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Genzyme to Pay $32.5M Over
Promotion of Seprafilm
Sanofi’s Genzyme subsidiary has agreed to pay the U.S. government $32.5 million for off-label promotion and misleading claims
related to Seprafilm, a film that reduces scarring after abdominal or
pelvic laparotomies.
According to the U.S. Department of Justice, between 2005 and
2010, a number of Genzyme sales representatives encouraged healthcare providers to use Seprafilm “slurry” in laparoscopic surgery — an
unapproved use. To make the slurry, Seprafilm sheets were cut into
small pieces and dissolved in saline. Although Genzyme discouraged
sales reps from promoting the unapproved product, several employees
“guided surgical staff and directly participated in the preparation of
Seprafilm slurry for use in surgical patients,” according to documents
filed in the U.S. District Court for the Middle District of Florida.
(See Genzyme, Page 2)

New Zealand Authorities
Unveil Updated Recall Code
Placing an emphasis on communication between stakeholders,
New Zealand’s medical regulatory body has finalized an update to
the code for executing medical device recalls.
“Although the document is much more comprehensive than the
previous code, the principles of product recall remain the same and
those regularly interacting with Medsafe (such as sponsors) and
those receiving communications in the distribution chain will recognize that the processes described have been in place for some time,
but have not been formally described in a code,” the agency says.
Among other things, the document defines common recall terminology, describes the levels of recall actions, details the responsibilities of sponsors, wholesalers, retailers and healthcare professionals,
and gives an overview of Medsafe’s duties.
(See New Zealand, Page 4)
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Genzyme from Page 1
In addition, Genzyme sales reps provided
surgeons with a brochure that claimed Seprafilm
was “proven in radical pelvic surgery.” This
statement was misleading, the government says,
because the patient population in the study for
this indication was too small to back the claim.
To settle the charges, Genzyme admitted to
its employees actions and will enter a two-year
deferred prosecution agreement.
Ongoing Remedial Efforts
The agreement acknowledges Genzyme’s
efforts to prevent misconduct related to the
slurry. The company has implemented stricter
policies for promotional practices, reduced sales
quotas and fired employees who commit misconduct related to Seprafilm. One of those terminated was a leading performer for Seprafilm sales
and revenue.
Further, after Genzyme became aware of the
government’s investigation, the company disclosed that it had been conducting its own internal review of Seprafilm marketing. The firm has
put in place a number of compliance policies and
enhanced controls to detect any misconduct.
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of Seprafilm, citing adverse patient events, including at least 21 deaths (IDDM, July 10).
A Sanofi spokesperson says Genzyme has
instituted compliance measures to ensure DOJ’s
requirements are met.
“We are confident in these programs and
are pleased to move forward,” the spokesperson
adds. — Elizabeth Hollis

FDA Staff to Gain Insight On
Challenges Facing Startups
For years, medical device companies have complained of their frustration with inconsistency in
decisions by different FDA reviewers. A new program is aiming to change that — at least for startups.

The Fogarty Institute for Innovation, a Mountain View, Calif.-based nonprofit, has inked
an agreement with the agency with the goal of
improving communication, collaboration and
understanding between the FDA and early stage
medical device innovators.
As part of the arguement, representatives from
the CDRH’s Office of Device Evaluation will be
part of an initial group to take part in a one-week
program working with startups to gain insight into
why it takes devices so long to come to market in
the U.S.

If Genzyme fully complies with the obligations set forward in the deferred prosecution
agreement, the government will move to dismiss
all charges with prejudice.

Ann Fyfe, Fogarty’s president and CEO, says
the program will give the FDA access to a ‘living
laboratory’ of startups, while innovators will have
a chance to see how the agency can have a positive
impact on the development of novel devices.

This isn’t the first time Genzyme has had to
resolve charges related to Seprafilm. In December 2013, Genzyme agreed to pay $22.28 million
to settle false claims allegations after two whistleblowers came forward, accusing the company
of billing Medicare and Medicaid for off-label
uses of Seprafilm slurry.

