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Better Diagnostic Tests Are Key
To Zika, GAO Report, Experts Say
The Government Accountability Office is raising concerns over
the lack of validated diagnostic tests for the Zika virus — something
that may mask the true extent of the outbreak.
At a hearing of the House’s Oversight and Investigations Subcommittee, Timothy Persons, chief scientist at the GAO, said there
are two Zika diagnostic tests in use but not yet commercially available in the U.S. Both, however, have limitations.
The reverse transcription polymerase chain reaction and Immunoglobulin M followed by the Plaque Reduction Neutralization Test
can detect infection only during the period of illness when the virus
is present. While the PRNT test is the most specific for antibody
detection, it is cumbersome and not suitable for screening a large
number of individuals, according to Persons.
(See Zika, Page 6)

FDA’s Actions on Essure
Fail to Appease Lawmakers
The FDA is facing harsh criticism from lawmakers and other stakeholders for not taking stronger action on the controversial birth control
implant Essure, which many patients believe has harmed them.
Last week, the agency ordered Bayer — which manufactures the product — to develop and conduct a postmarket study
intended to help the agency better understand the risks associated with Essure versus other birth control options, such as laparoscopic tubal ligation. Specifically, the agency wants data on the
rates of unplanned pregnancy, pelvic pain and surgery to remove
the device.
The FDA also issued draft guidance with labeling recommendations, including a boxed warning label and a checklist for doctors to
discuss potential risks of implanted permanent birth control devices
with patients.
(See Essure, Page 2)
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Essure, from Page 1
These actions have failed to appease Rep.
Michael Fitzpatrick (R-Pa.), one of several members of Congress who called on the FDA to
remove Essure from the market. He vows to continue his fight to revoke approval of the product.
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The FDA acknowledges that some women
may be at risk for serious complications, but says
the agency “believes Essure remains an appropriate option for the majority of women seeking a
permanent form of birth control.”
‘Not Scientifically Defensible’

“It’s unbelievable that it took the FDA since
September to make just two recommendations
with no enforcement measures and ask the manufacturer to perform another study while leaving
Essure on the market,” he says.

Diana Zuckerman, president of the National
Center for Health Research, took issue with the
agency’s position, saying “it is not scientifically
defensible to make that statement, given the lack
of unbiased data on Essure.”

Backlash

She adds that NCHR strongly supports a
black box warning, although it needs to be very
strong. Zuckerman says she is glad to see that the
FDA is requiring new data and admitting that
complications are a serious problem.

More than 25,000 women reported symptoms
— including extreme pelvic and abdominal pain,
migraines, loss of teeth and hair, and the coil
cutting into the uterus and other organs in the
abdominal cavity — and 10,000 have filed formal
complaints with the FDA, he points out.
“If the FDA is going to order another study,
then at minimum they should take Essure off
the market during that time. A 60-day comment period and another study while this device
remains on that market only guarantees more
women harmed,” he adds.
Rep. Rosa DeLauro (D-Conn.) says conducting a postmarket study and issuing labeling recommendations are positive developments, but
the actions mean nothing unless the FDA is able
to take action. She points out that a GAO report
issued last year showed the FDA’s requests for
postmarket safety studies often take a long time
to be completed, and that companies lack incentives to find participants for their studies (IDDM,
Nov. 13, 2015).
“Now, the FDA is asking Bayer to do a postmarket study, all while there is no evidence that
the FDA has remedied the issues found within
the GAO report,” she says. DeLauro adds that the
FDA should ensure that these manufactures complete these postmarket studies in a timely manner. She also wants to see the product off the
market until the studies are concluded.

