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Trialogue on Proposed EU Device Regs
Not a Given as Council Debate Drags On
Serious high-level talks on the EU medical device and in vitro
diagnostic regulations could get underway this summer, but no one’s
holding their breath.
It seems likely the Council of Ministers, under the current presidency of Latvia, will wrap up its debates by this summer and have a
firm proposal, says Gert Bos, head of regulatory and clinical affairs
at BSI, a UK-based notified body. A trialogue with Parliament and
the European Commission could then begin.
Key areas of debate include reprocessing of single-use devices,
supervision of notified bodies, and clinical trials.
Reprocessing remains a particularly sticky wicket, says Bos,
with the Commission wanting to limit it to noncritical devices, Parliament recommending proposing a list of unsuitable devices and
liability insurance for reprocessors, and the Council leaning toward
a flexible system that allows members states to choose between
reprocessing and no reprocessing. He spoke during a Thursday BSI
webinar.
Notified Body Supervision
All three would require common technical specifications on
safety, performance and clinical data and verification of compliance throughout the supply chain. The debate has been compounded
by reports of outbreaks of antibiotic-resistant superbugs in the U.S.
linked to the use of reprocessed duodenoscopes, says Bos (see story,
page 2).
On notified bodies, the triad continues to struggle over how
strictly to supervise notified bodies, especially for high-risk devices,
Bos says. “Do we trust enough the improvements by the joint audits
from the authorities? My view is, probably yes, if we are very transparent in the effect it has been having.”
Regarding clinical data, it appears the regulations will align with
the last year’s Clinical Trial Regulation for medicines, meaning Class
III devices will always require clinical trials, Bos says. Under the
(See Device Regs, Page 2)
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Device Regs, from Page 1
Council’s position, line extensions might be exempt
if equivalence can be demonstrated. Parliament
would also require trials for Class II products.
Issues on which the three bodies basically
agree include transparency, confidentiality and
data protection.
Erik Vollebregt, an attorney with Axon law
firm in the Netherlands, is pessimistic the Council will find common ground and produce a proposal before June when its presidency moves to
Luxembourg. The current draft has been divided
into several parts to facilitate discussions, but if
agreement isn’t reached by June, Luxembourg
isn’t expected to put a lot of effort into the dossier, he tells IDDM.
Medtech Europe has expressed frustration
over the slow pace of the negotiations. In a recent
blog piece, MedTech Europe CEO Serge Bernasconi said devicemakers with R&D programs
in the EU may move elsewhere if the current
uncertainty drags on. — Jonathon Shacat