“Our goal at the FDA is to promote innovation and efficacy in medical devices, to better serve the American public while maintaining
the highest level of safety,” adds Murray Sheldon,
MD, associate director for technology and innovation at CDRH. “We believe this collaboration will
assist the FDA in better understanding the unique
considerations of medtech startups; and the costs,
time and money incurred during early-stage development to bring their innovation to doctors and
patients.”— Elizabeth Hollis

Seprafilm also raised the ire of consumer
advocacy group Public Citizen, which in July filed
a petition urging the FDA to rescind its approval
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Expert Offers Tips on Remaining
Compliant with Combination Products
For devicemakers concerned about complying
with the 2013 final rule on combination products, one
quality systems expert has this advice: Don’t panic.
“[The] FDA’s intent was never to make it
more difficult for us, as industry folks, to comply,” says Mary Getz, vice president of quality
systems at NSF Health Sciences Medical Device
Consulting. “[I]t was to reduce and clarify, and
then provide some options.”
During an FDAnews webinar, Getz stresses
that the regulations don’t add anything new, but
rather clarify existing policies regarding good
manufacturing practices for devices, drugs and
biologics. Combo product companies can comply
using a streamlined or nonstreamlined approach.
The latter strategy is pretty straightforward,
with each constituent part meeting its respective
cGMP regulation, Getz explains. The so-called
streamlined approach, however, has caused confusion because the quality system focuses primarily on one constituent part, but incorporates
certain elements of the other.
Documentation that justifies the strategy
you use is essential to answer any questions an
FDA inspector might throw your way, Getz says.
“Good science always wins at the end of the day,
and documenting that good science will always
get you a long way.”
Where Do I Even Start?
If a manufacturer is unfamiliar with a product, it can ask the Office of Combination Products to designate the lead center responsible for
premarket review and approval. “Say, this is the
strategy. Bounce it off them. They really are
there as your advocate,” Getz says.
Deciding on a compliance strategy involves
some key considerations, Getz adds. For example, manufacturers of drug-eluting stents need to
understand that they will likely have to perform
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in vitro and pharmacokinetic studies, as well as
clinical trials. These extra steps will affect their
filing times. Other challenges relate to drug stability, test sample size, lab controls, process validation and yields.
Once a devicemaker has decided on a compliance strategy that includes elements reviewers
might not expect, it must document why it chose
that path. “I can’t stress enough, if you decide to do
something different from the norm, make sure that
you write your rationale, justify it and document it,”
Getz emphasizes.
Impact on Business Strategy
Companies always are looking at their bottom
line, so what should they consider before entering
the world of combination products?
Getz advises companies to think ahead and
ask: Where do we want to be five years from
now? Answering questions like this will influence how businesses develop their compliance
strategies and can lead to other considerations,
such as whether to extend an existing product
line or add new platforms.
She also recommends creating a quality plan
that includes key milestones. “It could be a threeyear plan. It could be whatever,” she says, adding
that such plans will help companies address challenges and opportunities one step at a time.
Above all, don’t surprise FDA staff. “They do not
like surprises,” so devicemakers should have written
evidence explaining their rationale, she says.
Ongoing Industry Angst
Getz’s advice appears timely, given industry
comments on the January draft guidance explaining the final rule (IDDM, Jan. 30). The FDA has
extended the comment deadline to allow stakeholders to develop meaningful responses.
Much of the feedback reveals deep concerns
about the draft guidance itself, with AdvaMed
arguing that it’s unclear how manufacturers can
(See Webinar, Page 4)
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Webinar, from Page 3
comply with the requirements. Stakeholders also
complained that the draft document doesn’t provide enough guidance on legacy products and
doesn’t include a combo products inspection
guide for field personnel — something the Combination Products Coalition called for.
AdvaMed’s comments are available at: www.
fdanews.com/090815-advamed-comments.pdf,
while CPC’s comments may found here: www.
fdanews.com/090815-CPC-comments.pdf.
— Elizabeth Hollis
New Zealand, from Page 1
Medsafe published the draft version last
December and sought comments through Feb.
27. The regulator notes that most submissions
backed the code, with 18 stakeholders giving it
their full support.
Eleven said they’d support it with a few
adjustments, including changing certain terminology in the document and detailing the
responsibilities of retailers who are not healthcare professionals.
Ten submitters did not support the code, citing the following reasons:
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Synovis Chided for Inadequate
CAPA Following Device Failure
The FDA hit Baxter’s Synovis unit with a
Form 483 for not initiating corrective and preventive actions for nonconformities to its Terminally
Sterilized Vascu-Guard patch.
Specifically, between March 30 and April 10,
the company identified potential nonconformities for the product and failure mode through its
complaint handling system. The FDA made this
determination during a May 26 to June 17 inspection of the St. Paul, Minn., facility. “Users were
unable to determine the rough vs. smooth side of
the Terminally Sterilized Vascu-Guard patch, as
both appeared to be rough,” according to the 483.
Several users declined to use the patch, which is
intended for peripheral vascular reconstruction.
Moreover, the product’s instructions for use
states that implanting the rough side toward the
vascular surface could “cause permanent impairment or life threatening injury, which is a critical
failure,” according to the 483.
Synovis addressed complaints through an
FAQ document circulated by sales reps, and initiated risk-assessment activities internally following complaints, but did not do so within the
CAPA system, the 483 notes.

