
Devicemakers Likely ‘in Crosshairs’ 
For Tough Off-Label Enforcement

Devicemakers should pay more attention to prior FDA feedback 
on product promotions if they want to avoid the agency’s growing 
attention to promotional violations, legal experts suggest. 

A recent analysis by attorneys at Hyman, Phelps & McNamara 
found that between May 1, 2012, and April 30 of this year, CDRH 
issued 24 letters for promotional claims. The letters fall into four 
main categories:

 ● Claims appearing to disregard FDA’s prior admonitions; 
 ● Claims outside a 510(k) clearance;
 ● Claims that change the device classification; and 
 ● Claims requiring clinical data that were not provided. 

OIG: States Could Save By Syncing 
Medicaid, Medicare DMEPOS Costs

States and the federal government may be able to save millions of 
dollars on DMEPOS costs by limiting federal Medicaid reimbursements 
to what Medicare would have paid for the same products in that state, 
according to a study by the HHS Office of the Inspector General.

The study echoes President Barack Obama’s fiscal 2014 budget 
proposal for such a system, which highlighted cost issues with Med-
icaid programs.

“Our findings provide a tangible example of potential state and 
federal savings for Medicaid programs if the programs were to use 
the Medicare competitive bidding payment amounts for DMEPOS 
items,” the study says. 

In fiscal 2011, Texas Medicaid paid higher prices for 30 of the 
32 DMEPOS (durable medical equipment, prosthetics, orthotics and 
supplies) items analyzed than those under the Medicare DMEPOS 
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competitive bidding program, OIG found. The 
state agency spent about $12 million on the 32 
DMEPOS items in the Dallas/Fort Worth area, 
but the federal and state governments could have 
saved about $2 million of that using payment 
amounts from Medicare competitive bidding.

Of the 32 items, six had Medicaid fee sched-
ule amounts exceeding Medicare payments by 
more than 200 percent: 

 ● Enteral formula, nutritionally complete, 
for special  metabolic needs; 

 ● Enteral formula, nutritionally complete, 
hydrolyzed proteins;

 ● Lancets, per box of 100;
 ● Enteral formula, nutritionally complete, 

calorically dense with intact nutrients; 
 ● Enteral formula, nutritionally complete, 

with intact nutrients; and 
 ● Walker, folding, wheeled, adjustable or 

fixed height (rental).

Seventy-five percent of the potential savings, 
about $1.5 million, came from five items: oxygen 
concentrator, single delivery port (rental); blood 
glucose test or reagent strips for home blood glu-
cose monitor; power wheelchair, group 2 stan-
dard, captain’s chair, patient weight capacity up 
to and including 300 pounds; lancets, per box 
of 100; and hospital bed, semi-electric, with any 
type side rails, with mattress (rental). More than 
half of the $1.5 million was attributed to monthly 
rental of oxygen concentrators, at a potential sav-
ings of $883,483.

Significant Limitations

DMEPOS items in the competitive bidding 
program tend to be high-cost or high-volume, 
OIG notes. However, the HHS watchdog only 
looked at a subset of DMEPOS items — one of 
three significant limitations to the study results. 

OIG also looked at only one metropolitan area 
and did not determine how the president’s budget 
proposal would affect profits for DMEPOS suppli-
ers or patient access to DMEPOS products.

“We do not project our findings beyond this 
study scope,” OIG adds. Devicemakers have 
raised concerns with competitive bidding for 
DMEPOS. Yet despite pleas from lawmakers and 
a lawsuit brought by medical equipment suppli-
ers, the Medicare DMEPOS Competitive Bidding 
Program expanded in July to cover a total of 100 
metropolitan areas nationwide (D&DL, June 24). 

Just prior to the expansion, OIG recommended 
that Ohio’s state Medicaid agency begin using 
competitive bidding for some durable medical 
equipment after an audit found it could have saved 
about $3 million in one year (D&DL, May 27).

AdvaMed said extending competitive bidding 
to Medicaid could put patients at risk. “The pro-
gram’s impact on beneficiaries’ health and well-
being should be thoroughly evaluated … before 
moving up application of rates to new areas of the 
country and more beneficiaries,” the group said.

The report is available at www.fdanews.com/
ext/files/09-10-13-OIG.pdf. — April Hollis

DMEPOS, from Page 1

Coalition Warns Congress Must Act 
To Avert Oct. 7 ‘Helium Cliff’ 

A coalition including trade, scientific and 
academic groups sent a letter to Congress last 
week warning of dire consequences if legislation 
preserving access to helium is not passed by the 
end of the month.

Currently, the Federal Helium Reserve is only 
authorized to sell helium to private entities through 
Oct. 7 — a deadline the group calls the “helium cliff.” 
Legislation allowing it to remain open has passed the 
House, but remains stalled in the Senate. The reserve 
provides more than 50 percent of domestic helium 
supplies, the coalition notes.  Helium is broadly used 
throughout industry, including in MRI devices.

