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FDA Guidance Aims to Improve
Demographic Data for Devices
The FDA released guidance to help the medical device industry analyze and report clinical study data on age, racial and ethnic
subgroups, noting there is relatively little clinical trial information
available on these subgroups.
The policy set forth in the new guidance applies to clinical
studies where device safety, effectiveness or benefit-risk profile is
expected to vary across the different subgroups.
The final guidance amends the draft version released in June
2016 in response to industry concerns. AdvaMed, for example, cautioned that extreme considerations of any clinically meaningful differences across the subgroups “could limit patient access to innovative medical devices.” The agency clarified that the considerations
should be taken into account if it is feasible to do so.
Other notable additions were requested by the 510(k) Coalition,
including a clarification on the need for assessing the intended use
(See Guidance, Page 2)

FDA to Launch PMA Pilot
Program This Month
The FDA is preparing its new Premarket Approval Application
Critical to Quality pilot program, created to give PMA applicants the
option to speak with the FDA on development of CtQ controls for
their devices and to forego the standard PMA pre-approval inspection.
As part of the voluntary program, which launches later this
month, the agency will focus on the PMA applicant’s implementation of the CtQ controls during a more intense post-market inspection that shines a spotlight on design, manufacturing, and quality
assurance practices.
The program is part of the agency’s Case for Quality effort to apply
innovative strategies that promote quality in medical devices instead of
(See Program, Page 4)
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FDA Recommends Risk-Based Animal
Testing of Organ Preservation Devices
Developers of medical devices designed to
preserve organs for transplant should carefully
evaluate the risk of injury to the organs as they
test the devices with animal subjects, whether
they measure outcomes in vivo or ex vivo, the
FDA says in new draft guidance.
Each of those approaches offers pluses and
minuses, the agency says.
When blood supply is restored to an organ
ex vivo — in an isolated setup — to test device
effectiveness, more detailed information can be
collected in a more controlled environment, the
guidance says. But the accuracy of that data in
predicting how the organ would fare in an actual
transplant is unclear, the guidance says.
In vivo testing, in which the organ is translated into a living recipient animal, offers more
direct assessment of results. But that method
involves lots of variables unrelated to the functioning of the device that can cloud the meaning
of the outcomes, the FDA said.
Read the draft guidance here: www.fdanews.com
/09-14-17-AnimalStudies.pdf. — Gregory Roberts

App for Substance Abuse Treatment
Wins FDA Marketing Clearance
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Guidance, from Page 1
population when using real-world evidence, and
a potential solution for controlling differences
across the subgroups when patients outside of the
U.S. are involved.
The guidance suggests ways firms should
consider the subgroups when designing clinical studies as well as interpreting the results.
The recommendations include being more specific with age groupings, distinguishing between
ethnicity and race, and including more specific
racial data in submissions.
The guidance also includes recommendations
for overcoming enrollment barriers, such as the
use of criteria that may unintentionally exclude
some groups. Enrollment strategies should
include “representative proportions of relevant
age, racial, and ethnic subgroups, which are consistent with the intended use population of the
device,” the guidance states.
Read the full guidance here: www.fdanews.
com/09-14-17-AgeRaceEthnicityGuidance.pdf.

Upcoming FDAnews
Webinars and Conferences
Sharpen your understanding of regulatory
compliance at these upcoming FDAnews
events. Click on the links below for details.

The FDA approved marketing of a prescription
smartphone app to help patients with substance
abuse issues. The app, reSET, from Pear Therapeutics, is the first approved mobile medical application for treatment of substance use disorder.

WEBINARS

The app is designed for use in outpatient therapy for abuse of alcohol, cocaine, marijuana and
stimulants. It is not intended for treatment of opioid dependence.