●● A lack of provisions for compensating
pharmacists or general practitioners for
their time and effort in aiding a recall;
●● The use of terminology for medical devices that could be considered inconsistent
with EU or international usage; and
●● Inconsistency and rigidity of the recall
process.

Also, the firm didn’t evaluate and investigate
the failure of the device to meet its specifications,
and didn’t evaluate and escalate investigations
when the complaint rate exceeded the expected
occurrence rate, the FDA says. Finally, the 483
cites Synovis for design validation deficiencies
for not ensuring the device conforms to defined
user needs.

Among the changes from the draft to final
version is the addition of healthcare professional to the levels of recall. The original version
included wholesale, hospital/laboratory, retail and
consumer levels.

Earlier this summer, Baxter reported a recall of
four product codes of the patch after the same problem was reported. At the time, the company said it
had received and was investigating a few adverse
event reports involving the products, among them
postoperative thrombosis and stroke (IDDM, June 4).

The code will go into effect Dec. 1. Read the
document at www.fdanews.com/090815-medsafe.
pdf. — Elizabeth Hollis

To view the Form 483, visit www.fdanews.
com/09-08-15-baxter.pdf. — Tamra Sami
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Experts: Device Makers Evaluating
Impact of Amarin Ruling
Device makers are paying close attention to
a federal court’s ruling that Amarin can use offlabel promotion of its cholesterol-lowering drug
Vascepa, as long as the communication is truthful and not misleading, two experts say.
Debating the implications of the ruling,
handed down last month in the U.S. District
Court for the Southern District of New York,
Ralph Hall, a law professor and counsel at Faegre
Baker Daniels, and Global Policy Health Institute
Director Timothy Mackey agree that the ruling
will affect device makers, although the implications are potentially more limited.
Mackey points out that with the exception of
combination products or extremely novel devices,
innovation in the medical device arena can be
more incremental. Most devices are approved
through the 510(k) process, which requires