Duodenoscope Linked to Superbug
Deaths Was Never FDA-Cleared
Concerns about the role of reprocessed duodenoscopes in transmitting antibiotic-resistant
“superbugs” continue to grow, with the U.S. FDA
revealing last week that at least one of the products involved in an ongoing outbreak was never
formally cleared.
The Olympus TJF-Q180V duodenoscope,
which has been linked to at least two deaths at
UCLA Ronald Reagan Medical Center in Los
Angeles, launched in the U.S. market in 2010 and
was based on a previously cleared device. Olympus did not believe the modified device required
a 510(k), but submitted one when the FDA
requested it in 2013, says company spokesman
Mark Miller.
The Olympus TJF-Q180V is still going
through the review process, but the FDA doesn’t
believe its lack of clearance caused the outbreak.
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Rather, it’s the specific design of duodenoscopes, which include moving parts with microscopic crevices, that makes them particularly
hard to clean. So far, neither Olympus nor fellow
duodenoscope manufacturers Pentax and Fujifilm have been able to meet an FDA benchmark
of eliminating 99.999 percent of microbes at several test sites on the devices, FDA spokeswoman
Karen Riley says.
The FDA does not plan to remove duodenoscopes from the market or take enforcement
action against Olympus for selling an uncleared
device because it doesn’t want to cause a product
shortage. About half a million duodenoscope procedures are performed in the U.S. each year.
Miller says Olympus is working with medical societies and its customers to understand the
emerging issue of superbugs and develop additional safeguards to prevent infection associated
with endoscopic procedures.
Spill-Over Effect
It remains to be seen if the ongoing investigation will spill over onto other devicemakers,
experts say.
“The notification may not be the end of it,”
warns lawyer Neil O’Flaherty with Olsson Frank
Weeda. “I could see FDA being even more exacting moving forward in terms of expectations for
device design and cleaning instructions in labeling
to guard against this type of problem growing.”
But Nancy Stark, president of the Compliance
Alliance, doubts the superbug scare will lead
to any significant changes in FDA policy. The
agency was able to discover the cause and begin
working with endoscope manufacturers right
away, thus lessening the public perception of risk,
she tells IDDM, adding that the political timing
for major change is also off.
The agency received reports of 135 cases of
suspected superbug transmission related to duodenoscopes between January 2013 and December
2014, and says it’s possible there were other cases
that were not reported. Seven patients have already
died in the UCLA outbreak. — Elizabeth Orr
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India Final Guidance Says Sponsors
Responsible for All Trial Deaths
Sponsors of clinical trials in India must begin
reporting all deaths that occur “in clinical trials,”
under final guidance issued Tuesday by the Central Drugs Standard Control Organization.
The guidance, which spells out accreditation requirements for clinical investigators, ethics
committees and trial sites, differs from a November draft that would have limited reporting to
deaths “due to clinical trials.”
It’s a small change, but one that will drive
foreign devicemakers further away from doing
clinical trials in the country if it’s interpreted to
mean companies will be required to compensate victims and their families for all injuries or
deaths during clinical trials, without needing to
prove the death is trial-related, says Mark Barnes,
a partner at law firm Ropes & Gray.
Written Standards
Sponsors have been protesting this approach
since a 2012 lawsuit brought by patient advocates
sought to have drug firms compensate injured
or dead patients and their families. CDSCO has
since worked up formulas for determining the
amount of that compensation.
Most of the rest of the recommendations outlined in the new guidance are procedural, with
few substantive changes since the November
draft. One change is that trial sites must now
keep written standards pertaining to the receipt
of investigational products.
Ultimately, it will be up the investigator
to ensure the study drug is properly received,
CDSCO says. The draft version discussed storage, dispensing and accountability of investigational products, but not their receipt.
Additionally, all protocol amendments, major or
minor, must now be reviewed in formal meetings
with CDSCO to assess the risks to trial subjects.
The agency also fleshed out the following
standard operating procedures that sites must
maintain:
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●● A subject protection policy, including
transparent enrollment and continuity
of care;
●● Procedures for informed consent, including audiovisual recordings;
●● Medical adverse event management;
●● Adverse event reporting, including serious and emergency care and compensation for trial injury;
●● Details of the roles and responsibilities of
the study team;
●● Details of site training;
●● A research pharmacy managing investigational products;
●● Protocol compliance and deviations;
●● A documentation policy;
●● Storage and retention of trial documents;
●● A policy for disclosing conflicts of interest;
●● Maintenance of resources, such as access
to adequate laboratory facilities, adequate
space and required medical and paramedical personnel, and adequate plans for isolation, recreation and food for volunteers
and subjects;
●● Procedures for equipment calibration and
maintenance;
●● A quality management plan, including
quality control measures; and
●● Oversight by an ethics committee.
Barnes says the requirements are still very
general and will need to be clarified in implementation plans. They also don’t address how
investigators, sites and ethics committees will be
audited, graded and reaccredited, he adds.
Read the guidance at www.fdanews.com/0303-15-finalstandards.pdf. — Lena Freund

U.S. FDA Facing Uphill Battle
On Budget Request: Lawmakers
Republican lawmakers warned the FDA on
Wednesday to expect fiscal year 2016 funding
levels to be in line with this year’s $4.4 billion,
not the full $4.9 billion in funding that President
Barack Obama asked for in his budget request.
(See Budget, Page 4)

