
Disconnect Between Management, QCU 
Possible Source of Warning Letters

A recent survey showing that device company executives are often 
unaware of problems faced by their quality control units may point to an 
overlooked contributing factor in FDA warning letters, an expert says.

The most common FDA Form 483 observations during the past 
decade have related to QCU failings, says Crystal Mersh, an executive 
partner at QxP. To understand why that is, the consulting firm surveyed 
400 industry conference-goers about their QCU departments. The results 
revealed a telling split in understanding of QCU capacity and perfor-
mance among executives, quality assurance staff and regulatory staff.

For example, executives were far more likely to believe the QCU 
had adequate resources and sufficient support to fulfill its mission 
than QA staff, Mersh says.

“Executive management … thinks everything is really OK and 
good,” Mersh told a recent FDAnews webinar. “And the FDA has a 
bit of a different opinion.”

Saudi FDA Ratchets Up Controls 
On Device Clinical Trials

Medical devicemakers must now obtain approval from the Saudi 
Food and Drug Administration before starting clinical investigations 
in the country, under guidance released May 27.

No investigational device will be cleared from any port of entry 
before obtaining SFDA approval. However, sponsors may submit a 
port of entry clearance letter prior to the agency’s completion of the 
review process.

Applicants must provide a signed agreement with the clinical 
investigation site and the contract research organization, if applica-
ble, an approval letter from the investigation review board, the clini-
cal investigation plan and the investigator brochure. 
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Power Chair Makers to Pay U.S. 
$7.5M in False Billing Case

Two power wheelchair manufacturers will 
pay the U.S. government $7.5 million to settle 
allegations that they filed false Medicare claims.

The case involves Salt Lake City-based Orbit 
Medical and its spin-off, Rehab Medical, which were 
accused of knowingly altering physician prescrip-
tions and supporting data so that power wheelchairs 
supplied by Orbit would be paid for by Medicare. 

Specifically, the government alleged that Orbit 
sales reps changed or added dates on the records to 
suggest a physician saw the patient within 45 days 
of Medicare billing, as is required. The sales reps 
also allegedly changed prescriptions to make them 
appear to prove medical necessity and forged physi-
cian signatures on prescriptions and chart notes. 

The Department of Justice announced the 
agreements, which include corporate integrity 
agreements, on May 27.

Orbit CEO Brandon Bliss tells IDDM that the 
2010 incidents were the work of a few employ-
ees at one of Orbit’s 26 shops, and came amid a 
“perfect storm” of lowered reimbursement and 
increased government scrutiny.

Under the terms of the corporate integrity 
agreements, both companies must appoint compli-
ance officers and compliance committees within 90 
days. Oversight of the compliance committee will 
fall to the board of directors, which will meet quar-
terly to discuss the program and report on its prog-
ress to the HHS Office of Inspector General. The 
CIA also requires that all employees receive a writ-
ten code of conduct requiring compliance with fed-
eral rules, as well as a document explaining the pol-
icies and procedures of the compliance program.

The CIAs also require the companies to hire 
third-party auditors to review any claims to 
Medicare or other government health programs. 
The OIG will validate the results of the audit.

Bliss says the company has already submitted 
some of the required compliance plan and fore-
sees no difficulties meeting DOJ’s conditions. 

The False Claims Act allegations stem from 
a qui tam complaint filed by two former Orbit 
employees. They will share a whistleblower 
reward of about $1.5 million. 

Orbit and Rehab could not be reached for 
comment by press time.

View the Orbit Medical CIA at www.
fdanews.com/06-08-15-orbit.pdf. The Rehab 
Medical CIA is at www.fdanews.com/06-08-15-
rehab.pdf. — Elizabeth Orr

India Forming Adverse 
Event Reporting System

India’s health ministry will soon roll out a 
program to collect and monitor adverse events 
involving medical devices, under the ongoing 
Pharmacovigilance Programme of India.

In the initial phase of the Materio Vigilance 
Programme, roughly 20 monitoring centers will 
be identified, Vivekanandan Kalaiselvan, prin-
cipal scientific officer with the ministry’s Indian 
Pharmacopoeia Commission, tells IDDM.

Rajiv Nath, forum coordinator of the Asso-
ciation of Indian Medical Device Industry, says 
that a government task force will be formed in 
July to help shape the plan. While the initiative 
is much-needed, he stresses that the aim should 
be to provide trust in the regulatory system and 
not to scare people away from use of medical 
technology.