“Without access to helium, magnetic reso-
nance imaging (MRI) manufacturing facilities 
will have no choice but to slow or shut down pro-
duction and existing MRI machines will not be 
able to be refilled, forcing hospitals and physi-
cians to turn away patients in need of life-saving 

(See Helium, Page 6)

http://www.fdanews.com/newsletter/article?articleId=156542&issueId=16921
http://www.fdanews.com/newsletter/article?articleId=155812&issueId=16842
http://www.fdanews.com/ext/files/09-10-13-OIG.pdf
http://www.fdanews.com/ext/files/09-10-13-OIG.pdf
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IDE Coverage Changes Could Limit 
Access and Innovation: MDMA

Makers of new and innovative devices may 
find it harder to get Medicare coverage during 
clinical trials under the agency’s proposed fiscal 
2014 fee schedules, the Medical Device Manufac-
turers Association says in comments to the Cen-
ters for Medicare & Medicaid Services. 

At issue are 13 new criteria that CMS plans to 
use to determine if devices cleared under an IDE 
should be reimbursed. The criteria would effectively 
limit coverage under the Physician Fee Schedule 
to devices used in pivotal trials with a superiority 
study design. This creates too high a bar for small 
devicemakers, MDMA says. 

“Given the nature and realities of IDE clini-
cal trials’ use of non-inferiority designs, the lack of 
clarity for attainment of the 13 proposed criteria, 
and the lack of administrative guidance and appeals 
procedures, MDMA does not support CMS’s pro-
posed revision to the coverage process for medical 

devices in IDE clinical trials,” writes Thomas 
Novelli, vice president of government affairs. 

MDMA also asks CMS for clarity on its plan 
to create 29 new coverage codes in the Hospi-
tal Outpatient Prospective Payment System for 
certain device-dependent services. And it seeks 
additional analysis of a proposal that would 
expand packaging — the process by which mul-
tiple line items are rolled into a set payment — 
to seven new categories. Among the suggested 
categories are device removals and diagnostic 
procedures.

Errors in the files listing the proposed fees 
made it impossible to conduct a complete review 
before the end of the comment period, MDMA 
says. The group also is concerned that expanded 
packaging could lead hospitals to pick the cheap-
est possible line items, even if they aren’t appro-
priate to the patient’s needs. 

Both fee schedules are set to take effect Oct. 1. 
— Elizabeth Orr

German Spinal Implant Maker 
Warned for Audit, CAPA Slips

Ulrich GmbH, a German manufacturer of 
spinal implants and accessories, has been warned 
for audit and CAPA violations, including a couple 
of repeat violations from a 2005 inspection. 

The company’s supplier assessment proce-
dure requires annual supplier evaluations, but the 
company failed to conduct some of those required, 
according to the Aug. 15 letter posted recently online. 

 Additionally, Ulrich’s internal audit proce-
dure sets certain requirements for quality audits, 
but some audits for quality assurance were not 
conducted. Ulrich told the FDA investigator that 
quality assurance and quality management were 
previously combined into one area, with a single 
audit covering both areas. While the areas were 
later separated, the company failed to conduct 
separate audits in at least one instance, according 
to the redacted letter. This is a repeat observation 
from the 2005 inspection of the Buchbrunnenweg 

plant, which also led to a warning letter (D&DL, 
Oct. 24, 2005).

In another repeat observation, four CAPA 
reports did not state whether the verifications and 
validations were effective. Meanwhile, for three 
complaint reports, Ulrich lacked documentation 
that the CAPAs were effective.

“Given the serious nature of the violations 
… FDA is taking steps to refuse entry of these 
devices into the United States, known as ‘deten-
tion without physical examination,’ until these 
violations are corrected,” the letter says.

During the April 29 to May 3 inspection, the 
FDA investigator also noted design issues. Ulrich 
lacked documentation, for instance, for ensur-
ing its Pezo PEEK Cage Systems conform to user 
needs and intended uses. And its design plan did 
not show where and how design outputs meet 
design input requirements.

(See Ulrich, Page 4)

http://www.fdanews.com/newsletter/article?articleId=76298&issueId=8030
http://www.fdanews.com/newsletter/article?articleId=76298&issueId=8030
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“As the number of potential drug company tar-
gets dries up, due to FDA having taken enforce-
ment action against the largest of them, the device 
industry likely now is in the crosshairs,” write 
Ann Walsh and Allyson Mullen. “In view of 
enforcement actions already taken against the larg-
est drug companies, potential First Amendment 
challenges raised by Caronia and the trends seen 
in this review of recent warning letters, device 
manufacturers should expect close government 
scrutiny of their promotional practices.” Walsh is a 
former associate chief counsel with the FDA. 