Page 4

INTERNATIONAL DEVICES & DIAGNOSITCS MONITOR

Budget, from Page 3
Rep. Hal Rogers (R-Kan.), chair of the
Appropriations Committee, called the FDA’s
request the largest in recent history and difficult
to swallow.
Congress gave CDRH $321 million for the
current fiscal year, which ends September 30.
For FY 2016, the FDA is asking for a $277
million hike in allowed collection of total user
fees, Hamburg told the committee. The agency
is also looking for an $84.8 million increase in
funds for medical product safety efforts, of which
$9.8 million is earmarked specifically for CDRH
programs (IDDM, Feb. 6).
Neither Robert Aderholt (R-Ala.), chair of the
subcommittee that oversees the FDA, nor fellow
subcommittee members offered any specifics on
areas where cuts might be seen during Wednesday’s hearing.
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Most of the focus on new funding in this
budget proposal is for food and veterinary medicine, with the FDA seeking only minor increases
for CDRH. Under the president’s proposal, the
device center would see a 3.6 percent boost in
funding to $456 million for the coming fiscal
year. Of that, $327.8 million would come from
congressional appropriations, up 2.1 percent over
this year’s $320.8 million in funding.
The White House anticipates device user fee
collections will rise 7.7 percent, from $119.2 million this year to $128.4 million in 2016.
Hamburg said the agency is prioritizing its
most urgent needs in its budget request.
The subcommittee spent most of its time
drilling outgoing FDA Commissioner Margaret Hamburg on the status of the agency’s guidance on curbing prescription opioid abuse and on
biosimilars. Hamburg said both can be expected
soon. — Bryan Koenig, Elizabeth Orr

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 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.

Prelude MD
HPLC

LC-MS for in vitro diagnostic use

© 2014 Thermo Fisher Scientific Inc. All rights reserved. All trademarks are the property
of Thermo Fisher Scientific Inc. and its subsidiaries.

• thermoscientific.com/LCMS-IVD

Endura
MD Mass
Spectrometer

ClinQuan MD Software
For in vitro diagnostic use.
Not available in all countries.
Thermo Fisher Scientific,
San Jose, CA USA is
ISO 13485 Certified.
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SCENIHR: Benefit of Devices With
Bisphenol A Must Be Considered

Attorney: mHealth Manufacturers Should
Consider FCC Requirements in Design

A European Commission panel is recommending that medical devices containing the
plasticizer bisphenol A be avoided where the
chance exists for systemic exposure, but cautions
that the benefits of individual devices must be
considered against their risks.

Makers of mHealth products need to consider requirements of the U.S. Federal Communications Commission as well as those of the FDA
when designing their products, an attorney says.

BPA is used in a variety of medical devices,
including implants, catheters, tubing and membrane in hemodialyzers. Because neonates in
intensive care units, infants undergoing prolonged medical procedures, and dialysis patients
are at particular risk for prolonged exposure to
BPA, the Scientific Committee on Emerging and
Newly Identified Health Risks recommends using
devices that don’t leach BPA, when possible.
However, the committee stresses in a recent
final opinion that the benefit of these devices
must be weighed, as the survival of premature
infants often depends on them.
Most BPA Exposure Short-Term
For most patients, exposure to BPA via medical devices only occurs for a short period of time,
such as during a dental procedure, SCENIHR
notes. And in most uses, including dentistry,
the amount of BPA to which people are exposed
doesn’t exceed the tolerable daily intake of 4 μg
per kg of body weight per day.
Eucomed welcomes the opinion because it
recognizes the benefit of using some plastics in
a wide range of medical applications, spokeswoman Shweta Kulkarni tells IDDM. She adds
that the group supports science-backed efforts
to identify and eventually phase out hazardous
substances.
U.S. trade group AdvaMed says the position
SCENIHR has taken closely aligns with that of
the FDA and doesn’t raise any new concerns.
Read the final opinion at www.fdanews.
com/03-15-SCENIHR-Opinion.pdf.
— Jonathon Shacat