Vijay Venkatraman, managing director and 
CEO at consulting firm Oviya MedSafe, agrees. 
Monitoring the benefit-risk profile of medical 
devices is a step in the right direction toward 
achieving excellence in the postmarket safety of 
all medical products in India, he says. 

The Central Drugs Standard Control Orga-
nization will work with the Sree Chitra Thirunal 
Institute of Medical Sciences and Technology to 
design the system. The plan follows a series of 
high-profile incidents in which faulty products 
harmed patients (IDDM, March 20). 
— Jonathon Shacat

http://www.fdanews.com/06-08-15-orbit.pdf
http://www.fdanews.com/06-08-15-orbit.pdf
http://www.fdanews.com/06-08-15-rehab.pdf
http://www.fdanews.com/06-08-15-rehab.pdf
http://devices.fdanews.com/articles/7902-india-to-pilot-device-adverse-event-reporting-system
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Expert Offers Tips on Designing, 
Conducting Internal Audits

Internal audits can be a great way for a device-
maker to uncover quality issues and improve com-
pliance programs, but there are challenges to doing 
them. The vast majority of manufacturers conduct 
internal audits soley because the FDA and ISO reg-
ulations say they should, says Susan Reilly, owner 
of the consultancy Reilly & Associates. That results 
in poorly conducted audits with little or no added 
value. During a recent FDAnews webinar, Reilly 
answered questions about how to design and per-
form effective internal audits. 

Question: Would a company ever need to 
turn over internal audit reports or findings dur-
ing an FDA inspection?

Answer: The regulation does not require that a 
company present audit reports to the FDA. Obvi-
ously, if the agency subpoenas those records, that’s 
a slightly different story. However, FDA investiga-
tors can access some audit outputs in the form of 
nonconformances that have become CAPAs. 

Q: How should you document an internal effi-
ciency audit so the audit report won’t pose a burden 
during regulatory body audits if action is not taken?

A: Even if you are auditing for efficiency and 
process improvement, the company will have to 
defend why it didn’t take action. A company could 
create a separate document that shows it has a pro-
cess for addressing, handling and presenting to 
management. Some companies have audit pro-
cedures that say all nonconformances require a 
CAPA. If that is a manufacturer’s procedure, then 
each opportunity for improvement found in the 
efficiency audit will have to have a CAPA.

Q: How should a company handle multicultural 
audit teams or auditors for internal audits, where 
every team may have different audit etiquette?

A: All procedures should be written so they can 
be adjusted depending on how things work where 
the different organizations are located. What often 
works well is to assign the lead role to an individual 
who is from the culture of the facility being audited 
or who has more experience with that culture, even 

if this is not the most seasoned auditor of the group. 
Where there are cultural issues, handling those may 
be more important than the audit technique and the 
audit skills for a lead auditor. 

Q: Are there any advantages to doing just a 
general quality system-based audit versus audit-
ing individual departments?

A: Absolutely. Often, this is not done because of 
a resource constraint, but it is always recommended 
to do both the individual audits and a comprehensive 
audit. By looking at the whole system, a company 
can truly see the interactions. Key questions include:

 ● How is it working together?
 ● Are we putting emphasis in the wrong areas?
 ● Is there a gap between this process and 

that one?

Q: During the review of audit findings, can 
the auditor give the auditee advice?

A: An outside auditor is not going to be respon-
sible for the corrective action or for the re-assess-
ment of that corrective action, so caution is war-
ranted. When dealing with an internal auditor, 
caution is also recommended because the auditor 
should not own the corrective response to the find-
ing. There is a risk of the company saying that it did 
as the auditor suggested, but that action didn’t work. 

Q: Are process efficiency findings consid-
ered part of preventive actions? If so, do the 
root cause investigation and corrective actions 
requirements apply? If not, should a stand-alone 
procedure be established to document efficiency 
audit requirements?

A: If a company has a preventive action pro-
cess set up, it certainly can use that, but that 
doesn’t always apply if the company is not identi-
fying a trend that has not yet caused a nonconfor-
mance. It’s more of a “this could be better” anal-
ysis. Some companies have processes specifically 
for program improvements that include a quality 
plan outlining the actions to be taken, responsi-
bilities assigned and the achievable goals of the 
plan. This is generally recommended over a pre-
ventive action process specifically to avoid the 
need for a root cause analysis.
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That discrepancy can lead to warning letters 
if executives fail to provide QCUs with needed 
resources, rendering them unable to properly per-
form their duties, Mersh says.