Increasing Sanctions

To avoid being the next target, devicemak-
ers should heed prior FDA feedback, ensure they 
have the clinical data to support their claims, and 
make sure their claims don’t exceed a device’s 
510(k) clearance or 510(k)-exempt classification.

Otherwise, “FDA’s enforcement actions may 
lead to sanctions more severe than a warning let-
ter, including criminal charges and civil litigation,” 
the authors warn. They note that a provision in 
the FD&C Act allows the government to recover civil 
monetary penalties from devicemakers for off-label 
violations, which differs from pharma enforcement.

The analysis provides examples of device-
maker slip-ups for each of the most common 
categories of violations. For instance, Bausch + 
Lomb was warned in June 2012 for claims the 
FDA had shot down in a nonapprovable letter 
for a PMA supplement on PureVision 2 contact 
lenses. According to the warning, the company’s 
website showed the claim “HD High Definition” 
on the carton of the contact lenses. 

Devicemakers also run into trouble when they 
fail to provide the necessary clinical data to back 
up their promotional claims, the analysis found. 
In July 2012, the agency warned Augustine Bio-
medical & Design for unsupported claims that its 
Hot Dog Patient Warming System reduced infec-
tion rates if used during surgery.  This claim would 
have required a new premarket notification and 
submission of clinical data, according to the letter.

In a third of the warning letters Walsh and 
Mullen reviewed, devicemakers made claims 
outside a device’s 510(k) clearance. The Hyman, 
Phelps team cites the case of TransS1/Baxano 
Surgical, which recently agreed to pay $6 mil-
lion to settle allegations of promoting a device for 
unapproved uses, including a deformity of verte-
bral levels beyond the levels for which the device 
was cleared. The settlement also included a cor-
porate integrity agreement (D&DL, July 22).

“The TranS1 settlement shows that the device 
industry has begun to receive unwelcome atten-
tion from the same prosecutors who have become 
experts at charging drug manufacturers for simi-
lar conduct,” the attorneys say.

In an example of promotional claims exceeding 
a device’s classification, the FDA warned Cynergy 
over its Dermarollers — or skin abraders — after 
the company promoted them for collagen induction 
therapy and scar treatment. Officially, the devices are 
manual surgical instruments for general use, falling 
into Class I. But in light of the promotional claims, 
the agency found they were not exempt from premar-
ket notification requirements. — April Hollis

“The design reviews for the product idea and 
product conception phases of the design project 
for the Pezo PEEK Cage System did not indicate 
the outcome of the reviews,” the letter adds.

The FDA also cites a number of medical 
device reporting issues, including:

 ● Missing definitions for a reportable event;
 ● Use of the term “cause for concern” to 

identify reportable events, even though the 
term is not defined by FDA regulation;

 ● Procedures that lack instructions for in-
vestigating events; and

 ● Procedures without instructions for how to 
obtain and complete the FDA’s 3500A form.

 Ulrich did not respond to a request for com-
ment by press time. The warning letter is avail-
able at www.fdanews.com/ext/files/09-10-13-Ulr 
ich.pdf. — April Hollis

Off-Label, from Page 1

Ulrich, from Page 3

http://www.fdanews.com/newsletter/article?articleId=157197&issueId=16992
http://www.fdanews.com/ext/files/09-10-13-Ulrich.pdf
http://www.fdanews.com/ext/files/09-10-13-Ulrich.pdf
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Malaysia Offers Guidance on Device 
Registration, Distribution Practices

Malaysia’s Medical Device Authority has 
released a six-step guideline on registering devices 
through the regulator’s web-based system.

Companies should determine whether the 
product is a medical device under the 2012 device 
law and then determine its appropriate classifi-
cation and group. Next, they should conduct a 
conformity assessment and compile evidence of 
conformity with MDA regulations in a common 
submission technical document.

The conformity assessment must be conducted 
by an approved conformity assessment body. The 
MDA has approved three thus far: BSI Services 
Malaysia, SGS and SIRIM QAS. Another seven 
have applications pending with the agency.  

Applications should be submitted through the 
Medical Device Centralized Online Application 
System, or MeDC@St, which was launched July 
1 to ease compliance with requirements of the 
2012 Medical Device Act. 

In addition to general manufacturer informa-
tion, the dossier and declaration of conformity, 
the MDA asks manufacturers to include a his-
tory of the device’s postmarket vigilance history. 
Devicemakers should also supply the product’s 
recall history, adverse event reports and any post-
market surveillance studies.

In July, the MDA issued a guideline on good 
distribution practices. The document applies to 
authorized representatives of foreign devicemak-
ers, importers and distributors. It does not cover 
manufacturers and device retailers.

GDP certification should be conducted by a reg-
istered conformity assessment body and specify the 
following: the scope of activities performed by the 
establishment and the devices it deals with; out-
sourced activities; any special storage and handling 
conditions; and applicable sections of the device law.