The trend toward more wireless and other
radio elements in medical devices has given the
FCC a “hook” for increased attention to the sector,
says Paul Margie, a partner at Harris, Wiltshire &
Grannis. However, many devicemakers aren’t used
to dealing with FCC regulations and may overlook
them, setting themselves up for fines or a product withdrawal, he says. Failure to follow FCC
labeling rules, for example, can lead to imported
devices being detained at U.S. borders.
Because FCC compliance can affect such factors as device cost, battery life and strength of
the radio signal, it must be considered from the
design phase, Margie says.
Medical devices may operate on any of four
bands assigned to health-related purposes. Medical device radiocommunications service, which
ranges from 401 to 406 MHz, is reserved for
implanted and body-worn devices. The others are:
●● Medical micropower networks for functional electric stimulation, at 413-419,
426-432, 438-444 and 451-457 MHz;
●● Medical body area networks, for wireless
networking of body transmitters, at 23602400 MHz; and
●● Wireless medical telemetry service, for
transmission of medical telemetry to a
monitoring location, at 608-614 MHz,
1395-1400 MHz and 1427-1432 MHz.
The FCC’s rules on MedRadio say that slots
on the spectrum are not exclusive and can’t
be auctioned, but are limited to implanted and
body-worn devices. mHealth devices using this
band must operate on a secondary basis, with
higher-powered government users given precedence. They have a maximum broadcast strength
(See mHealth, Page 6)
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of 25 microwatts, Margie says. Devices operating on this spectrum must “listen before talk,”
or check for other signals before making use of
a specific frequency and switch to a different
band if necessary, since the medical portion of
the spectrum is shared with other technologies,
he adds.
Margie believes more mHealth devices use
generic unlicensed bands — such as those at 2, 4
and 5 GHz or commercial mobile radio services
— than rely on the medical-specific portions of
the spectrum.
Another issue for manufacturers is building
in enough time to go through the FCC review
process, Margie says. The commission conducts
its own reviews only if the device poses new
technological questions. More often, companies
will face review by the Telecommunications Certification Board. The testing, which sometimes
includes laboratory studies to show compliance
with safety and emissions limits, can be timeconsuming and expensive, the attorney says.

March 9, 2015

“Manufacturers should talk to the TCB early
so you know how much time to build in before
the product launch,” Margie advises. He’s seen
multiple companies who had to delay planned
launches due to lack of TCB clearance.
FCC labeling and disclosure requirements
vary by device, but generally include a unique
identifier and disclosure statement, FCC declaration of conformity and FCC ID granted after
TCB or FCC review.
Recent congressional action broadened the
reach of the FCC’s accessibility rules, Margie notes.
Compliance is now required of interconnected voice
over internet products, non-interconnected VoIP,
electronic messaging and interoperable videoconferencing, as well as traditional FCC products. Such
products are generally required to be usable by individuals with disabilities and compatible with accessible equipment. This includes the product’s input,
control and mechanical features, Margie says.
He spoke during a recent webinar sponsored
by Harris, Wiltshire & Grannis and Epstein
Becker Green. — Elizabeth Orr

Software and Cybersecurity Risk Management for Medical Devices
Understanding the FDA’s Position and Best Practices for Compliance

An

Conference
April 14-15, 2015 • Rockville, MD

This workshop — chaired by internationally renowned expert Fubin Wu — has been specifically designed to provide you with industry best
practices to achieve compliance and effectively assure medical device software safety.
In fact, it’s a once-in-a-lifetime opportunity to learn how the FDA expects you to manage the risks of your medical devices that contain software.
In two days of intensive sessions, you will be brought up to date on the FDA’s latest research on medical device software best practices, software
risk management related standards and guidances and key success factors for effective software risk management.
During each teaching session, Mr. Wu will share techniques and best practices on how to:
•
•
•
•
•

identify software related risks
identify software risk control and mitigation measures
assess and evaluate risk contributed/caused by software
assure the completeness and adequacy of risk management
And much more!

Register online at: www.fdanews.com/cybersecuritymd
Or call toll free: (888) 838-5578 (inside the U.S.) or +1 (703) 538-7600
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Official Urges Greater Devicemaker
Disclosure of Dealings with U.S. FDA

U.S. Offers Guidance on Digital
Whole Slide Imaging Devices

The U.S. Securities & Exchange Commission
is urging devicemakers to include details of FDA
correspondence about products in 8-K disclosure
filings, or to post portions of them on their websites, to make sure shareholder communications
are accurate.

The U.S. FDA issued draft guidance for
industry on how to characterize the technical
aspects relevant to digital whole slide imaging
systems in premarket submissions.

Andrew Ceresney, director of the SEC’s
enforcement division, made the recommendation
because he says communications from devicemakers are frequently misleading with regard to
agency positions on products in development or
regulatory enforcement matters.
In one recent case, Ceresney said the SEC
charged a device company with repeatedly misleading investors about the regulatory status of
one of its devices, saying it intended to file a
PMA when it knew it could not meet the stated
deadlines. The CEO and chief financial officer
each paid $150,000 in penalties and were barred
from serving as officers or directors of public
companies, among other enforcement action.
Review Communication Policy
Ceresney says more fully disclosing notices
about such events will avoid SEC prosecutions. Companies also should conduct quarterly
reviews of policies and procedures for shareholder communications, to ensure compliance
with the SEC.