Process Capability Indices for Medical
Device Manufacturers
Sept. 26, 2017, 1:30 p.m. - 3:00 p.m. ET
www.fdanews.com/processcapabilityindices

The app delivers cognitive behavior therapy that teaches skills for increasing abstinence.
In clinical trials of a desktop-based version, it
achieved better results than those experienced
by patients who engaged in conventional face-toface therapy alone. — Gregory Roberts

CONFERENCE

Advertising Medical Products
Sept. 19, 2017, 1:30 p.m. - 3:00 p.m. ET
www.fdanews.com/advertisingmedicalproducts

Medical Device Quality & Compliance
Institute 2017
Sept. 18-21, 2017, Frederick, MD
www.fdanews.com/mdqci
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FDA Spells Out Which
Microneedlers Are Medical Devices
Manufacturers of microneedling instruments that go beyond removal of dead skin cells
should apply to the FDA for the first-ever marketing authorization of their products as medical
devices, the agency says in draft guidance.
The instruments, also known as needlers, dermal rollers or dermal stamps, are not now classified
by the FDA under medical device regulations. And
if the maker of an instrument claims it does no
more than give skin a luminous look or a smoother
feel — and the instrument does no more than
remove the outer layer of dead skin — than it won’t
be subject to those regulations, the FDA says.
But claims to eliminate wrinkles, scars,
stretch marks or acne or to stimulate collagen
production subject the instrument to regulation
as a medical device, as do other claims to affect
the structure of the body or to treat disease, the
guidance says. Also subject to regulation is any
microneedler that penetrates the outer layer of
skin to the living cells underneath.
Not covered by the guidance are acupuncture
needles, hypodermic needles, tattoo needles or
laser and ultrasound needle probes.
Read the full guidance here: www.fdanews.com
/09-14-17-Microneedles.pdf. — Gregory Roberts

FDA Officials Show Support
For Risk-Based CAPA Strategy
FDA officials welcomed a risk-based
approach to CAPA systems during a session at
2017 RAPS Regulatory Convergence, but cautioned that each CAPA investigation is unique.
EduQuest, a company founded by former FDA
investigators, created a framework that divides
CAPAs into three levels of risk. The first level is for
nonconformities that “could lead to death, serious
injury or illness,” the second is for those that “could
result in minor injuries or illnesses,” and the third is
for those that present an “improbable” risk.
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FDA senior advisor Carl Fischer and Adam Saltman, a medical officer at CDRH, agreed that the
framework is a good baseline for ensuring timeliness with CAPAs. “I think it’s very helpful to think
about these things in a framework,” Saltman said.
However, each CAPA action should be independently assessed because “levels of risks are all
open to interpretation,” Saltman said. He argued
it is important to also consider the likelihood
of harm and the severity of a harm. “You can’t
always go into these levels with hard differences.”
The officials were not able to say how many
at one time CAPAs would be considered too
many, but said a large number of open CAPAs is
likely to suggest a problem.
In Fischer’s view, a firm with too many
CAPAs either means too many things are being
swept up into the system or that the issues are
going in appropriately but not coming out.
“A few CAPAs is actually a good thing,” Fischer
said “It shows that the firm has the ability to pick up
quality signals, triage them and then take action.”

Judge Dismisses Whistleblower
Lawsuit Against Boston Scientific
A federal judge granted Boston Scientific’s
motion to dismiss a 2011 lawsuit alleging False
Claims Act violations related to the sale of certain
models of its Cognis and Teligen defibrillators.
The amended complaint in the whistleblower
lawsuit by physician Steven Higgins of Scripps
Memorial Hospital — who had worked with the
company as a researcher — claimed the manufacturer caused physicians to make false claims
for Medicare and other federal health care program reimbursements by certifying that the defibrillators were “reasonable and necessary for the
medical procedures in which the devices were
implanted,” according to the Aug. 29 court order.
Boston Scientific began selling the defibrillators in Europe in February 2008, and European
(See Lawsuit, Page 4)