The document provides guidance on estab-
lishing responsibilities, organizing a compli-
ance system and maintaining surveillance and 

vigilance following distribution. It also describes 
requirements for active medical devices.

The guideline offers supply chain specifics on 
a number of issues, including how an establishment 
should implement a traceability plan and steps to take 
if tracking is not possible for individual products.

For implants, establishments must create a 
tracking record down to the patient level, the guide-
line says. The agency is especially concerned with 
the ability to track and trace mechanical heart 
valves; pacemakers, including electrodes and leads; 
defibrillators, including electrodes and leads; ven-
tricular support systems; and drug infusion sys-
tems. Surveillance reports on these devices must be 
submitted at least annually.

The MDA stresses that GDP certification does 
not imply compliance with the law and that device-
makers are responsible for ensuring all participants 
in their supply chain meet regulatory requirements.

The registration guideline, which is aligned 
with the Association of Southeast Asian Nations, 
took effect July 1. View it at www.fdanews.com/
ext/files/09-13-Malaysia.pdf. The list of con-
formity assessment bodies is at www.fdanews.
com/ext/files/09-13-MalaysiaCAB.pdf. View the 
GDP guideline at www.fdanews.com/ext/files/08-
13-malaysia.pdf. — Nick Otto

Imagimed CIA Calls for Compliance 
Program, Reporting Hotline

Imagimed, a New York-based imaging company, 
has signed a corporate integrity agreement resolving 
charges it submitted false claims for magnetic reso-
nance imaging to federal healthcare programs.

The agreement with the HHS Office of 
Inspector General requires the company to estab-
lish a compliance program and appoint a compli-
ance officer from its senior management. During 
the five-year CIA term, the officer and a newly 
appointed compliance committee must meet at 
least quarterly, and the company must provide 
annual reports to the OIG.

(See Corp Integrity, Page 6)

http://www.fdanews.com/ext/files/09-13-Malaysia.pdf
http://www.fdanews.com/ext/files/09-13-Malaysia.pdf
http://www.fdanews.com/ext/files/09-13-MalaysiaCAB.pdf
http://www.fdanews.com/ext/files/09-13-MalaysiaCAB.pdf
http://www.fdanews.com/ext/files/08-13-malaysia.pdf
http://www.fdanews.com/ext/files/08-13-malaysia.pdf
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The CIA follows Department of Justice alle-
gations that the company billed Medicare, Med-
icaid and TRICARE for MRI scans using con-
trast dye that were not performed under the direct 
supervision of a physician, which violates regula-
tions (D&DL, Sept. 2). Imagimed and the clinic’s 
former owners and chief radiologist previously 
agreed to pay $3.57 million.

The allegations were brought forward in a whis-
tleblower lawsuit. As part of the CIA, Imagimed 
must establish a disclosure program with a way for 
employees to bring anonymous tips to the compli-
ance officer, such as a toll-free telephone line. DOJ 
instructs the company to publicize this opportunity 
while emphasizing a nonretaliation policy. 

Imagimed will also need to develop and dis-
tribute a code of conduct to appropriate parties 
and make adherence to the code a factor in its 
employee reviews. The company must imple-
ment policies and procedures related to its com-
pliance program and to compliance with federal 
healthcare programs. These procedures must be 
reviewed at least yearly. 

Employee Training

The CIA contains a host of training provi-
sions, including a minimum of: 

 ● Two hours of general training to relevant per-
sonnel on the CIA requirements, the compli-
ance program and the code of conduct;

 ● Three hours of “arrangements training” for 
relevant parties, covering arrangements that 
could implicate the Anti-Kickback Statute, 
the Stark Law pertaining to physician self-
referrals, or related guidance;

 ● Two hours of specific training for relevant 
parties on federal healthcare program re-
quirements on coding and claims submis-
sions, with examples of proper and im-
proper submission practices; and

 ● Two hours of training for each member of 
the board of directors on corporate gover-
nance responsibilities.

Meanwhile, Imagimed must create procedures 
to ensure that existing and new focus arrange-
ments — sources of healthcare business or refer-
rals — do not violate the Anti-Kickback Statute or 
the Stark Law. These efforts should include:  

 ● Creating a centralized tracking system for 
all existing and new focus arrangements;  

 ● Monitoring the use of leased space, medi-
cal supplies, medical  devices, equipment 
and other patient care items;

 ● Requiring the compliance officer to re-
view the tracking system, the internal 
review and approval  processes and other 
focus arrangement procedures at least 
once a year; and  

 ● Implementing effective responses when 
suspected violations are discovered. 

Imagimed must also secure an independent 
third party to review its arrangements, coding, 
billing, claims submissions to federal healthcare 
programs and reimbursement received. The IRO 
should prepare reports on these reviews.