Two common trouble spots are lack of techni-
cal and leadership skills within QCU and lack of 
resources. Of those surveyed, 61 percent agreed or 
strongly agreed that the QCU has the required skills, 
both technical and leadership, to fulfill its responsi-
bility. While that’s encouraging, Mersh says the 28 
percent who disagreed and 10 percent who strongly 
disagreed suggests there is work to be done.

Critical skills for QCU staff include the tech-
nical background to understand the company’s 
manufacturing process, strong analytical and rea-
soning ability and the leadership skills to influ-
ence upper management, Mersh tells IDDM.

On the issue of resources, respondents varied 
widely, with 65 percent saying their QCUs didn’t 
have adequate resources and 35 percent saying 

they did. This could indicate a great deal of vari-
ation in how resources are allotted or respon-
dents’ opinions as to how resources are appropri-
ate for the QCU, Mersh says.

“In general, the majority of folks agreed that 
the QCU is not adequately resourced,” she says. 
“And as you can see in the warning letters, FDA 
is starting to realize this and call this out.”

The survey also found some wins for QCU 
staff. Seventy-nine percent of respondents 
strongly agreed that the QCU’s reporting struc-
ture should be isolated to ensure independent 
decisions. On the other hand, only 39 percent 
agreed that the decisions of the QCU are fully 
independent from all company operations.

Seventy-four percent of respondents said that 
the QCU gets authority and support from execu-
tive management. This may indicate that compa-
nies are taking note of the FDA’s relatively recent 
attention to executive management on quality sys-
tem matters and are responding with greater sup-
port to their QCUs, Mersh says.  — Elizabeth Orr

QCU, from Page 1
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Confidence in Results
Achieve greater productivity and confidence when providing laboratory-developed test results to 

the healthcare professionals you serve. New Thermo Scientific™ high-performance Class I medical 

devices for in vitro diagnostic use — Thermo Scientific™ Prelude LX-4 MD™ HPLC, Thermo Scientific™ 

Prelude MD™ HPLC, Thermo Scientific Endura MD™ mass spectrometer, and Thermo Scientific™ 

ClinQuan MD™ software – help you deliver LC-MS results easily, quickly, and with more confidence.

•  thermoscientific.com/LCMS-IVD
LC-MS for in vitro diagnostic use

Endura MD Mass Spectrometer 

ClinQuan MD Software

Prelude MD HPLC

For in vitro diagnostic use. 
Not available in all countries.

Thermo Fisher Scientific, 
San Jose, CA USA is  
ISO 13485 Certified.

ISO 13485 AD64157-EN 0615S-Rev.C

Prelude LX-4 MD HPLC

http://servedby.epublishing.net/m3/www/delivery/ck.php?maxparams=2__bannerid=17738__zoneid=3151__cb=643ee53b2f__maxdest=http%3A%2F%2Fnow.eloqua.com%2Fe%2Fer%3Fs%3D1788%26lid%3D11653
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NICE Issues Guidance on Tests 
For Cancers, Bacterial Infection

The UK’s health care costs regulator is recom-
mending against coverage of two new tests to help 
diagnose prostate cancer in people who have had 
a negative or inconclusive prostate biopsy, saying 
they aren’t an efficient use of government funds.

In final guidance issued last week, the National 
Institute for Health and Care Excellence said that 
using Hologic GenProbe’s Progensa PCA3 and 
Beckman Coulter’s Prostate Health Index to help 
determine the need for a second biopsy doesn’t 
lead to improvements in the diagnosis of prostate 
cancer that are large enough or consistent enough 
to influence current clinical diagnostic practice.

NICE also recommended against Caliber 
I.D.’s VivaScope 1500 and 3000 systems for diag-
nosing potentially malignant skin lesions, saying 
in draft guidance that while they show promise, 
there is insufficient evidence to recommend their 
use in routine clinical practice.

In another draft guidance released last week, 
NICE recommended five procalcitonin assays 
— Siemens Healthcare Diagnostics’ Advia Cen-
taur, Thermo Fisher Scientific’s Sensitive Kryptor, 
DiaSorin’s Liaison BRAHMS PCT, bioMerieux’s 
Vidas BRAHMS PCT and Roche Diagnostics’ 
Elecsys BRAHMS PCT — for research use only, 
pending the outcome of further studies on their 
effectiveness in clinical practice. The assays mea-
sure levels of the biomarker procalcitonin to show 
whether infections have been caused by bacteria.