Page 4

INTERNATIONAL DEVICES & DIAGNOSTICS MONITOR

Program, from Page 1
focusing only on compliance via the Quality System regulation. It’s a joint effort between CDRH
and the Office of Regulatory Affairs.
“Promoting and embracing a culture around
medical device quality will increase a manufacturer’s ability to produce high-quality, safe and
effective devices, and will also increase CDRH’s
ability to provide the necessary oversight to assure
devices on the market are high-quality, safe and
effective,” said FDA spokesperson Deborah Kotz.
Starting Sept. 29, FDA will open the applications process for the new program, accepting the
first nine participants with submissions that meet the
acceptance criteria. The pilot program will run from
then to Dec. 31, 2018. After that, said Kotz, the FDA
will assess the pilot to determine next steps.
The goal of the new program is to streamline the premarket approval process while assuring that a firm’s quality system includes rigorous
controls for features and characteristics considered critical to the safety and effectiveness of the
device, the agency said.
CDRH intends to work with participants to
define characteristics of the PMA device that are
critical to product quality and on how the characteristics are controlled in design and manufacturing prior to the post-market inspection.
Previously, CDRH’s Office of Compliance
completed a pilot program on implantable devices
containing batteries Critical to Quality Inspection, which established a collaborative framework for determining specific operations, design
considerations, and controls that most impact the
quality and safety of the devices.
Post-inspection feedback from ORA and
CDRH indicated that the FDA can improve
its approach for medical device inspections by
focusing on areas critical to the quality of the
device, which in turn will change the compliance
focus to influence better device quality.
Via that program, said Kotz, feedback from
firms and investigators provided valuable insight
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into outcomes such as inspection efficiency,
resource utilization, open dialogue, engagement,
transparency, and overall device quality.
“Opinions trended favorably from both firms
and investigators towards continuing the CtQ
inspections and further expanding the scope by
creating CtQs for more devices,” she said.
Valuable recommendations for improvement
included providing easier to read technical guidances to investigators and improving the scope of
inspections so that firms are inspected for technologies that are directly applicable to the firm’s
specific device, Kotz added. — Suz Redfearn
Lawsuit, from Page 3
doctors soon reported difficulties in securely
implanting them.
Higgins argued that Boston Scientific should
have amended the pre-market application supplement submitted on Dec. 7, 2007 for the Cognis and Teligen defibrillators because it was
required to alert the FDA as to the screw/header
malfunctions. Failing to amend the supplement
“misled the FDA in its review” of the defibrillators and rendered the supplement false and misleading, he said.
The FDA issued a Class II recall of the
devices on July 20, 2009.
The company maintained the allegations
made by Higgins were “substantially similar to
publicly disclosed facts,” and cautioned against
inferring fraud from the FDA’s recall.
U.S. District Judge Joan Ericksen in Minnesota dismissed the case after concluding that the
filing of an adverse event report is not necessarily
an admission that the device caused or contributed to the reportable event.
However, Ericksen found merit in other parts
of the case and gave Higgins 21 days from the
day of the ruling to file an amended complaint.
Read the court order here: www.fdanews.com
/09-06-17-BostonScientificCourtOrder.pdf.
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China’s New Device Catalog Makes
Significant Classification Changes
Medical device manufacturers with products in China should check their current product
portfolios against a new device catalog released
by China’s Food and Drug Administration to
develop transitional plans if any of their devices
will be reclassified.
The revised catalog, effective on Aug. 1, 2018,
will have considerable impact on device registration, manufacturing and distribution, according to
attorneys at Ropes & Gray, Shanghai.
Devices in China are divided into three regulatory classes based on risk, with highest risk
devices classified as Class III.
Devicemakers will need to figure out the
class of their devices by using the classification
catalog, CFDA’s device classification notices, and
classification rules for devices issued by CFDA
in 2015. Devicemakers should seek classification
opinions for any new devices not covered by the
catalog or CFDA’s device classification notices,
Ropes & Gray said.
The new catalog is more comprehensive than
the current version released in 2002. It reduces the
number of device categories to 22 from the current
43, based on the functions and clinical uses of the
devices. For each category, the new catalog contains primary type, sub-type, device description,
intended use, device examples and classification.
The new catalog also reclassifies the current
260 device types into 206 primary types, and
further subdivides the 206 primary types into
1,157 sub-types of products.
In addition, the revised catalog adds a
detailed description of the device features and
intended uses for each sub-type.
The revised catalog also includes 6,609 example devices in the device example column, while the
2002 catalog only listed 1,008 example devices.
The new version also down-classifies 40
devices to Class II (such as fully automated immunodiagnostic system, fully automated disposable
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biopsy needle) or Class I, and up-classifies certain
types of devices to Class III, such as automated
blood bank systems and active breathing devices.
The 2002 catalog has been criticized for not providing clear guidance to manufacturers seeking a
classification decision. In particular, it doesn’t include
product descriptions and intended uses for some
categories of products. The categories also overlap,
which can lead to inconsistent determinations.
The 2002 catalog is outdated and failed to
keep up with the “rapid proliferation of medical
devices and the growth of complex technologies
that have taken place in China,” said Grace Fu
Palma, founder and CEO of China Med Device.
The catalog has significant implications for
medical devices registrations and renewals, Fu
Palma said. In particular, if a device is not included
in the catalog, a manufacturer must go through an
expert panel forum to get it listed, which is timeconsuming and costly. — Tamra Sami