“The FDA also should work in tandem with
CMS, because many women using Essure are
on Medicaid. It is a big problem that women
on Medicaid may be unable to find physicians
skilled at removing Essure when there are serious
complications,” she adds.
Company Responds
For its part, Bayer will continue to work with
the FDA to implement measures to support the
continued safe, effective and appropriate use of
Essure, according to Dario Mirski, senior vice
president and head of medical affairs Americas
at Bayer. Essure is an important permanent birth
control option with a positive benefit-risk profile,
he adds.
The decision follows a September meeting of
the Obstetrics and Gynecology Devices Panel of
the Medical Devices Advisory Committee, during which several women testified about pain and
other adverse events they had experienced after
being implanted with Essure. The panel recommended that a patient registry be created to document these events (IDDM, Sept. 25, 2015).
Comments on the draft guidance are due by
April 29. Read it here: www.fdanews.com/0316-FDAEssure.pdf. — Jonathon Shacat
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Communication Breakdown Lands
Exoskeleton Company in Hot Water
The FDA has hit a developer of a system
designed to help patients walk with a warning
letter for failing to provide timely updates to its
postmarket surveillance plans.
ReWalk Robotics — formerly known as
Argo Medical Technologies — received the Sept.
30, 2015, warning letter for not correcting deficiencies in its postmarket surveillance studies,
despite several FDA requests. The company had
until Sept. 28, 2015, to have its postmarket surveillance plan approved under Section 522 of the
Federal Food, Drug and Cosmetic Act.
The letter states that the FDA allowed marketing of ReWalk under de novo classification
June 26, 2014, and issued a 522 order for the
company to conduct postmarket surveillance of
the device. Specifically, the agency asked for a
registry to collect data on adverse events related
to ReWalk use and assess the adequacy of its
training program. The FDA wanted to assess the