Final guidance on the procalcitonin tests and 
the VivaScope 1500 and 3000 imaging systems is 
expected in October and November, respectively.

The final guidance on Progensa PCA3 
and PHI is available at www.fdanews.com/06-
15-NICE-Guidance.pdf. 

Comments on the two draft guidances are due 
June 24. View the drafts at www.fdanews.com/06-
15-NICE-Guidance2.pdf and www.fdanews.com/06-
15-NICE-Guidance3.pdf. — Jonathon Shacat

Design Control, CAPA Lead 
To Warning Letter for Nuga

South Korean devicemaker Nuga Medi-
cal received an FDA warning letter related to a 
host of GMP woes, including design control and 
CAPA procedures. 

The Gwangju City company makes therapeu-
tic heating and massage devices.

The Dec. 24 letter says Nuga’s design con-
trol procedure is inadequate because it doesn’t 
require the company to document investigations 
into device failures that occurred during design 
validation. As of the Aug. 25 to 28, 2014, inspec-
tion, Nuga hadn’t identified design validation 
failures dating to January 2012.

NUGA’s corrective and preventive action 
policies were also found wanting, with no cor-
rective actions initiated for six of the seven 
quality issues identified as needing investiga-
tion. Further, the company’s complaint handling 

procedures don’t include requirements to ensure 
that complaints are evaluated for reporting to the 
FDA. None of the 73 complaints Nuga received 
about heating belts that melted or sparked at the 
connector was investigated, the FDA says. And 
the company lacks written procedures for adverse 
event reporting.

The FDA also dinged Nuga’s practices around 
design changes. For example, the devicemaker 
failed to document a change in the type of fuse 
needed for design validation and distributed at least 
five devices with a redesigned connector without 
establishing a validation protocol for the change.

The investigator also noted that some check-
lists for certifying that devices are ready for sale 
had been marked in advance with how many 
devices would be rejected after review, and some 
of Nuga’s manufacturing equipment was never 
qualified per the company’s written procedures.

View the warning letter at www.fdanews.
com/06-08-15-nuga.pdf. — Elizabeth Orr

http://www.fdanews.com/06-15-NICE-Guidance.pdf
http://www.fdanews.com/06-15-NICE-Guidance.pdf
http://www.fdanews.com/06-15-NICE-Guidance2.pdf
http://www.fdanews.com/06-15-NICE-Guidance2.pdf
http://www.fdanews.com/06-15-NICE-Guidance3.pdf
http://www.fdanews.com/06-15-NICE-Guidance3.pdf
http://www.fdanews.com/06-08-15-nuga.pdf
http://www.fdanews.com/06-08-15-nuga.pdf
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The guidance also sets out requirements for 
labeling and progress reports on investigational 
devices. Labeling must include the manufac-
turer’s name and address, the intended use, the 
residual risks and a cautionary note.

The label and instructions may be in English 
if the users are likely to be qualified professionals. 
Instructions for importers and distributors on han-
dling, storage and transportation, however, should 
be in both English and Arabic, the guidance says.

The guidance also explains the timeframes in 
which principal investigators and sponsors must 
submit progress reports on topic such as adverse 
effects, plan deviations, recalls, withdrawal of 
approval and premature termination. Companies 
should send a clinical trial report to the SFDA 
and reviewing IRBs within six months of the 
study’s completion or termination.

In the case of emergency deviations, sponsors 
must notify the SFDA no later than two calendar 
days after the emergency occurred.

Read the guidance at www.fdanews.com/05-
15-SFDA-CIMD.pdf. — Jonathon Shacat

FDA Issues Final Rule 
On CP Bypass Pumps

The FDA issued a final order reclassifying 
nonroller-type cardiopulmonary and circulatory 
bypass blood pumps from Class III to Class II 
with special controls.

NRP devices for temporary ventricular sup-
port will remain in Class III and require PMAs.

The special controls for NPRs cardiopulmo-
nary and circulatory bypass include nonclinical 
performance testing showing durability, proof 
of biocompatibility, sterility testing and proper 
labeling including safety warnings. 