Early Ergonomics Studies Can Help
Combination Product Development
Early human-factor studies can address many
questions on usability before combination products enter clinical testing, according to John
Towns, a senior research fellow at Eli Lilly & Co.
The FDA expects sponsors to demonstrate
that iterations of device components have no
impact on the delivery of a drug — for example, in prefilled syringes and auto-injectors under
development — and human factors and ergonomics studies can help deliver that evidence, Towns
said during a presentation at the Joint Regulatory
Conference of the FDA and the Parenteral Drug
Association in Washington, D.C.
While the design and materials of the primary drug container and closure may remain
identical through the product’s development,
changes in handles, needle guards and even
labeling will need to be shown to have no adverse
impact on the patient.
(See Studies, Page 6)
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J&J Hit With $57 Million
Judgment in Pelvic Mesh Case
A jury in Philadelphia awarded a $57.1 million judgment to a woman who claimed she has
suffered years of pain from the failure of Johnson
& Johnson pelvic mesh implants.
The award is the largest in the five pelvicmesh cases decided for the plaintiffs in the last
two years in the Philadelphia Court of Common
Pleas, where more than 100 of the cases have
been consolidated. The jury in a sixth case did
not find Johnson & Johnson liable for damages.
In the latest case, Ella Elbaugh, of Manchester, Pennsylvania, sued Johnson & Johnson
and its mesh-marketing subsidiary, Ethicon, in
2013. She said doctors initially implanted mesh
in surgery on her in May 2007. In July 2007, she
underwent a second surgery to correct problems
with the first mesh and implant a second, and she
underwent additional corrective surgeries in 2011
and 2012.
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Studies, from Page 5
“You will be iterating the device all the way
through marketing,” Towns said, and each iteration should be using human factors information
as evidence.
In addition, by timing human factor studies before pivotal clinical trials, sponsors can
assess that a combination product will perform as
intended in a Phase III study, and will be representative of a commercial product, Towns said. When
human factor studies are performed after, care has
to be taken to not invalidate previous studies.
“By using human factors throughout the
development process, you can lower risk by
reducing the number of use errors,” added Shannon Hoste, who leads the human factors team at
CDRH’s Office of Device Evaluation.
Human factor validation studies can feature simulated- or actual-use environments. In actual-use
environments, real drug, and not a placebo, is used in
the evaluation of the user interface and critical tasks,
according to FDA draft guidance. — Conor Hale

12th Annual FDA Inspections Summit

An

Conference

Nov. 1-3, 2017 • Bethesda, MD (Washington, DC)
The FDA has a new Commissioner, Scott Gottlieb, and everyone in the drug and medical device industry has heard all the talk about fewer regulations and efforts by the agency to use more “carrot” and less “stick.” The approach typically changes whenever a new administration, and new
Commissioner, take the reins.
But the FDA always — always — does inspections, and is forever looking for a way to do them differently and better. You can’t afford to be
caught off guard. Warning letters, 483 citations, and hits to your reputation can cost you time, energy and money!
Come to Washington, DC, Nov. 1-3, for the 12th Annual FDA Inspections Summit, the must-attend conference of the regulatory year from
FDAnews. Here’s where you:
Meet the FDAers whose actions spell fortune — or failure ... lawyers and consultants who fight for you ... industry hot-shots who’ve sussed out
how to navigate a hyper-regulated milieu — and still prosper.
Discover how the reorganization of the ORA affects your specific products ... the metrics revolution that is pointing quality regulation in a new
direction ... the new rules affecting postmarket adverse event reporting and cGMP ... how to deal with difficult inspections ... and so much more!