Olympus Reaches $646M Settlement
Over FCPA, Kickback Investigations
Olympus will cough up a total of $646 million to settle two investigations for making illegal
payments to doctors and hospitals in the U.S. and
Latin America.
The maker of endoscopes and related equipment will pay $623.2 million to resolve criminal
charges and civil claims relating to a scheme to
pay kickbacks to doctors and hospitals, the U.S.
Department of Justice announced.
Olympus Corp. of the Americas will pay
$623.2 million to settle violations of the federal
and various state False Claims Acts. The DoJ
notes that the amount is the largest paid in U.S.
history for violations involving the anti-kickback
statute by a medical device company.
Separately, Olympus Latin America, will
pay $22.8 million to resolve criminal charges
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risk of a patient or someone assisting that person
falling down and sustaining a serious injury.
ReWalk submitted a postmarket plan, which
the FDA received July 31, 2014. Roughly two
months later, the agency informed the company
that the submission lacked certain information
and asked for a response within 30 days. ReWalk
failed to submit a response within that timeframe, according to the warning letter.
The FDA followed up Nov. 5, 2014, informing
ReWalk that the response was overdue. The company submitted an updated plan the following
day; however, the agency informed ReWalk in a
Feb. 13, 2015 letter that there were deficiencies
in the plan and requested a follow-up. According
to the FDA, the company again failed to respond
within the 30-day timeframe.
This pattern continued in 2015, according to
the letter, with the company not following up with
a plan by April 15, 2015. ReWalk did reply May
22, 2015, saying it was ready to respond to all but
(See Exoskeleton, Page 4)
relating to the Foreign Corrupt Practices Act in
Latin America.
DoJ says Olympus won new business and
rewarded sales by giving doctors and hospitals
kickbacks, including consulting payments, foreign travel, lavish meals, millions of dollars in
grants and free endoscopes.
Additionally, the subsidiary implemented
a plan from 2006 to 2011, to increase medical
equipment sales in Central and South America by
providing payments to health care practitioners
at government-owned facilities, according to the
Justice Department.
Under the settlement, Olympus also agreed
to enhance its compliance training, maintain
a confidential hotline and website for reports
of wrongdoing and adopt a program requiring
executives who engage in misconduct to forfeit
up to three years of performance pay.
— Jonathon Shacat
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Exoskeleton, from Page 3
one issue. It asked to discuss the issue with FDA
staff before submitting a formal response.
“FDA attempted multiple times [via phone
and email], from June 12, 2015 to July 28, 2015,
to coordinate the requested teleconference with
your firm in an attempt to resolve the outstanding
issues,” the letter states. “FDA also notified you in
an email dated June 24, 2015 that the Agency considered Argo’s 522 study to be out of compliance.”
ReWalk followed up July 29, 2015, stating that
it would propose dates in early August for the
teleconference. However, the company notified
the FDA that it had made “substantial changes to
the methods and study plan,” adding that it would
like a face-to-face meeting with agency staff
regarding the “major proposed changes.”
In September, the FDA offered feedback on
the changes, and requested a reworked postmarket study plan that addressed concerns outlined
in the Feb. 13, 2015 letter. According to the letter,
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the FDA had heard nothing as of Sept. 30, 2015.
Further, ReWalk “has not submitted a revised
study plan, and there has been a substantial lack
of progress towards commencement of the 522
PS study required under the 522 Order.”
The warning letter asked ReWalk to submit
its 522 postmarket surveillance study plan within
15 days of receiving the letter to address the deficiencies identified in the previous communications from the FDA.
“ReWalk Robotics responded within 15 business days to the FDA warning letter dated September 30, 2015, and the company has been in
regular communication with the FDA in the intervening months to resolve all issues tied to the postmarket study,” ReWalk CEO Larry Jasinski said.
“Restructuring the format of the study has raised
additional conversations, and ReWalk is confident
we will be able to reach a resolution that meets the
requirements of the FDA 522 order.”
View a copy of the warning letter here: www.
fdanews.com/03-01-16-argo.pdf. — Elizabeth Hollis
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Muddying the Waters: New Standard
May Hinder QMS Implementation
Changes in the new ISO 13485 may conflict
with many of the requirements in FDA’s quality
system regulation.
“This has the potential to create further confusion in implementing a medical device quality management system, especially when it must
satisfy both QSR and ISO 13485:2016,” says Dan
O’Leary, president of Ombu Enterprises.
He pointed out some of the inconsistencies
between the QSR and the new ISO standard. For
example, in the QSR, suppliers must notify the
manufacturer of changes so the manufacturer can
evaluate the effect of the change on the finished
device. This makes sense, as the manufacturer is
the expert on the device, O’Leary tells IDDM.
But in the 2016 ISO standard, the supplier notifies the manufacturer of changes that affect their
ability to meet specified purchasing requirements.
“The new version of the standard runs the
risk of looking like configuration control requiring the supplier to obtain concurrent approval of
all device customers. However, the requirement
in practice becomes notification of the intent to
ship nonconforming product,” he says.
O’Leary also highlights inconsistencies in
evaluating nonconforming products. For example,
in the QSR, evaluation of a nonconforming product requires notification to the “persons or organizations responsible for the nonconformance.”
He notes that while the new ISO notification
requirements don’t preclude internal notification, a restriction to external parties, presumably
suppliers, seems to limit the effectiveness of the
standard and raises questions about the lack of
internal notifications.
He also notes inconsistencies in process validation requirements in FDA’s QSR versus ISO
13485:2016. For example, in the QSR a process
requires validation when the results cannot be
fully verified by subsequent inspection and testing.
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In the 2016 ISO standard, a process requires validation when the output cannot be verified by subsequent monitoring or measurement.
“The 2016 version seems to clarify the use of
sampling plans with the addition of process output
that ‘is not verified’, but it doesn’t address which characteristics are subject to verification,” he explains.
ISO 13485:2016, Medical devices – Quality
management systems – Requirements for regulatory purposes costs roughly $158. To order it,
visit: www.iso.org/iso/home/store/catalogue_ics/
catalogue_detail_ics.htm?csnumber=59752.
— Jonathon Shacat