Liposuction Device Maker Receives
FDA Warning Over MDR Procedures
Belgium-based Euromi has been hit with a
far-ranging FDA warning letter that chides the
company for not properly handling complaints,
including cases of cannula tips from a liposuction
system breaking and lodging in patients.
During a Jan. 12 to 15 inspection of Euromi’s Verviers, Belgium, facility, an FDA investigator determined the company had failed to
establish procedures to ensure that complaints
related to the EVA Sp liposuction system are
analyzed in a timely manner.
The company also neglected to document oral
complaints upon receipt, ensure that complaint
investigation records contained all required information, explain why some complaints weren’t
investigated and ascertain whether complaints
were evaluated for MDR reportability. That final
citation extended to events in which cannulae
broke and fragments remained in the patient.
Euromi also failed to establish internal systems for the timely transmission of complete
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companies to demonstrate that their products are
similar to previously approved devices. “In that
case the claims may be somewhat limited to what
the previous device could do, and there may be
more incremental claims associated with a device,
versus a brand new pharmaceutical compound that
treats a new mechanism of action,” he says.
Hall says free speech standards are the same for
devices, so the ruling could affect promotion. He
points out that many devices, such as scalpels, do
not provide therapy, but are used as tools.
“So, you’re making more performance statements as compared to actual therapeutic statements,” Hall says. Whether a devicemaker meets
the truthful and not misleading threshold can be
measured through industrial product testing.
Hall says devicemakers are tracking the
Amarin ruling, “but they always want to stay a
bit below the radar screen.” The debate was sponsored by FDAnews. — John Bechtel
MDRs, including instructions for obtaining and
completing a Form 3500A.
The investigator further dinged the devicemaker
for not establishing procedures to ensure that all
received products conform to specified requirements.
For example, Euromi didn’t ensure that its contract
sterilizer validated the sterilization of a disposable
tubing set used with the EVA Sp6 liposuction device.
Another citation notes the firm’s corrective
and preventive actions procedure doesn’t include
requirements for analyzing data to determine
existing and potential causes of nonconforming
product or other quality problems.
“The CAPA file for nonconformance 108 (for
bending problems on 2.0 mm and 2.5 mm infiltration cannulas) did not identify the batch records
of the device used for testing,” the warning letter
says. Euromi also failed to verify and validate the
effectiveness of its corrective actions.
The firm was also cited for failing to ensure that
all inspection, measuring and testing equipment is
suitable for the intended purposes. For example, the
(See Euromi, Page 6)
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Euromi, from Page 5
tester used to analyze cannula flow contained measuring devices that hadn’t been calibrated to ensure
the equipment is capable of producing valid results.
The FDA also took the company to task for
not having proper control measures in place to
ensure that outdated documents are removed
and not unintentionally used. Euromi also
failed to obtain approval dates and signatures to
ensure documents were removed.
Euromi responded to the Form 483 on April
29, but the agency didn’t review it, as it wasn’t
received within the required 15 business days.
The company could not be reached for comment by press time. Read the warning letter at
www.fdanews.com/083115-euromi-WL.pdf.
— Elizabeth Hollis

Cepheid Lands Warning Letter
Over Lack of GMPs, CAPA
The FDA has hit Cepheid with a warning
letter for not taking corrective actions to deal
with good manufacturing practice deviations at
its Solna, Sweden facility.
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During a March 30 to 31 inspection, FDA
investigators found that the company did not provide documentation or evidence of the implementation of corrective actions regarding design
changes to the Xpert Norovirus test, including a
revised design control procedure to address the
identified deficiency. The company also did not
provide evidence that employees were trained on
the revised design change procedures.
The FDA originally detailed the findings
in a Form 483, but deemed several of the firm’s
responses inadequate, according to the July 23 letter. Cepheid’s CAPA procedures were also lacking
because they didn’t require verification or validation
of the CAPA to ensure it doesn’t adversely affect
the finished device.
Scott Campbell, vice president of clinical
affairs and chief regulatory officer at Cepheid,
says the company is in discussions with the
FDA regarding questions raised following the
inspection. He adds that there is no impact on
customers as the company moves to resolve
these questions quickly and completely.
Read the warning letter at www.fdanews.
com/09-08-15-cepheid.pdf. — Michael Cipriano

Think Fresh.
Comprehensive healthcare regulatory learning delivered when
you want it, where you want it. RAPS Online University offers
online learning, developed by regulatory experts.
• Individual courses
• Certificate programs
• Immersive format with real-life scenarios
Step away from stale, static online learning and embrace a fresh
approach with Online University. Your brain will thank you for it.
Dish up Online University via laptop, iPad or Android tablet.