Register online at: www.fdanews.com/fdainspectionssummit
Or call toll free: (888) 838-5578 (inside the U.S.) or +1 (703) 538-7600
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Abbott Halts Sales
Of Bioresorbable Vascular Stent
Abbott pulled its absorbable vascular scaffold
Absorb from the market on Sep. 14, saying the
product cost more to make than it earned.
But the company plans to keep working on a
next generation bioresorbable device, and notes
the technology offers patients the possibility of
living without permanent metallic implants.
The first-generation device took longer than
anticipated to implant, Abbott spokesperson
Kristina Becker told FDAnews. “The secondgeneration device has a thinner profile and is easier to deliver.”
Approved by the FDA in July 2016, Absorb
was designed to limit scar tissue growth and be
fully absorbed in the body over the course of
about three years in implanted patients with coronary artery disease.
All sizes of the first-generation Absorb bioresorbable vascular scaffold system and its Absorb
GT1 system were discontinued.

GAO Flags Technical Challenges
For Disease Diagnostic Devices
Government Accountability Office researchers visited eight devicemakers in connection
with a new report on diagnostic medical devices
and found that the regulatory review process
poses an obstacle to applying the technology in
the marketplace.
The report focused on multiplex point-of-care
technologies (MPOCTs) used to diagnose infectious diseases by simultaneously testing for the
presence of different pathogens.
One obstacle cited was the need to apply for
FDA waivers to allow untrained users to operate
the devices.
Another obstacle to the use the devices is their
cost, which ranges from $25,000 to $530,000, with
costs per test ranging from $20 to $200.
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The report said technical challenges to developing multiplex assays, which can slow MPOCT
development and increase costs, include:
● The lack of access to patient samples;
● The lack of reliable genetic data bases;
● Difficulties associated with modifying the
assays, such as the need to consider new
interactions based on the modification and
the requirement to obtain FDA approval
before marketing the modified test;
● Constraints on what can be detected, in
part due to design limitations.
The potential benefits of MPOCTs include
improved patient health care and management,
more appropriate use of antibiotics, limiting the
spread of disease and cost savings. Some stakeholders interviewed by the GAO said more clinical studies are necessary to establish the impact
of the MPOCTs on patient outcomes.
Read the full report here: www.fdanews.com/
09-15-17-GAOreport.pdf. — Gregory Roberts

APPROVALS
CSA Medical Wins Expanded FDA
Clearance for TruFreeze Cryotherapy
CSA Medical won expanded 510(k) clearance
for its TruFreeze spray cryotherapy system.
The system is now cleared for use on patients
with Barrett’s esophagus with low grade dysplasia. The device was previously approved for high
grade dysplasia as well as malignancies, the Boston-based company said.
The TruFreeze system is designed for use in
dermatology, gynecology, general surgery and to
ablate benign and malignant lesions.
Dextera Surgical Gets Expanded
Clearance for MicroCutter 5/80 Stapler
Dextera Surgical won expanded FDA 510(k)
clearance for its MicroCutter 5/80 stapler and
associated reloads, now cleared for open solid
(See Approvals, Page 8)
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organ dissection techniques. The new clearance
covers use on organs including the liver, kidney,
pancreas and spleen.
The device is designed for transection and resection procedures in multiple open or minimally invasive urologic, thoracic and pediatric surgical procedures or creation of anastomoses in the small and
large intestine and the transection of the appendix.
The expanded indication represents an additional
44,000 procedures in the United States annually.
Leica Wins FDA Clearance
For Novel Microscopy Filter
Leica Microsystems won FDA clearance for its
FL560 fluorescence microscope filter for use with the
dye fluorescein to view cerebrovascular blood flow.
The device works with the M530 OH6 neurosurgical microscope. After injection of fluorescein, the
surgical team can see blood fluorescing in greenish/
yellow, providing contrast between the blood flow
and surrounding anatomy so both can be seen.
Using two illumination methods, the device
can treat fluorescence differently than white light.
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Migraine Treatment Device
Wins Marketing Clearance
Devicemaker eNeura received 510(k) clearance from the FDA for the eNeura Spring TMS
for treatment of migraine headache.
The prescription-only device uses singlepulse transcranial magnetic stimulation to induce
a mild electric current that modulates nerve cells
in the brain. Patients push a button to deliver a
magnetic pulse to treat a migraine attack and or
to prevent the onset of future migraine attacks.
SpringTMS has CE Marking in Europe for the
acute treatment of migraine and migraine prevention.
ClaroNav Wins 510(k) Clearance
For NaviENT Surgical Navigation System
ClaroNav won FDA 510(k) clearance for its
NaviENT surgical navigation system designed
for endoscopic sinus and skull base surgery.
The image-guided surgical navigation system
helps surgeons identify complex anatomic structures.
ClaroNav plans to launch the product in the
U.S. in the coming months. The device had previously been granted CE mark approval for the European market and Health Canada approval in 2016.

