global Technologies, “our methods 
for doing ESD [electrostatic discharge] 
and solder and all of those things – we 
had them, and they were certainly func-
tional and adequate for what we were 
doing – but I’d say we’re moving more 
toward a world-class solder discipline and 
a world-class ESD discipline than certainly 
we were three years ago,” he added.

Hugo noted that the company’s record-
keeping activities were strengthened as a 
result of MedAccred’s audits.

“There’s an element of the [audit] check-
list that talks about device history and the 
device history record,” he said. “So, we had to 
draw parallels to how we kept our manufac-
turing records and how they would apply as 
a medical device record. That was really the 
big improvement that we made there: We 
now believe our records are compliant to 
[FDA’s] recordkeeping requirements.”

Further, the program “helps our disci-
pline of making sure, as employees cycle 
through our facility, that they are at a high-
er training level when they are asked to 
perform certain functions,” Hugo said. “For 
example, if they are terminating [wire], 
they must go through some basic termina-
tion familiarity, and that’s even before they 
are allowed to address any machines.”

Wire termination is work performed on 
the end of a wire that allows it to connect 
to a piece of equipment.

“We are more thorough and more effi-
cient today than we were three years ago,” 
Hugo said. “MedAccred definitely sepa-
rates us from most of our competition.”   
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