Recent advances in digital microscopy, especially whole slide imaging, have propelled the
uptake of digital imaging in pathology, and
careful evaluation the devices’ design and possible limitations should be undertaken before
any studies using clinical samples are done, the
agency says.
Assessments should include detailed descriptions of each component of the WSI and methods for testing them. The components may be
grouped in two subsystems, image acquisition
and image display, the FDA says.
Diagrams Encouraged
Sponsors’ premarket submissions should
include a block diagram depicting the relationships among the components and test methods.
For example, one diagram in the draft depicts the
interactions between a slide feeder and its light
source, image optics, mechanical scanner and
digital imaging sensor. Included are quality control and testing categories.
The FDA encourages sponsors to provide
additional diagrams, illustrations and photographs to support their submissions.

Julie Tibbets, a partner with Alston & Bird,
says companies need to use care in how they
word such disclosures, however. While openness
is important, companies that announce positive
FDA feedback can be viewed as conducting inappropriate premarket promotion or commercialization of unapproved products, she says, running
afoul of FDA regulations.

Specific tests to be conducted on each component are described in the guidance. For example, the mechanical scanner component should be
tested for positional repeatability and accuracy,
while testing of a light source should include
tests for spectral distribution and irradiance.
Imaging components should be tested for distortion and chromatic aberrations.

Ceresney made his comments at the Pharmaceutical Compliance Congress in Washington,
D.C. Read his remarks at www.fdanews.com/0315-SEC-Speech.pdf. — Jonathon Shacat

Sponsors should also conduct a human factors usability/validation test on the various
(See Digital, Page 8)
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components to show that users of the WSI system
can perform their tasks safely.
Submissions should include information on
quality control procedures, including the frequency and testing methods to be performed by
laboratory technicians or field engineers, with
associated quantitative action limits, the guidance says. Information on tests for constancy
should cover the slide feeder and scanning mechanisms, coverage of the entire tissue slide, the
barcode reader, light source, imaging sensor
device and calibrations at the component and system level, the guidance adds. A detailed quality
control manual should also be provided.
Comments on the draft guidance are due by
May 26. View it at www.fdanews.com/03-04-15WSI.pdf. — Charlotte Astor

Brazil Aligns Device Clinical Trial
Requirements With Global Standards
Brazilian regulators have adopted new
requirements for device clinical trials, bringing
them in line with international standards.
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Justin Duarte Piné, an attorney and consultant at
Dannemann Siemsen Advogados in São Paulo.
Anvisa has committed to hosting meetings
with industry to address concerns and discuss the
new regulation, he adds.
Read the resolution here: www.fdanews.com/0315-Brazil-Regulation.pdf. –Jonathon Shacat

FDA Approves Combo
Contraceptive Liletta
The U.S. FDA approved Actavis and Medicines
360’s Liletta, a drug-eluting intrauterine device that
prevents pregnancy for up to three years.
The approval was based on the largest hormonal
IUD study in the U.S, with 1,751 women aged 16 to
45 using Liletta. The multicenter, open-label trial
showed the product to be more than 99 percent successful in preventing pregnancy regardless of age,
previous births or body mass index.
The trial is ongoing to assess the use of
Liletta for up to four, five and seven years, the
companies said.

Resolution No. 10, which was published March
3 in the Official Gazette, puts a stronger focus on
technical documentation submissions and good
clinical practices, explains Stewart Eisenhart,
senior regulatory analyst with Emergo Group.

Of women who left the study early, 97 percent
had menses within three months of having Liletta
removed, the firms said. The companies also
looked at a group of women trying to conceive and
found that 87 percent conceived within a year of
removal. Some women became pregnant as soon
as two weeks after having Liletta removed.