Imagimed did not respond to a request for 
comment by press time. The CIA is at www.
fdanews.com/ext/files/09-10-13-Imagimed.PDF. 
— April Hollis

Corp Integrity, from Page 5

imaging services and jeopardizing critical medical 
research at academic institutions around the coun-
try,” said Gail Rodriguez, executive director of the 
Medical Imaging & Technology Alliance.

More than 120 institutions, including MITA, 
the Access to Medical Imaging Coalition, National 
Electrical Manufacturers Association, Philips and 
the U.S. Chamber of Commerce, signed the let-
ter to bipartisan House and Senate leadership. The 
effort was spearheaded by MITA and the Semi-
conductor Industry Association.

The Senate responded to the push by saying it 
will vote on the measure this week, MITA spokes-
woman Rachel Ryan said. 

View the letter at www.fdanews.com/ext/
files/09-16-13-helium.pdf. — Elizabeth Orr

Helium, from Page 2

http://www.fdanews.com/newsletter/article?articleId=158300&issueId=17114
http://www.fdanews.com/ext/files/09-10-13-Imagimed.PDF
http://www.fdanews.com/ext/files/09-10-13-Imagimed.PDF
http://www.fdanews.com/ext/files/09-16-13-helium.pdf
http://www.fdanews.com/ext/files/09-16-13-helium.pdf
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Brazil Gets Tough on Corporate Bribes, 
Eases GMP Path to Registration

Brazilian President Dilma Rousseff has 
signed into law legislation aimed at stemming 
corporate bribery of government officials across 
all business sectors. The law brings the coun-
try’s antibribery policies in line with other major 
nations and the Organization for Economic 
Cooperation and Development (OECD).

The “Clean Company Act” requires the govern-
ment to establish procedures for investigating alleged 
bribery and corruption and sets fines and penal-
ties for companies that run afoul of the law. Compa-
nies found guilty of offering bribes may be fined up 
to 20 percent of their gross annual revenue from the 
previous year, or a maximum of about US $26 mil-
lion. The government can also suspend or dissolve 
the company’s operations and confiscate its assets, 
depending on the egregiousness of the bribes.

The law calls on competent authorities to 
establish policies, at the penalty phase, that take 
into account whether a company has a compli-
ance program in place. Those that do could fare 
better than those that don’t. And it calls for the 
establishment of credits for companies that vol-
untarily disclose corrupt practices.

“I think this law fills some gaps, and the legisla-
tion shows that Brazil is compliant with the interna-
tional agreements,” attorney Carlos Ayres, co-chair 
of the Brazilian Institute of Business Law’s anticor-
ruption and compliance committee, tells D&DL.

The legislation was prompted by a 2007 peer 
review of Brazil’s anticorruption efforts by the 
OECD’s Anti-bribery Convention, Ayres says. 
While not an OECD member, Brazil has partici-
pated with the convention and was asked to take 
“urgent steps” to make companies liable for brib-
ing foreign officials.

“This new law is a tough law,” Ayres says. The 
government needs only to show that bribes were 
paid — a lower bar for prosecution than the U.S. 
Foreign Corrupt Practices Act, which requires the 
government to also show intent to corrupt.

Before signing the bill on Aug. 1, Rous-
seff vetoed three provisions she believed would 
weaken the law. For instance, the legislation 
approved by the Brazilian Senate would have 
limited financial liability to the value of the 
contract obtained with the bribe. Rousseff said 
this could impair the government’s ability to 
“effectively punish offenders and deter future 
violations.”

Also nixed were provisions on the establishment 
of intent and on leniency for less-extensive crimes.

The new law says nothing about gift-giving. 
Ayres says a law already on the books limits com-
pany gifts to public officials to about $45.

The “Clean Company Act” will be enforced 
by the compliance offices of the competent 
authorities responsible for various market seg-
ments. Devicemakers will answer to investiga-
tors from the Ministry of Health. During debate 
on the bill, industry had asked that a neutral, cen-
tralized agency handle the inspections, to avoid 
the potential for conflicts of interest. 

Brazil’s law comes as other governments have 
been cracking down on foreign corrupt practices. 
The most recent case, involving China’s inves-
tigation of UK pharma giant GlaxoSmithKline, 
has now mushroomed into an industrywide probe 
that includes devicemakers (D&DL, Aug. 19).

B-GMP Proviso Dropped

Separately, Rousseff signed a decree giving 
Anvisa the authority to implement a new good 
manufacturing practice framework that is more 
in line with U.S. drug and device GMP.

The new framework “corrects the root problem 
of the GMP certificate problem,” whereby com-
panies had to have a Brazilian GMP certificate 
in order to register their products, says Marcelo 
Antunes, regulatory affairs strategy consultant 
with SQR Consulting in São Paulo. The problem 
stemmed from a 1988 decree that “explicitly tied 

(See Brazil, Page 10)

http://www.fdanews.com/newsletter/article?issueId=17077&articleId=157975
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Consumer Group Urges Joint Makers 
To Back Products With Warranties

Consumers Union is calling on manufacturers 
of hip and knee implants to offer 20-year war-
ranties on their products. The group, which is the 
policy arm of Consumer Reports, is also asking 
members of the public to sign an online petition 
supporting the warranty push.