Abbott Notice on MitraClip
Deemed Class I Recall
Abbott is recommending that physicians who
implant the MitraClip Delivery System receive training following reports of users being unable to separate the implantable clip from the delivery system.
The company also is updating its instructions
for use regarding the deployment sequence of the
device, which is used to treat people with degenerative mitral regurgitation, according to a safety
notice posted by the FDA Feb. 26. The agency
has designated the notice as a Class 1 recall.
Abbott has received nine medical device
reports of malfunction, or about 0.17 percent of
the product that was on the market at that time
prior to issuing the field safety notice, says company spokesman Jonathon Hamilton.
Abbott’s investigation determined that the delivery system’s “arm positioner” was not returned to
the required neutral position by the operator during
the deployment sequence, subsequently preventing
the clip from detaching, the notice says.
All of these cases resulted in surgical interventions to remove the delivery system or replace the
mitral valve, and it is expected that any future similar incidents would also require surgery to correct
the problem, says the notice. There was one patient
death in these cases as a result of severe comorbidities following surgery. — Jonathon Shacat
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Zika, from Page 1
Late last month, the FDA issued an emergency use authorization for the CDC’s Zika
Immunoglobulin M Antibody Capture EnzymeLinked Immunosorbent Assay. However, Zika
MAC-ELISA may confuse practitioners because
it is unable to differentiate between infection
with Zika and dengue.
“Adding to the limitations of these diagnostic
systems are limited numbers of facilities able to
perform definitive confirmatory testing, particularly in the developing world,” Persons says.
Anthony Fauci, director of NIH’s National
Institute of Allergy and Infectious Diseases, testified that his organization is developing a mouse
model of Zika virus infection to test new diagnostic and therapeutic tools.
President Barack Obama also has made fighting Zika a priority. In a supplemental budget
request, he asked for $10 million for the FDA to
research and develop medical products and blood
screening assays for the virus.
Threats and Response
In response to new infectious diseases, including the Zika outbreak, AdvaMedDx, which represents the diagnostics industry, held a briefing on
March 3 in Washington, D.C. The event drew government officials and other interested parties to
discuss strategies to address the threats.
Beth Bell, director of the CDC’s National
Center for Emerging and Zoonotic Infectious
Diseases, said tests are a critical component to
success in protecting people from infectious diseases. She pointed to two recent infections that
resulted in unexpected results — Ebola and Zika.
“Diagnostics are pivotal to stopping outbreaks, and they inform much of our infection control and prevention efforts. Microbes
are changing all the time, so we need new tools
and methods to stay one step ahead of these
microbes, as they continue to evolve and surprise
us,” she said.

March 7, 2016

Tests are needed to be able to quickly diagnose patients. However, “we don’t just need new
tests, we need accurate tests,” stressed Steven
Binder, senior director of technology development at Bio-Rad Laboratories.
“We don’t want tests that are going to have a
lot of false positives, which will then lead people
to the conclusion that they have a disease which
they may not have,” he said.
Read Persons’ testimony here: www.fdanews.
com/03-16-GAOZika.pdf and Fauci’s testimonty
here: www.fdanews.com/03-04-16-Fauci.pdf.
— Jonathon Shacat