Implementation of the new regulation is a
clear sign of Brazil’s desire to raise its profile as
a destination for clinical testing of devices, says

The FDA’s Center for Devices and Radiological Health took the lead on reviewing the drugdevice product. — Jonathon Shacat
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BUILDING A WORLD-CLASS
ADVERTISING AND PROMOTION
REVIEW PROGRAM
AN INT ER AC TI V E WORKSHOP PRESENT ED BY PHILLYC OOK E C ONSULTING AND FDANE WS
YOUR EXPERT SPEAKER:

MAY 13-14, 2015

EMBASSY SUITES RALEIGH-DURHAM
AIRPORT/BRIER CREEK

2 Days, 200 Tips For Improving
Your Advertising and Promotion
Review Program
FDA marketing scrutiny no longer is limited to magazine and TV ads. Now the agency
is poking around, checking signage in tradeshow booths… checking in on Twitter and
Facebook….and listening to the physicians and other healthcare professionals you’ve paid
to speak or train.
DALE A. COOKE
Owner, PhillyCooke Consulting
Mr. Cooke’s practice specializes in helping
FDA-regulated companies develop compliant
promotional tactics and improve the promotional
review. He is the author of Effective Review and
Approval of Digital Promotional Tactics and
is currently at work on a book about compliant social media usage for prescription product
manufacturers.
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Come to Raleigh in May for two days of intense learning. You’ll arrive back home with a
bag full of tricks and tips to keep all your marketing efforts squeaky-clean.
� Understanding Pre-Approval Communications Don’t get on the FDA’s or SEC’s
radar screens before your product is even approved. Learn how to properly disclose
information and remain in compliance.
� How To Maximize Disease Awareness Communications Take away valuable tips
and tricks for using disease awareness communications pre- and post-approval.
� Hurray! You’re Approved Building the most aggressive – but compliant – campaign
from first day of approval to commercial launch.
� Assuring Your Promotions Meet FDA Off-Label Standards Successfully
navigating 4 major traps that can earn you a warning letter fast.
� Itching To Do More With Social Media? Discover how to get your message out
there … without crossing the line.

www.fdanews.com/advertisingpromotion | (888) 838-5578

BUILDING A WORLD-CLASS ADVE
DAY ONE I MAY 13
8:00 a.m. – 9:00 a.m.

Registration and Continental
Breakfast

1:45 p.m. - 2:30 p.m.

10:15 a.m. - 10:30 a.m.

Substantial Evidence & Other
Standards

Break

 A review of the substantial evidence standard,
what fails to meet that standard, and when
other standards apply

10:30 a.m. - 12:30 p.m.

9:00 a.m. - 9:45 a.m.

Pre-approval Communications

2:30 p.m. - 2:45 p.m.

 How to meet your SEC requirements for
disclosing information while not running afoul
of FDA pre-approval promotion prohibitions

Break

9:45 a.m. - 10:30 a.m.

 Avoiding off-label promotion

Disease Awareness Communications
 A review of FDA’s help-seeking guidance
 Keys for using disease awareness
communications prior to approval. Essential
information for continuing communications
efforts post-approval compliantly.

2:45 p.m. – 4:00 p.m.

Off-Label Information
 Scientific exchange exemption

Break
10:45 a.m. - 11:15 a.m.

From Day of Approval through
Commercial Launch
 Understanding the timeline and key dates for
communications
 Minimizing the pain, while maximizing the
impact of initial promotional communications

 A review of all of the requirements for product
promotion, including product name usage, fair
balance, directions for use
12:00 p.m. – 1:00 p.m.

Lunch
1:00 p.m. - 1:45 p.m.

Format-Specific Promotional
Requirements
 DTC television promotion
 Brief summary requirements for print
promotion

Lunch
1:30 p.m. - 3:15 p.m.

 Distributing off-label reprints

Promotional Review Board
Practicum

4:00 p.m. - 4:30 p.m.

 Key decisions in establishing or improving
performance

 Workshop participants will apply the lessons
from the earlier part of the workshop to
specific product promotions. They will work
in teams to evaluate specific promotional
tactics, determine what (if any) parts of
the promotion are problematic, and how
to provide direction to a brand marketer to
make the promotions compliant.

 Effective use of metrics for evaluating
performance

3:15 p.m. - 3:30 p.m.

 An overview of a the standard promotional
review process
 Essential traits for any effective process

4:30 p.m.

Session Wrap-Up, End of Day One

11:15 a.m. 12:00 p.m.