“Patients have a right to know how long med-
ical device manufacturers are willing to stand by 
their products,” says Lisa McGiffert, director of 
Consumers Union’s Safe Patient Project. Physi-
cians may give their patients an estimate of how 
long the implants will last, but there is rarely a 
written guarantee, the group says.

The letters were sent to the six largest hip and 
knee implant manufacturers, by volume: Biomet, 
DePuy, Smith & Nephew, Stryker, Wright Tech-
nologies and Zimmer. All six have recalled a 
product or product line due to defects over the 
past decade, Consumers Union says.  

However, only Biomet offers any form of war-
ranty to patients; the company recently introduced a 
lifetime warranty on its Oxford Partial Knee.

Consumers Union estimates 18 percent of 
hip replacements and 8 percent of knee replace-
ments are revisions performed after an original 
implant failed. The costs of those replacements 
typically are covered by patients, private insur-
ers or Medicare.

The model warranty sent to the devicemak-
ers would obligate them to cover the full cost 
of the flawed device, including hospital costs. It 
also would:

 ● Require companies to establish a claims 
system for patients that includes a toll-
free number;

 ● Ensure patients’ right to sue if they use 
the warranty;

 ● Provide patients a full explanation if a 
warranty claim is denied, and allow for 
denials to be appealed; and

 ● Make clear patients won’t be automatical-
ly disqualified on the grounds of specific 
diseases or conditions that are not related 
to failure of the device.

None of the manufacturers responded to a 
request for comment on the petition and warranty 
proposal. — Elizabeth Orr

‘Virtual Colonoscopy’ a Good Tool 
For Low-Risk Patients, Panels Say

Computed tomography colonography is 
safe and effective to detect colorectal cancer in 
asymptomatic patients, experts largely agreed 
during a Sept. 9 joint meeting of the FDA’s Gas-
troenterology-Urology and Radiological Devices 
Panels. But there was disagreement on whether 
the noninvasive procedure would actually lead to 
more people getting screened.

The FDA is looking at CTC — also known as 
virtual colonoscopy — as a way to increase low 
rates of compliance with government recommen-
dations on colorectal cancer screening. The most 
common current screening methods are colonos-
copy and fecal occult blood testing. But about 41 
percent of eligible adults are not screened regu-
larly, government data show.  

CTC is less invasive than colonoscopy and 
doesn’t require sedation, though it does expose 
the patient to radiation. It carries lower risks of 
bowel perforation, major bleeding and infec-
tive disease transmission than colonoscopy, FDA 
background materials note.

On the other hand, colonoscopy can treat 
abnormalities as they’re detected, while CTC 
is strictly a diagnostic tool. And CTC, while 
as effective as colonoscopy in detecting larger 
lesions, is less likely to catch small ones, research 
suggests. Professional groups are at odds over 
whether CTC should be recommended as a rou-
tine option for colon cancer screening.

Panelist Edward Dauer of Florida Medical Ser-
vices in Fort Lauderdale said CTC’s shortcomings 

(See CTC, Page 10)
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shouldn’t overshadow the benefits. “There is 
increased patient acceptance, and that means patients 
will be more likely to undergo screening with CTC,” 
he said. “Even if smaller lesions are not as readily 
detectable, they can be detected the next time.”

Dauer added that using CTC to detect bowel 
lesions would help stretch the nation’s limited 
colorectal cancer screening capabilities. The U.S. 
doesn’t have enough machines or doctors to screen 
eligible patients using colonoscopy alone, he said.

“I don’t think we should confuse what patients 
prefer with the idea they’ll adhere to recommenda-
tions,” said panelist Aline Charabaty of Georgetown 
University, who doubts more patients would get 
screened just because a different test was available. 
She added that, while overall cancer rates are low, 
more and more CT scans are being performed on 
patients, increasing the radiation risk.

Other panelists said radiologists would need 
to be trained to perform CTC, which could slow 
adoption of the technology. Industry representa-
tive Elisabeth George, vice president of quality 
and regulatory affairs at Philips Healthcare, said 
regulations around CTC should ensure adequate 

training. If accreditation of CTC providers is rec-
ommended, all stakeholders should be engaged in 
developing the criteria, she said. 

Overall, panel members agreed CTC should 
be an option to low-risk patients and people who 
are not eligible for colonoscopy, such as those 
who can’t tolerate sedation.  

Gail Rodriguez, executive director of the 
Medical Imaging & Technology Alliance, said an 
“abundance of evidence” exists confirming CTC 
as a valuable diagnostic tool, “particularly for 
patients who are resistant to customary, optical 
colonoscopy and would otherwise avoid a diag-
nostic procedure. Expanding access to this tech-
nology will allow for earlier detection and treat-
ment of this disease and turn more colon cancer 
patients into survivors,” she said.