UK’s NICE Backs Terumo BCT’s
Spectra Optia for Sickle Cell Disease
The UK’s healthcare costs regulator is recommending Terumo BCT’s Spectra Optia Apheresis
System for blood transfusion in managing sickle
cell disease, saying the device may lead to fewer
treatments that last for shorter periods of time.
According to the National Institute for
Health and Care Excellence, the device is likely
to save the NHS roughly $18 million each year,
or $25,000 per patient, as its use costs less than
manual red blood cell exchange or top-up transfusion. The amount of savings depends on a
patient’s iron overload status and need for chelation therapy.
The device works by quickly replacing sickle
red blood cells with healthy ones, and patients
may need fewer treatments versus existing
options, NICE says in guidance issued last week.
Despite the positive recommendation, NICE
says there is a need for clinical data collection on
the outcomes of treatment with Spectra Optia.
Specifically, the body would like to see long-term
data on how automated and manual exchange
affects iron overload status and the need for chelation therapy.
Read the guidance here: www.fdanews.com/
03-16-NICESOAS.pdf. — Jonathon Shacat
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Form 483 Hits the SweetSpot
For Alleged Follow-Up Issues
The FDA has come down on a diabetes
device data company for alleged procedural failings in a recent FDA Form 483.
The post-inspection finding for Portland, Ore.based SweetSpot Diabetes Care concluded that
the devicemaker did not adequately investigate
reported product variances and did not fully investigate multiple complaints about product failings.
Both of these alleged failings fell outside the
company’s established procedures, according to an
inspection conducted from Dec. 14 to Dec. 18, 2015.
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system,” test dates that did not always align with
pre-populated dates in the forms, signatures omitted
from scans of documents, real-time stamps not being
available and customers having difficulty downloading product files from the company’s website.
The inspector’s second complaint concerned
the absence of proof that the company conducted
investigations into two of the 16 customer complaints received.
According to the 483, the company received
complaints regarding one customer supposedly
receiving an erroneous report and another customer who apparently uploaded data to SweetSpot
that was “dated in the future.” Neither of these
appear to have been adequately investigated.

The inspector’s first concern relates to alleged
product nonconformities that were documented
in SweetSpot’s CAPA records, with three of 19
failing to document an investigation into the
cause of product nonconformity. Two of those
flagged omitted verification of any corrective
actions taken as a result, as was a third CAPA.

Access to the document in question was
delayed due to IDDM having to file a Freedom of
Information Act request.

According to the 483, these nonconformities included “certain customers unable to use the

Read the report here: www.fdanews.com/0222-16-SweetSpot483.pdf. — Cameron Ayers

FDA Seeks Input on the Challenges
Of Refurbishing Medical Devices

The request for comments comes in the wake
of stakeholders expressing concerns that some
third-party entities may use unqualified personnel to perform service, maintenance, refurbishment, and device alterations on their equipment
and that the work performed may not be adequately documented, the FDA says.

The FDA wants to know more about the challenges third-party entities face in maintaining
or restoring devices to their original or current
specifications.
To that end, the agency is asking industry for
help in defining several terms related to refurbishing medical devices in a March 4 Federal
Register notice. In addition, the FDA is seeking
comments relating to:
●● The roles of different stakeholders involved in the medical device activities;
●● Examples of evidence of problems with
safety and performance of devices;
●● The potential risks and failure modes of
the activities; and
●● Examples of how the activities may be
more difficult or riskier to perform on
certain devices versus others.

SweetSpot promised to correct both alleged
failings, the 483 shows.

“Possible public health issues arising from
these activities include ineffective recalls, disabled device safety features, and improper or
unexpected device operation,” the agency says.
In addition, original equipment manufacturers
have requested clarification on their duties if one
of their devices has been serviced by a third party.
The agency says it intends to hold a public meeting later this year with stakeholders, and the comments obtained will help frame those discussions.
Comments are due by May 3. Read the notice
here: www.fdanews.com/03-16-FDANotification.
pdf. ― Jonathon Shacat