Essential Advertising & Promotion
Regulations

12:30 p.m. - 1:30 p.m.

 Responding to unsolicited requests

The Promotional Review Process
10:30 a.m. - 10:45 a.m.

Social Media Guidances
 A review of the three social media guidances
released in 2014: 2253 Filing, Presenting
Risk Information in Space-Limited Contexts,
& Correcting Misinformation on Third-party
Sites

DAY TWO I MAY 14

Break
3:30 p.m. - 4:15 p.m.

Continuing Regulatory Intelligence:
Staying Abreast of Ad/Promo News

Continental Breakfast

 Ad/Promo is an area of ongoing
developments. This session will cover the
most prominent sources for keeping up with
these developments.

9:00 a.m. - 9:45 a.m.

4:15 p.m. - 4:30 p.m.

Integrating Digital Promotion

Wrap-up and Adjourn Workshop

8:30 a.m. – 9:00 a.m.

 Key considerations for evaluating the
compliance of digital promotional tactics and
their integration into the overall promotional mix
9:45 a.m. - 10:15 a.m.

Social Media Part 1
 Overview of the platforms, issues, and a
review of the status of FDA guidance

“Dale was very engaging and
informative. I like the interactive
portion where we reviewed
actual ads.”
— 2014 Workshop Attendee

www.fdanews.com/advertisingpromotion | (888) 838-5578

ERTISING AND PROMOTION REVIEW PROGRAM
WHO WILL BENEFIT?
 Advertising and marketing managers
 Social media teams
 Promotion review committee members
 Medical affairs
 Continuing education and tradeshow
organizers

“As a fellow regulatory professional, Dale is one of the most deeply
knowledgeable experts I’ve heard on this complicated subject. As the
pharmaceutical industry is experiencing, digital promotional tactics can trip
up even experienced regulatory professionals, but Dale showed how basic
principles can be applied to develop compliant promotional materials.”
— Kathleen Koons, Sr Regulatory Affairs Manager,
DJA Global Pharmaceuticals Inc.

 Regulatory compliance officers
 PRC coordinators

Course Binder Materials:

 Legal counsel

Full slides from the PowerPoint presentations
Reference documents:
FDA Advertising & Procedural Guidances
• Help-Seeking Guidance
• DTC Broadcast Guidance & Q&A
• FDAAA Pre-Dissemination Review Requirements
• Product Name Guidance (All three versions from 1999, 2012, and 2013)
• Presenting Risk Information Guidance
• Social Media Guidances
-- Postmarketing Submissions Requirements
-- Responding to Unsolicited Requests for Off-label Information
-- Presenting Risk Information in Space-limited Contexts Correcting Thirdparty Misinformation
• Distributing Off-Label Reprints
Relevant Sections of Code of Federal Regulations
Form 2253
PhRMA Principles on DTC Advertising
PhRMA Principles on Interactions with Healthcare Professionals
Pre-approval Promotion Checklist
Effective Review & Approval Process Checklist
Keys to Evaluating Promotional Review Systems List of Key Resources for
Continuing Education
Articles by Dale Cooke
• Developing Compliant Search Engine Marketing Campaigns (Publication Date
of September 2014)!
• Industry Standards for Linking Disease Awareness Websites to Product
Promotion!
• Patient Testimonial Videos: FDA Actions on Risk Information Presentation!
• Presenting Risk Information on Websites!
• Where Things Stand on FDA Guidance on Social Media (Publication Date of
September 2014)

 Compliance
 Executive management
 Outside ad agencies and marketing
consultants

“[Dale is] an animated
speaker who seems to know
something about everything and
has no shortage of opinions.
This is potentially very dry and
dull material. Dale brings out
the exciting and humorous
aspects especially well. It’s an
engaging two days.”
— Michael Benedetto,
Editorial Group Leader, FCB Health

“This is normally a dry topic, but
with Dale it was anything but
dry. Dale gave one of the best,
most engaging presentations.
Dale is highly knowledgeable
and also very entertaining.”
— Ellen Derrico, Global Head,
Market Development - Life
Sciences & Healthcare, QlikTech
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PRESENTS THE

BUILDING A WORLD-CLASS ADVERTISING
AND PROMOTION REVIEW PROGRAM
Yes!