RAPS.org/online
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FDA Allows Emergency Use
Of MERS-CoV Test Device
The FDA has issued an emergency use authorization for altona Diagnostics’ in vitro diagnostic test for the deadly Middle East respiratory
syndrome coronovirus.
Authorization of the RealStar MERS-CoV
RT-PCR kit follows a determination that the
MERS virus presents a significant threat to U.S.
citizens living in the affected regions.
The company describes the kit as a real-time
reverse transcription polymerase chain reaction test
to detect RNA in lower respiratory samples from
patients with symptoms of MERS-CoV in conjunction with clinical and/or epidemiological risk factors.

Dräger, Covidien
Recall Ventilators
Dräger Medical and Covidien are recalling more than 2,700 ventilators over potentially
fatal issues.
The FDA has given Class 1 recall status to
more than 2,000 Evita V500 and Babylog VN500
ventilators manufactured and distributed from
June 2011 to June 2015 by Dräger over concerns
about faulty batteries. Both ventilators provide
breathing support for premature babies weighing
at least 14 ounces. The Evita model also may be
used in children and adults.
As the FDA notes in a post from last week,
the ventilator batteries do not last as long as
expected, and the indicator light shows sufficient charge even when the battery is depleted.
If a ventilator were to shut down, a patient may
not receive enough oxygen, leading to potential
injury or death.
The company sent an urgent medical device
recall letter on July 13 to customers informing them that it plans to replace faulty batteries.
Until the batteries are replaced, it advised customers not to rely on the battery status indicator,
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Advertising for the RealStar kit must state
that it has been authorized only for the detection
of MERS-CoV and has not been FDA cleared
or approved. It also must state that the test has
been authorized for use by CLIA High Complexity Laboratories and similarly qualified nonU.S. laboratories.
The World Health Organization is monitoring outbreaks in South Korea and China as the
virus spreads from the Middle East, where it was
first identified in a Saudi Arabian patient in 2012.
Egypt, Jordan, Kuwait, Lebanon, Oman, Tunisia,
Qatar, United Arab Emirates and Yemen have
reported laboratory-confirmed cases as well.
More than a third of all MERS cases result in
death. — John Bechtel

connect the ventilator to a main power supply if
the power alarm sounds and not use the device to
transport patients unless necessary.
Covidien Recall
The agency also announced a Class 1 recall
of 657 of Covidien’s Puritan Bennett 980 ventilators, produced and distributed between March
2014 and June 2015, over a potential software
glitch. The ventilators provide breathing support for premature babies weighing at least 10.6
ounces through adults.
When set to neonatal volume control plus
mode with active humidification, the software
glitch may cause the amount of air being delivered to be lower than the programmed amount.
The malfunction could result in injury or death.
Covidien sent an urgent field corrective action
notice to customers informing them that it intends
to implement a software update to correct the error.
Read the Dräger recall notice here: www.
fdanews.com/09-08-15-drager.pdf and the Covidien recall notice here: www.fdanews.com/0908-15-covidien.pdf. — John Bechtel
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BRIEFS
Pentagon Funds Silicon Valley Initiative
The Defense Department has awarded a $75 million contract to the San Jose, Calif.-based research
consortium FlexTech Alliance to establish and manage a Manufacturing Innovation Institute for Flexible Hybrid Electronics. According to the alliance,
FHE has the potential to affect the electronic wearable devices market and medical health monitoring
systems. The contribution, according to Defense Secretary Ashton Carter, is part of an Obama administration effort to boost investment and innovation in
emerging technologies, including 3-D printing, lightweight metals and digital manufacturing and design.
Edwards Acquires CardiAQ
Edwards Lifesciences has completed its
acquisition of CardiAQ Valve Technologies in a
deal that could be worth up to $400 million, giving it access to CardiAQ’s proprietary transcatheter mitral valve implant. Irvine, Calif.-based
CardiAQ received the FDA’s go-ahead in April
to conduct an early feasibility study of two of its
systems in up to 20 patients. The company also
plans to initiate a CE mark study in Europe. The
acquisition builds on Edwards’ existing transcatheter mitral valve program.
FDA Clears MagVenture System
The FDA has cleared MagVenture’s MagVita
TMS Therapy system for use in treating adults
with major depressive disorder who have failed to
improve with antidepressant medication. The noninvasive system works by stimulating neural tissue in
the part of the brain implicated in patients suffering
from the disorder. It was cleared for use in the EU in
2011. MagVenture specializes in noninvasive magnetic stimulation systems for depression, as well as
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com