CTC is already covered by CIGNA, United 
Healthcare, Anthem Blue Cross Blue Shield and 
some other private insurers, MITA said. 
— Elizabeth Orr

the presentation of the B-GMP certificate to the 
registration,” Antunes notes.

Among other changes, the new GMP framework:

 ● Eliminates certain requirements limiting 
registration transfers and gives Anvisa ad-
ditional authority to define other options 
to transfer registrations; and

 ● Permits manufacturers to outsource the 
quality control of products to third parties 
that adhere to criteria defined by Anvisa.

View Brazil’s “Clean Company Act,” in Por-
tuguese, at www.fdanews.com/ext/files/09-13-Bra 
zil.pdf. The GMP decree, published in the Aug. 
14 National Gazette, is at www.fdanews.com/ext/
files/09-13-BrazilGMP.pdf. — Nick Otto

CTC, from Page 9

Brazil, from Page 7
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Panel Recommends Class II/Special 
Controls for Pair of Cardiac Devices

The FDA’s Circulatory System Devices Panel 
Wednesday recommended regulating two types 
of external cardiac devices as Class II devices 
with special controls, throwing support behind 
the FDA’s proposal classification.

The preamendment devices — external car-
diac compressors and external pacemaker pulse 
generators — are currently in Class III, but 
have been treated as Class II devices since 1987 
and never required to have a PMA (D&DL, Jan. 
14). EECs help to automate CPR and alleviate 
rescuer fatigue when chest compressions must 
be administered over a period of time. EPPGs 
produce a periodic electrical pulse to stimulate 
the heart.

According to FDA background material, the 
most scientifically rigorous trial of the ECCs 
that has been published was stopped early due 
to a lower survival rate for patients treated 
with ECCs. But data from a study by Physio-
Control, released this month, found no signifi-
cant difference in survival rates or neurological 
functioning, with a 23.6 percent rate survival 
after mechanical CPR and 23.7 percent survival 
after manual CPR, said Karl Kern, chief of the 
cardiology division at the Arizona Health Sci-
ences Center. He presented the data on behalf 
of the ECC maker.

Some Support for Class III

Maura Duffy, a former emergency medi-
cal technician, argued on behalf of the National 
Research Center for Women & Families that the 
lack of rigorous studies should lead the FDA 
to place ECCs in Class III. Her concerns cen-
tered on the prospect that emergency crews 
might impair patient safety by opting for ECCs 
because they are “new and shiny,” even when 
they are not necessary.

John Somberg, Rush University Medical Cen-
ter, was the only panel member to recommend 
Class III status. “On the totality of the evidence, 

I don’t think we can say they aren’t different 
from manual compression,” he said. “The studies 
are so poorly done they tell us nothing.” 

Somberg said the only solution is for stud-
ies to be conducted during the PMA process at 
the expense of industry. Some panelists partially 
concurred, noting their recommendations for 
Class II status assumed additional data would be 
collected postmarket. 

Manufacturers also were successful in 
thwarting a proposal to put ECCs using software 
in Class III, while leaving other ECCs in Class II. 
“This is a mature technology, the value of which 
is well-proven,” said Jerry Potts, director of edu-
cation and implementation at Laerdal Medical. 
“The presence or absence of software should be 
irrelevant to 510(k).”  

Tweaks on Special Controls

There was less dissent during discussion of 
EPPGs. “The effectiveness of this device has 
been well-established over many decades,” said 
CDRH’s Luke Ralston, a biomedical engineer 
and device reviewer in the Office of Device Eval-
uation’s cardiovascular devices division, mak-
ing the agency’s case for Class II status. “The 
risks to health are known, understood and can be 
addressed by special controls.”

While the panel agreed, several members 
requested some rewording of the proposed 
special controls. Yale University’s David Yuh, 
for instance, suggested manufacturers be 
required to emphasize the need for operator 
training and regular maintenance of the devices 
in EPPG labeling.

And panel chair Richard Page, University of 
Wisconsin School of Medicine, said electrophysi-
ology experts should review the potential risks to 
health to ensure the description of special con-
trols is comprehensive.

“FDA will be working expeditiously to move 
this,” said agency spokeswoman Susan Laine, 
who declined to give a specific timeline. 
— Elizabeth Orr

http://www.fdanews.com/newsletter/article?articleId=152350&issueId=16459
http://www.fdanews.com/newsletter/article?articleId=152350&issueId=16459
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Lawsuit Claims HHS Discriminates
A Texas durable medical equipment supplier 

has filed suit against HHS alleging the department 
blocks small, minority-owned businesses from par-
ticipating in federal healthcare programs. Dallas 
Metroplex Services says its Medicare billing priv-
ileges were unfairly revoked when an inspector 
decided the supplier was out of business because it 
was closed during an inspection. The lawsuit con-
tends the inspector should have known the com-
pany was operational because inventory was visible 
through the window and the owner had been reached 
earlier that day. The lawsuit also asserts Medicare 
carrier Palmetto GBA failed to exercise due care in 
conducting its oversight responsibilities. The suit 
seeks damages and reinstatement of billing rights.