Page 8

INTERNATIONAL DEVICES & DIAGNOSTICS MONITOR

March 7, 2016

March 7, 2016

INTERNATIONAL DEVICES & DIAGNOSTICS MONITOR

Following Deaths, Moss Tubes Chided
Over Reporting, Procedural Violations
The FDA has taken device manufacturer
Moss Tubes to task over multiple alleged reporting violations tied to product failures, one of
which apparently resulted in a patient death.
A Form 483 inspection report cited the New
York-based company for six alleged reporting
and procedural violations concerning its line of
gastronomy feeding tubes. Two of the company’s
alleged violations concerned its failure to notify
the FDA promptly of at least two apparent device
failures leading to patient complications, while
the others concerned a lack of internal review
and compliance mechanisms.
All of the complaints stem from an inspection
conducted between Nov. 2 and Nov. 12, 2015 at
the company’s headquarters.
The most serious allegations concern Moss’
failure to supply the FDA with mandatory medical
device reports alerting the agency to device problems within 30 days. The inspection identified at
least two such cases, the first involving a patient who
received a Moss gastronomy tube as part of a surgical procedure that perforated the patient’s intestine,
leading to sepsis and eventual death, the 483 states.
The second incident of the company failing
to file a timely MDR report following an apparent malfunction involved a patient whose gastronomy tube deflated following insertion, and deflated
again several hours later when the surgeon opened
the patient back up and reinflated the tube.
A potential third incident involved an MDR
report submitted to the FDA that listed the malfunctioning product’s lot number as “unknown,” even
though another company report apparently showed
that it did know the product’s lot number. Because
large swaths of the 483 have been redacted, it is not
possible to determine whether this apparent MDR
failing is related to either of the other cases cited.
Along with the MDR problems, Moss also
was cited for failing to formally establish procedures for receiving, reviewing and evaluating
complaints. The inspector determined that some
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complaints the company received “were found
to contain inadequate complaint investigations,”
while one investigation it conducted apparently
concerned two separate instances.
Another concern was that the company apparently lacks established agreements with suppliers notifying them of product changes, such as
in tubing design or manufacturing. The inspector also notes that Moss does not provide its supplier with information about the types of finished
products it requires versus other manufacturers.
Lastly, the 483 contends that Moss did not perform quality audits “at defined intervals and at
a sufficient frequency to determine whether the
quality systems activities and results comply with
quality systems procedures.” More specifically, it
notes that the firm has no documentation showing
quality audits conducted between 2013 and 2015.
Moss Tubes CEO Michael Moss declined
to discuss the 483 results in an interview with
IDDM, saying only that his company responded
to the agency’s allegations within 30 days.
Read the 483 here: www.fdanews.com/02-2316-Moss483.pdf. — Cameron Ayers

Jury Acquits Vascular Solutions,
CEO in Off-Label Promotion Case
A Texas jury has found Vascular Solutions and
its CEO Howard Root not guilty of charges involving off-label promotion of its Vari-Lase Short Kit.
Prosecutors in United States of America v. Vascular Solutions, Inc., and Howard C. Root alleged
the defendants had encouraged members of the
sales force to speak to physicians about the offlabel use of the Short Kit to treat varicose perforator
veins in the leg. The cause was argued in the U.S.
District Court for the Western District of Texas.
The Vari-Lase Short Kit was sold in the U.S.
from October 2007 through July 2014 under an
FDA 510(k) clearance.
An upcoming criminal trial remains scheduled
for one of the company’s sales representatives on
obstruction of justice charges. — Jonathon Shacat
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BRIEFS
FDA Adds MedExel to Import Alert List
The FDA has banned South-Korea based
MedExel Medical Manufacturing from importing its
products into the U.S., after the company refused an
FDA foreign establishment inspection. MedExel has
manufactured insulin injection, pen needle and insulin pump products since 2000, according to the company’s website. The company could not be reached
for comment by press time. Read the import alert
here: www.fdanews.com/03-16-FDAImportAlert.pdf.

Health Canada OKs BBI’s SEM Scanner
Health Canada has awarded Bruin Biometrics — developer of sensor-based diagnostic products — with a Medical Device License for its SEM
Scanner to detect pressure ulcers. The scanner is
the first handheld device that can pinpoint pressure-induced tissue damage before visual signs of
skin ulceration appear, the company says. BBI also
has completed a three-year distribution agreement
for the SEM Scanner with The Stevens Company.

Boston Scientific’s Offices Raided in Brazil
Brazil’s Administrative Council of Economic
Defense raided the offices of a Boston Scientific
subsidiary on Dec. 1, 2015, as part of an investigation into alleged anti-competitive activity with
respect to certain tender offers for government
contracts, the company says in a Securities and
Exchange Commission filing. Several other major
devicemakers doing business in Brazil were also
raided. Read the SEC filing here: www.fdanews.
com/03-16-BSXSEC.pdf.