research in the areas of neurophysiology, neurology,
cognitive neuroscience, rehabilitation and psychiatry.
Valeant to Acquire Synergetics USA
Valeant Pharmaceuticals has reached an agreement to buy Synergetics USA, a supplier of precision surgical devices with a focus on ophthalmology and neurosurgery, for $6.50 per share.
Synergetics stockholders also will receive additional
payments of up to $1 per share if specified sales
milestones are achieved following the closing. The
transaction is expected to close in the fourth quarter of 2015. “The addition of Synergetics’ portfolio of instruments and devices will further enhance
Bausch + Lomb’s presence around the world in the
rapidly evolving field of vitreoretinal surgery,” says
J. Michael Pearson, chairman and CEO of Valeant,
which bought Bausch + Lomb in 2013.
Medtronic Acquires Medina
Medical device giant Medtronic has acquired
Menlo Park, Calif., devicemaker Medina Medical
for $150 million, plus future milestone payments.
Medina focuses on developing treatments for vascular abnormalities of the brain, including an intrasaccular 3D mesh implant that fills the inside of a brain
aneurysm. The device has CE mark approval, but is
not available in the U.S.
Surefire Gets 510(k) Clearance
The FDA has granted clearance to Surefire
Medical’s infusion system with an expandable tip
that increases drug delivery directly to a tumor
while protecting healthy tissue. A study found that,
when compared with conventional end-hole catheters, the Surefire Precision enabled increased uptake
of particles by an average of 68 percent, and up to
90 percent in treating primary liver cancer.
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ehollis@fdanews.com
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Multi-attendee discounts are available!
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SUCCESSFUL IMPORT/EXPORT
PROGRAMS:
FORMER FDA E XPER T SHOWS THE WAY
A N IN T ER A C T I V E W O RK S H O P P RE S EN T ED B Y EN C O RE IN S I G H T L L C A ND F D A NE W S
YOUR EXPERT SPEAKER:

OCT. 20-21, 2015

DOUBLETREE, BETHESDA, MD

Having FDA-regulated products held at ports
costs time, money and your competitive edge.
But it doesn’t have to.
Instead of risking containment—or even destruction—of products, let an FDA
insider show you how to implement a trouble-shooting import/export program.
Here’s the one interactive workshop that arms you with a full program of
today’s best compliance strategies for speeding your products out of Customs
and into U.S. and global markets.
CASPER “CAP” ULDRIKS

Casper “Cap” Uldriks, founder of Encore Insight
LLC provides consulting and training on FDA law
and operations. Most recently he was counsel
at Olsen Frank Weeda Law. With more than 30
years at the FDA he held a number of positions
within the agency, such as an investigator in
FDA’s New England office, in the Office of the
Commissioner in Legislative Affairs and in
CDRH, where he served as CDRH’s Associate
Director for Regulatory Guidance and Government
Affairs. He helped to guide CDRH to develop
and implement various medical device related
amendments to the Food, Drug, and Cosmetic
Act, regulations and guidance documents.
For years he has trained FDA staff on medical
law and has been a featured speaker at many
professional conferences involving FDA’s medical
device program.
He graduated with his B.A. in 1973 from Albion
College, his Master of Divinity from Boston
University in 1976, and his J.D. from Suffolk
University Law School in 1986. He was admitted
to the Massachusetts Bar in 1986 and the DC Bar
in 2011.