 The order finalizes a Jan. 7, 2014, proposed 
order that followed a unanimous advisory panel 
recommendation in December 2012 for down-
classification of non-ventricular support NRPs. 
The panel based its recommendation on the 
devices’ long history of use in bypass procedures.

Manufacturers of Class III NRP devices have 
until Sept. 6 to file PMAs. View the June 8 Fed-
eral Register notice at www.fdanews.com/06-
15-bypass-pump.pdf. — John Bechtel

Saudi Arabia, from Page 1

Social Media Regulatory Affairs Summit
How to Comply with FDA Regulations, Make Social Media Your 

Most Powerful Marketing Tool and Get the ROI You Need

Social media … Is it a dream or nightmare?
Marketers dream of social media’s reach. Patients are using it — learning about their conditions — and talking to their doctors about what they’ve discovered.
But, it can become a regulatory nightmare for drug- and devicemakers if well-designed policies and procedures aren’t in place.
Many drug and device companies have a successful social media presence. How can you join them, reaping the sales and marketing benefits while satisfying the 
FDA at the same time?

What You Will Learn

•	 How to analyze the ROI of a social media effort
•	 Success stories: How other companies conquered their fear of social media and made it pay
•	 The future: What the FDA has in store for social media enforcement and guidance in the years ahead
•	 And much more

You can make the dream come true — and learn much more — when you register to attend the FDAnews Social Media Regulatory Affairs Summit on June 24-
25, 2015, at the National Press Club in Washington, DC.

An Conference
June 24–25, 2015 • Washington, DC

Register online at: www.fdanews.com/socialmedia
Or call toll free: (888) 838-5578 (inside the U.S.) or +1 (703) 538-7600

http://www.fdanews.com/05-15-SFDA-CIMD.pdf
http://www.fdanews.com/05-15-SFDA-CIMD.pdf
http://www.fdanews.com/06-15-bypass-pump.pdf
http://www.fdanews.com/06-15-bypass-pump.pdf
http://www.fdanews.com/socialmedia?hittrk=15AD
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Manufacturers to Add Risks 
On Labels for Facial Fillers

The FDA is calling for stronger label warn-
ings on facial soft tissue fillers due to the risk of 
unintentional injection into blood vessels. 

The May 28 safety alert warns that the fillers, 
which are commonly used to lessen the appear-
ance of wrinkles or to make lips and cheeks look 
fuller, can cause vision problems, stroke or dam-
age to skin and other facial tissue if they are 
injected into blood vessels.

When this occurs, blood supply to tissue can 
be restricted or the filler material can travel else-
where in the body. 

The nose, forehead, skin between the eye-
brows and nose, and skin around the eyes are 
especially prone to blood vessel blockage, an 
FDA literature review shows.

While current labeling on soft tissue fillers 
mentions the risk of unintentional injection into 
blood vessels, additional warnings are needed, 
the agency says. The updated labeling should 
state that only physicians and others with appro-
priate training should inject the fillers, and that 
they should use as little pressure as possible to 
reduce risk.

Between March 1, 2012, and March 1, 2015, 
the FDA received 216 adverse event reports 
related to soft tissue fillers, agency spokesman 
Eric Pahon says. Of those, 57 described injec-
tion into a blood vessel as the cause of the event. 
Injection into a vessel could not be confirmed in 
the other 159 reports.

Of the 57 confirmed reports of blood vessel 
injection, 41 resulted in vision problems, includ-
ing 32 cases of vision loss or blindness and four 
cases of stroke.

The remaining 16 involved tissue damage, 
blockage of blood supply to tissue or whitening 
of the skin.

The 159 reports of vascular events with 
unconfirmed injection into a blood vessel 

included five reports of vision problems, Pahon 
says. The remaining 154 reports described local-
ized skin reactions, including tissue damage, 
blockage of blood vessels, whitening of the skin 
and severe bruising.

According to the American Society of Plastic 
Surgeons, more than 2.3 million soft tissue filler 
procedures were performed in 2014.

View the warning at www.fdanews.com/06-
08-15-filler.pdf. — Elizabeth Orr

Poor Complaint Handling Lands 
Insightra Medical a Warning

The FDA slapped a warning letter on a Cali-
fornia manufacturer of balloon catheters and 
inguinal hernia implants for not adequately eval-
uating complaints.