Quest Diagnostics Finalizes Acquisition
Quest Diagnostics has successfully completed
its acquisition of Clinical Laboratory Partners, an
outreach laboratory service business and subdivision of Hartford HealthCare. Financial terms
were not disclosed. The acquisition will give
patients and providers in Connecticut “a broader
network of patient service centers and three
rapid-response clinical laboratories in the state,”
the company says.

EOS Imaging Gains CE Mark for spineEOS
Paris-based EOS imaging has won CE Mark
certification for spineEOS, the company has
announced. The online 3D planning software for
spine surgery relies on EOS bi-planar imaging to
create treatment plans focused on achieving sagittal alignment in patients with Adolescent Idiopathic Scoliosis or degenerative or deformative
spine conditions. It offers treatment simulation
based on reference values, taking into account
the patient vertebrae shape and position in 3D.
The software is currently being used in clinical
studies in Paris, France and San Diego, Calif.
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com

NanoString to Collaborate With Merck
Pharmaceutical giant Merck & Co., has reached
an agreement with Seattle-based NanoString Technologies to develop and market a test to predict
response to Keytruda, a PD-1 inhibitor. The agreement tasks NanoString with seeking regulatory
approval and commercialization of the diagnostic test, which depends on selected gene expression
signature to predict patient response to Kyetruda
in multiple tumor types. In return, NanoString will
be eligible to receive up to $24 million for technology access and short-term milestones. Additionally,
NanoString will receive development funding and
other potential regulatory milestone payments.
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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

Break

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

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.”
— Workshop Attendee
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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
INFORMATION:
Name_________________________________________________________________________________
Title _______________________________ Company ___________________________________________
Address________________________________________________________________________________
City___________________________________________________ State_________________ ZIP_______
Phone_______________________________________ Fax_______________________________________

HOTEL INFORMATION
INFORMATION:
April 27-28, 2016
Chicago Marriott Oak Brook
1401 West 22nd Street
Oak Brook, IL 60523
Toll free: (800) 228-9290
Tel: +1 (630) 573-8555
www.marriottoakbrook.com
Room rate: $159 plus 9% tax
Reservation cut-off date: April 5, 2016
TEAM DISCOUNTS:
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.
2-4 attendees – 10%
5-6 attendees – 15%
7-9 attendees – 20%
10+ attendees – 25%

Email _________________________________________________________________________________

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

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.

Choosing the Best Device
Sample Size for Verification
and Validation
If you’re like many manufacturers, you understand the essence of the 21 CFR 820.30
requirement: you must run enough test samples of a product so its test results can be
successfully applied to full-scale production runs. And, like many manufacturers, you’ve
probably had trouble for years determining exactly how many units of a product you
should test to satisfy the FDA.
Choosing the Best Device Sample Size for Verification and Validation will help you
select the right statistical methods to make this determination. With it, you’ll learn how to get the right sample size to ensure
that user requirements are met in the product design. This management report will also help you understand how to:
 Examine the discrete or continuous statistical data you collect.
 Look at variability, including variation from unit to unit or from batch to batch, as well as variation in
their measurement systems.
 Design verification and validation tests, particularly regarding choice of sample size.
 Fully understand the requirements for statistical techniques, including how different techniques can
affect the design control process.

FOUR EASY WAYS TO ORDER

 And much, much more.

1.

Finally, you can gain a clearer understanding of how to put together a statistical
methods program for design verification and validation that will satisfy FDA auditors.

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

2.

WEB: www.fdanews.com/46876

Order your copy today!

3.

FAX: +1 (703) 538-7676

4.

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

✓Yes!
q

Please send me ____ copy(ies) of Choosing the Best Device Sample
Size for Verification and Validation at the price of $397 each for the
format I’ve selected: q Print 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.
15FLYR-N