Sign me up for the Building a World-Class
Advertising and Promotional Review Program
Name .................................................................................................................................
Title................................................................ Phone..........................................................
E-mail.................................................................................................................................
Name .................................................................................................................................
Title................................................................ Phone..........................................................
E-mail.................................................................................................................................
Name .................................................................................................................................
Title................................................................ Phone..........................................................
E-mail.................................................................................................................................

www.fdanews.com/advertisingpromotion

Complete
Workshop

Subtotal

$1,797

Call for
nts
Discou

Call for
nts
Discou

TOTAL: ________________

Toll-free: (888) 838-5578

HOTEL INFORMATION
INFORMATION:
May 13-14, 2015
Embassy Suites Raleigh-Durham
Airport/Brier Creek
8001 Arco Corporate Drive
Raleigh, NC 27617
Toll Free: (800) EMBASSY
+1 (919) 572-2200
www.RaleighDurhamAirportBrierCreek.
EmbassySuites.com
Room rate: $169.00 plus 12.75% tax
Reservation cut-off date: April 28, 2015
TEAM DISCOUNTS:

INFORMATION:
Name_________________________________________________________________________________
Title _______________________________ Company ___________________________________________
Address________________________________________________________________________________
City___________________________________________________ State_________________ ZIP_______
Phone_______________________________________ Fax_______________________________________
Email _________________________________________________________________________________
PAYMENT OPTIONS:

2-4 attendees – 10%
5-6 attendees – 15%
7-9 attendees – 20%
10+ attendees – 25%
TUITION:

c Check Enclosed: payable in U.S. funds to FDAnews
c Charge my: c Visa

Significant tuition discounts are
available for teams of two or more
from the same company. You must
register at the same time and provide
a single payment to take advantage of
the discount. Multi-attendee discounts
are available and will be calculated at
check out.

c MasterCard

c AmEx

Card #__________________________________________ Exp. Date	����������������������������
Signature____________________________________________________________________________

Tuition includes all conference
presentations, conference materials,
two breakfasts, two lunches and
refreshments.
CANCELLATION AND
SUBSTITUTION:
Written cancellations received at least 21
calendar days prior to the start date of the
event will receive a refund — less a $200
administration fee. No cancellations will be
accepted — nor refunds issued — within
21 calendar days from the start date of the
event. A credit for the amount paid may be
transferred to any future FDAnews event.
Substitutions may be made at any time. Noshows will be charged the full amount. In
the event that FDAnews cancels the event,
FDAnews is not responsible for any airfare,
hotel, other costs or losses incurred by
registrants. Some topics and speakers may
be subject to change without notice.

How to Implement UDI:
A Guide for Devicemakers
As of Sept. 24, 2014, many Class III devicemakers had to be in compliance with the
new UDI requirements; deadlines for other manufacturers are approaching fast. And
it’s already clear that implementation and compliance with this new rule is a very big
challenge.
That’s why FDAnews developed the new management report How to Implement UDI: A
Guide for Devicemakers.
It walks you step-by-step through the key portions of the UDI final rule, clearly pointing out the changes from the proposed rule and providing you with all the implementation and compliance details you need to know. You will learn:
• The difference between UDI and track and trace;
• The timetable for implementation for Class I, Class II and Class III devices;
• Which devices must comply with the rule and which are exempt;
• What information must be included on product labels;
• How to submit device identification information to the GUDID;
• About the accredited UDI issuing agencies, their roles (and how to
FOUR EASY WAYS TO ORDER
become one);
1. PHONE: Toll free (888) 838-5578
• The benefits of UDI to industry, regulators and the public;
or +1 (703) 538-7600
• And more.
2. WEB: www.fdanews.com/48986

Order your copy TODAY.

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

3Yes! Devicemakers at the price of $377 each for the format I’ve selected:
q

Please send me ____ copy(ies) of How to Implement UDI: A Guide for

q Print

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

qPDF

Name _________________________________________________________
Title __________________________________________________________
Company ______________________________________________________
Address _______________________________________________________

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. _______________________________________

City________________________ State _____________ Zip code _________

Expiration date _______________________________________

Country _______________________________________________________

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

Telephone _____________________________________________________
Fax ___________________________________________________________
Email _________________________________________________________

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.
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