During a Feb. 19 to 24 inspection of the 
Insightra Medical’s Irvine, Calif., facility, inves-
tigators determined that four of 12 complaints 
were not adequately investigated to determine the 
cause of device failure. In one case, involving a 
patient’s death, the firm had very limited infor-
mation on the patient and event, the May 21 let-
ter says. The company conducted an investiga-
tion with the device distributor, but the catheter 
involved in the death was not made available and 
no further conclusions could be made.

In instances where a distributor doesn’t pro-
vide information necessary for an investigation, 
the manufacturer should contact the end user 
directly, the FDA says. While the user contact 
information was included in the complaint report, 
there were no documented attempts to contact the 
user, the agency adds. 

When a device is not returned, companies 
should test reserve samples or devices manufac-
tured around the same time, review device his-
tory records, and analyze any service records 
or CAPA or nonconforming data related to the 
device, the FDA says.

View the warning letter at www.fdanews.
com/06-15-insightra.pdf. — John Bechtel

http://www.fdanews.com/06-08-15-filler.pdf
http://www.fdanews.com/06-08-15-filler.pdf
http://www.fdanews.com/06-15-insightra.pdf
http://www.fdanews.com/06-15-insightra.pdf
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BSX Loses Another Mesh Lawsuit
A Delaware jury ordered Boston Scientific 

to pay $100 million to a woman who was injured 
by the company’s transvaginal mesh device. The 
plaintiff, who was implanted with the device in 
2009, claims that parts of the product continue 
to cause pain, despite the fact that she had two 
surgeries to correct the problem. The jury found 
the Marlborough, Mass., devicemaker guilty of 
negligence and failing to warn patients and doc-
tors about possible risks. Last week’s verdict is 
Boston Scientific’s biggest payout to date over 
the devices.

The company announced last month that 
it would set aside an estimated $119 million to 
resolve nearly 3,000 cases involving the product. 
Boston Scientific does not acknowledge any lia-
bility or wrongdoing.

Zimmer Divests U.S. Assets
Orthopedics manufacturer Zimmer Holdings 

has reached agreements with buyers to divest cer-
tain U.S. assets, including the Zimmer Unicom-
partmental high-flex knee system, Biomet Dis-
covery elbow system and Cobalt bone cements 
portfolios. The move was required by the Fed-
eral Trade Commission to secure approval of and 
address antitrust concerns regarding Zimmer’s 
pending acquisition of Biomet. Zimmer expects 
to complete the deal in the next few weeks.

The European Commission and Japan Fair 
Trade Commission have already approved the 
transaction.

FDA Issues Rule on Male Vibrator
The FDA issued new rules on male vibra-

tors for premature ejaculation, classifying the 
devices as Class II with special controls. The 
move comes after British devicemaker Ergon 
Medical won de novo approval for its Prolong 
device, prompting the FDA to draw up rules 
on future, comparable devices. The devices’ 
risks include pain or discomfort, burns, electri-
cal shock, adverse skin reactions, injury caused 
by device breakage or failure, and interference 
with other electrical equipment. To mitigate these 
risks, the FDA is requiring that labeling include 
specific instructions on proper device placement 
and use, that the portions of the device that con-
tact the patient be biocompatible and that analysis 
and testing demonstrate electromagnetic compat-
ibility. The devices are not exempt from 510(k) 
notification.

Halozyme, Ventana Forge Partnership 
Halozyme Therapeutics and Ventana Medi-

cal Systems are collaborating on a companion 
diagnostic assay for use with Halozyme’s drug 
PEGPH20, an FDA- and European Commission-
designated orphan drug to treat pancreatic can-
cer. The assay will be designed to detect high 
levels of hyaluronan, a chain of natural sugars 
that can accumulate around cancer cells. Ventana 
will develop and commercialize the in vitro diag-
nostic, which will then be submitted for regula-
tory approval in the U.S., Europe and elsewhere. 
Halozyme plans a worldwide Phase III clinical 
study for PEGPH20 in 2016.
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Guide to International Medical 
Device Regulation 
2015 Edition
In medical device manufacturing, success means staying abreast of regulatory chang-
es from Argentina to the United Kingdom ... and beyond. Impossible? Not at all.

Our editors monitor and report on regulatory developments affecting device produc-
tion in more than 22 nations around the world plus the EU. They’ve compiled more 
than 150 reports highlighting changes from the past year that will keep you growing in 
international markets.