No more guesswork about FDA priorities, processes or technologies; no
more wondering about special provisions for trade shows, personal baggage
and more. Former FDA import/export expert Casper “Cap” Uldriks lays out
everything you need to know to take the risks—and delays—out of importing
and exporting FDA-regulated products, including:
 How to negotiate with the FDA
 Registering and listing with the FDA
 Selecting an import broker
 FDA’s and U.S. Custom’s dual role
 Procedural fundamentals
 PREDICT: the FDA’s computer screening program
 U.S. Custom’s process and computer link to the FDA
 OASIS: the FDA’s computer tracking program
 FDA automatic detention/import alert list
 Special provisions: trade shows, return for repair, compassionate use,
personal baggage
 Options when your imports or exports are detained

WHO WILL BENEFIT?
This intensive hands-on training workshop is of immediate value to drug,
biologics, device and diagnostics companies, as well as contract drug manufacturers, OTC companies, API suppliers, excipient suppliers, freight-forwarders
and customs brokers. Personnel who will benefit the most include:
• Regulatory compliance officers

• Manufacturing directors and supervisors

• Supply chain managers

• Executive management

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

Workshop Agenda I Day 1 and 2
DAY ONE
8:00 a.m. – 9:00 a.m.

Registration and Continental Breakfast
9:00 a.m. – 10:15 a.m.

FDA Imports
 FDA import history and pirates
 Current legal authority
 Registering and listing with the FDA
 Selecting an import broker
 FDA’s and U.S. Custom’s dual role
 Procedural fundamentals
-- Required notice
-- Required information
 Documentation
-- Required and voluntary forms
-- FDA Form 2877
-- CPB Form 3461
-- Affirmation of compliance
-- Electronic Filing
10:15 a.m. – 10:30 a.m.

Break
10:30 a.m. – 12:00 p.m.

FDA’s Import/Export Technologies
 FDA computer screening program (PREDICT)
  U.S. Custom’s process and computer link
to the FDA
-- Harmonized tariff
-- Invoice and shipping records
-- Entry number and what it means
-- Bonded warehouses for possession/control
-- FDA’s notice of action and what to do
-- Sampling
-- Detention
-- Refusal

-- Re-export
-- Destruction and added government fees
2:30 p.m. – 2:45 p.m.

Break
2:45 p.m. – 4:30 p.m.

Group Break Out Interactive Exercises
 Import Hypothetical I — Technical Problems
(short term issues)
-- What are your options if the FDA detains
a product because the product code and
other qualifier information is incorrect?
What if the product requires a certificate
of analysis? Who gets involved with the
detention and what do they do? Many
companies are either clueless or confused
about what can to be done immediately
to get the product released by FDA. What
is your plan of action? Will you wing it?
What are your options for storage in the
meantime and what can you expect with
that?
 Import Hypothetical II — Enforcement
Problems
(long term issues)
-- What are your options if the FDA detains
your product because it is “filthy?” What
are your options and what do you do?
What if you tried to clean the product, but
failed. Next the FDA issues you a Notice
of Action for refusal. What will the FDA
do and what will you do next? Your next
shipment of the same product is detained
for the same reason. Your boss wants an
explanation and how you are going to fix
the problem. What is your game plan?
Quitting your job is not an option.
4:30 p.m.

Session Wrap-Up, End of Day One

 FDA computer tracking program (OASIS)
-- Internal database
-- Violation codes
12:00 p.m. – 1:00 pm

DAY TWO
8:30 a.m. – 9:00 a.m.

Lunch Break

Continental Breakfast

1:00 p.m. – 2:30 p.m.

9:00 a.m. – 10:15 a.m.