Metabolic Disease Workshop Planned
The FDA and American Gastroenterologi-

cal Association will host an open public workshop 
on developing medical devices for metabolic con-
ditions such as morbid obesity.  The workshop is 
slated for Oct. 17-18 in Washington, D.C., and will 
cover such topics as challenges to innovation, the 
FDA’s evolving approach on regulating minimally 
invasive procedures, and changes to reimburse-
ment policy. The Federal Register notice is at www.
fdanews.com/ext/files/09-16-13-metabolic.pdf.

Panel Date Set for Heart Failure Devices 
On Oct. 8, the FDA’s Circulatory Systems 

Devices Panel will consider expanded indications 
for Medtronic’s Cardiac Resynchronization Ther-
apy-Pacemaker and Cardiac Resynchronization 

Therapy-Defibrillator devices. A recent study found 
biventricular pacing using the devices could benefit 
patients with left ventricular dysfunction and atrio-
ventricular block. The use is now considered off-
label. On Oct. 9, the panel will take up a PMA for 
CardioMEMS’ Champion heart failure monitoring 
system. Both sessions are in Gaithersburg, Md. View 
the Federal Register notice at www.fdanews.com/
ext/files/09-16-13-circulatory.pdf.

Comments Sought on IVD Glossary
The FDA is seeking input on a glossary and 

educational outreach to support the use of sym-
bols in labeling of in vitro diagnostics intended 
for professional use. The request relates to a 2004 
guidance permitting manufacturers to use sym-
bols in place of text in IVD labeling. The agency 
estimates each company spends about four hours 
a year keeping the glossary up to date. Com-
ments are due Nov. 12. View the notice at www.
fdanews.com/ext/files/09-16-13-glossary.pdf.

BD Loses Bid to Dismiss Antitrust Case
A federal court last week upheld a lower court 

ruling and declined to dismiss an antitrust case 
against Becton Dickinson. The plaintiff, Retractable 
Technologies, alleges BD’s anticompetitive behavior 
includes violating syringe patents held by the Little 
Elm, Texas, company. BD objected that legal prec-
edent has never established that patent violation is an 
injury under federal antitrust law. In a Sept. 9 ruling, 
Judge Leonard Davis of the U.S. District Court for the 
Eastern Division of Texas said Supreme Court rulings 
show antitrust law is meant to be applied broadly. 

Reporters: April Hollis, Nick Otto, Johnathan Rickman, Ferdous Al-Faruque, Lena Freund, Robert King, Melissa Winn

President: Cynthia Carter; Content Director: Dan Landrigan; Executive Editor: Meg Bryant

Copyright © 2013 by Washington Business Information Inc. All rights reserved. Devices & Diagnostics Letter (ISSN 0098-7573) is 
published weekly, 50 issues, for $1,247. Photocopying or reproducing in any form, including electronic or facsimile transmission, scanning 
or electronic storage is a violation of federal copyright law and is strictly prohibited without the publisher’s express written permission. Sub-
scribers registered with the Copyright Clearance Center (CCC) may reproduce articles for internal use only. For more information, contact 
CCC at www.copyright.com or call (978) 750-8400.

300 N. Washington St., Suite 200 • Falls Church, VA  22046-3431 • Phone: (888) 838-5578 • +1 (703) 538-7600 • Fax: +1 (703) 538-7676
www.fdanews.com

Customer Service: Kim Williams Editor: Elizabeth Orr Ad Sales: Jim Desborough Content Sales: Nelly Valentin
(888) 838-5578 • +1 (703) 538-7600 (703) 538-7652 (703) 538-7647 (703) 538-7656
customerservice@fdanews.com eorr@fdanews.com jdesborough@fdanews.com nvalentin@fdanews.com

BrIefs

http://www.fdanews.com/ext/files/09-16-13-metabolic.pdf
http://www.fdanews.com/ext/files/09-16-13-metabolic.pdf
http://www.fdanews.com/ext/files/09-16-13-circulatory.pdf
http://www.fdanews.com/ext/files/09-16-13-circulatory.pdf
http://www.fdanews.com/ext/files/09-16-13-glossary.pdf
http://www.fdanews.com/ext/files/09-16-13-glossary.pdf
http://www.fdanews.com
http://www.fdanews.com
mailto:customerservice@fdanews.com
mailto:eorr@fdanews.com
mailto:jdesborough@fdanews.com
mailto:nvalentin@fdanews.com