Guide to International Medical Device Regulation is the one-stop authority for quick, accurate answers to all your 
questions on the fastest-moving regulatory topics you face including:

• Unannounced inspections in the EU
• UDI requirements in the U.S. and around the world
• The EU’s continued debate on major overhaul to device and IVD regulations
• Comprehensive new device regulations in China
• New, device-specific regulations in Japan
• South Africa’s revived push to regulate devices
• And dozens more key topics in device regulation worldwide

To compete internationally, you must comply internationally. It’s a lesson your 
competitors have learned. Don’t get left behind. Place your advance order now.

Name _________________________________________________________ 

Title __________________________________________________________ 

Company ______________________________________________________

Address _______________________________________________________ 

City________________________ State _____________ Zip code _________ 

Country _______________________________________________________ 

Telephone _____________________________________________________ 

Fax ___________________________________________________________ 

Email _________________________________________________________ 

METHOD OF PAYMENT
q Check enclosed (payable to FDAnews) 

q Bill me/my company. Our P.O.# _______________________

q Charge my credit card:
    q  Visa      q MasterCard     q American Express

Credit card no. _______________________________________

Expiration date _______________________________________

Signature ___________________________________________

qYes! 

Add $10 shipping and handling per book for printed books shipped to the U.S. and 
Canada, or $35 per book for books shipped elsewhere. Virginia customers add 6% 
sales tax.

15FLYR-N

Please send me ____ copy(ies) of Guide to International Medical Device 
Regulation 2015 Edition at the price of $387 each for the format I’ve 
selected:   q Print     qPDF

1. PHONE: Toll free (888) 838-5578
       or +1 (703) 538-7600

2. WEB: www.fdanews.com/48926

3. FAX: +1 (703) 538-7676

4. MAIL: FDAnews
   300 N. Washington St., Suite 200 
   Falls Church, VA 22046-3431

FOUR EASY WAYS TO ORDER

3

(Signature required on credit card and bill-me orders)

http://www.fdanews.com/products/48926?hittrk=IDDMFLYR


Code of Federal Regulations
Nine-Volume Title 21 CFR Set

The federal government has compiled the new 2015 CFR volumes. They are not published in 
order, but FDAnews will automatically ship your order within days of each volume’s release.

Now you can update your library with the latest additions and revisions to the CFR governing 
food and drugs used in humans and animals, biologics, cosmetics, medical devices, radiological 
health and controlled substances:

 � Parts 1–99 (FDA, General) 

 � Parts 100–169 (FDA, Food for Human Consumption) 

 � Parts 170–199 (FDA, Food for Human Consumption) 

 � Parts 200–299 (FDA, Drugs: General) 

 � Parts 300–499 (FDA, Drugs for Human Use) 

 � Parts 500–599 (FDA, Animal Drugs, Feeds and Related Products) 

 � Parts 600–799 (FDA, Biologics; Cosmetics) 

 � Parts 800–1299 (FDA, Medical Devices) 

 � Parts 1300–End (DEA and Office of National Drug Control Policy)

Once you place your order, you can rest assured you’ll receive the latest CFR you 
need — without delay — as soon as it is publicly available!

Name _________________________________________________________ 

Title __________________________________________________________ 

Company ______________________________________________________

Address _______________________________________________________ 

City________________________ State _____________ Zip code _________ 

Country _______________________________________________________ 

Telephone _____________________________________________________ 

Fax ___________________________________________________________ 

Email _________________________________________________________ 

METHOD OF PAYMENT

q Check enclosed (payable to FDAnews) 

q Bill me/my company. Our P.O.# _______________________

q Charge my credit card:
    q  Visa      q MasterCard     q American Express

Credit card no. _______________________________________

Expiration date _______________________________________

Signature ___________________________________________

qYes! 

Please add $72 shipping and handling per set for orders shipped to the U.S. or $315 per 
set for orders shipped elsewhere. Virginia residents, please add 6 percent sales tax.

15FLYR-N

Please send me ____ copy(ies) of Nine-Volume Title 21 CFR Set at the 
price of $585 each.

1. PHONE: Toll free (888) 838-5578
       or +1 (703) 538-7600

2. WEB: www.fdanews.com/49559

3. FAX: +1 (703) 538-7676

4. MAIL: FDAnews
   300 N. Washington St., Suite 200 

   Falls Church, VA 22046-3431

FOUR EASY WAYS TO ORDER

✓

(Signature required on credit card and bill-me orders)

http://www.fdanews.com/products/49559?hittrk=IDDMFLYR