Detention Process and Best Practices
 FDA automatic detention / import alert list
-- Detention by:
-- Country
-- Product type
-- Manufacturer
 Options for detained products
-- Reconditioning procedures
-- Form FDA 766 — reconditioning
agreement

Interacting with the FDA
 How to negotiate with the FDA
-- What to say and what not to say
-- How to set up a telephone call or faceto-face meeting
-- How to prepare for and conduct yourself
at a meeting with the FDA
10:15 a.m. – 10:30 a.m.

Break

10:30 a.m. – 12:00 p.m.

Managing Import Problems with the FDA
 Mitigating regulatory risk and FDA
enforcement damage
-- Shipping strategies and cargo options
-- Foreign supplier options
-- Third party laboratories
-- Insurance
 Inspection of foreign manufacturers
-- Third party audit
-- FDA inspection
 Foreign inspection damage control
 Responding to FDA’s inspectional
observations (“Form FDA 483”)
-- When to respond
-- What to say and not say
-- Verification
 Responding to the FDA’s warning letter and
manage automatic detention
-- When to respond
-- What to say and not say
-- Documentation
-- F/U inspection by the FDA
12:00 p.m. – 1:00 pm

Lunch Break
1:00 p.m. – 2:30 p.m.

FDA Exports
 Legal authority
 Adulteration and misbranding exemption
 Criteria requirements for using the export
exemption
-- Basic criteria (Sec. 801(e)(1) of the FD&C
Act)
-- New criteria and Tier I countries (Sec.
802 of the FD&C Act)
-- Special criteria for high-risk products
that do not meet new export criteria
(Sec. 801(e)(2) of the FD&C Act)
 Export certificates
-- Types and qualifications for use
-- How to obtain an export certificate

Group Break Out Interactive Exercises
 Export Hypothetical I — Selling a Recalled
Product Abroad
-- Your firm’s recalled some OTC product in
the U.S. because the instructions for use
on the label left out storage instructions.
You have lots of this product in your
warehouse just waiting to be shipped.
What are your options?
 Export Hypothetical II — Shipping a Product
Abroad Before Approval by a Foreign Country
-- Your new prescription product is made
for your market in France. You expect to
receive your CE mark in a few days. What
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will you do with the product now? Your next market will be Japan
and you expect approval in a few months. What can you do now?
To your surprise, France does not issue a CE mark and a cargo
ship will arrive in France in about 1 week. What will you do now?
This shipment was valued for $2,000 when it left Miami, now it is
worth a token amount of $1,000. What are your options.
2:30 p.m. – 2:45 p.m.

Break

HOTEL INFORMATION:
Doubletree Bethesda Hotel
8120 Wisconsin Avenue
Bethesda, MD 20814
Toll free: (800) 560-7753
Tel: +1 (301) 652-2000
www.doubletreebethesda.com
Room rate: $209 plus 13% tax
Reservation cut-off: Oct. 1, 2015

2:45 p.m. – 4:30 p.m.

FDA Import-for-Export
 Purpose and legal criteria
 Foreign Trade Zone status is for U.S. Customs, not FDA
 Procedures
-- Notification
-- Accountability
-- What is the “for further processing” criteria mean?

FDA’s Special Import Provisions

TUITION: $1,797
Tuition includes all conference
presentations, conference materials,
two breakfasts, two luncheons, and
refreshments.

 Trade Shows
 Return for Repair
 Compassionate Use
 Personal baggage
4:30 p.m.

Adjourn Workshop

Yes! S ign me up for the Successful Import/Export Programs
I understand the fee of $1,797 includes all workshop sessions, workshop materials, two breakfasts, two
luncheons and daily refreshments. Please call (888) 838-5578 or fax to (703) 538-7676.
INFORMATION:

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. Multiattendee 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%

Name_________________________________________________________________________________
Title _______________________________ Company ___________________________________________
Address________________________________________________________________________________
City___________________________________________________ State_________________ ZIP_______
Phone_______________________________________ Fax_______________________________________
Email _________________________________________________________________________________
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____________________________________________________________________________

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.
No-shows 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.
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