Gecko Biomedical Receives CE
Mark for SETALUM Sealant
Gecko Biomedical received a CE Mark for its
SETALUM Sealant.

NuVasive Receives 510(k)
Clearance for Pediatric Implant
The FDA cleared NuVasive’s redesigned
Magec system with its Reline Small Stature system for pediatric use.

The bioresorbable sealant can be used as an
add-on to sutures during vascular surgery. The
polymer is applied to tissue in-situ and activated
using a proprietary light activation pen.

The Magec system uses magnets within
adjustable growing rods to treat early-onset scoliosis. Reline Small Stature is a designed to provide
optimal strength with a reduced implant profile.

The CE Mark is the first regulatory validation
of the company’s polymer platform.

The device is the only small stature system
compatible with the 5.0 millimeter Magec rod.
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former FDA Deputy Associate Commissioner for Regulatory Operations

FDA’s ORA Reorg and What it Means for Inspections
Preparing for the MDSAP Audit Process: A Case Study from the Manufacturer’s Perspective
Building Your Best Internal Audit Team for Quality Results
Plus twin tracks for drug/biologics and device manufacturers and two
pre-conference workshops,focusing on FDA Inspection Management and QSIT Secrets.
Expert panels featuring current and former FDA officials and industry professionals:
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DAVID CHESNEY
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Deputy Director, Office of Regulatory Policy, CDER,
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 FDA Field Investigators: What They Look For, What Problems are Emerging and AMA
(Ask Me Anything)
 The US/EU Mutual Recognition of Drug GMP Inspections: Practical Consequences for
Manufacturers
 European Medical Device Regulations — Preparing for the Storm
FEATURED EXPERT SPEAKERS:
JOHN AVELLANET, Managing Director and
Principal, Cerulean Associates LLC

SUSAN SCHNIEPP, Fellow, Regulatory Compliance
Associates, Inc.

KATLIN BACKFIELD, Attorney at Law, Consultant,
Backfield PLLC

CYNTHIA SCHNEDAR, Executive Vice President,
Regulatory Compliance, Greenleaf; former Director
of the Office of Compliance, CDER, FDA

MARK BROWN, Partner, King & Spalding
CONNIE HOY, Executive Vice President of RA/QA,
Cynosure
IBIM TARIAH, Ph.D., Technical Director, BSI
Americas Inc.
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VICKY STOAKES, President, IntegRx, Inc.; former
FDA Chemist, ACNA and Investigator, Atlanta District
Office Drug Cadre
KARL VAHEY, Vice President Manufacturing Quality,
Patient Monitoring and Recovery, MITG, Medtronic

DANA CORRIGAN, J.D.
Associate Commissioner, Office of Global Regulatory
Operations and Policy, OC, FDA (Invited)

DOUGLAS STEARNS
Director, Office of Enforcement and Import
Operations, ORA (Invited)

www.FDAInspectionsSummit.com | (888) 838-5578

Pre-conference Workshops Agenda

Day 1 Agenda

WED., NOV. 1 (1– 5 p.m.)

THURS., NOV. 2

DRUGS & BIOLOGICS TRACK

Flawless FDA Inspection Handling and
Response
Rated #1 Pre-Conference Workshop in Inspection
Summit History — Updated for FDA’s New
Inspection Techniques!
John Avellanet of Cerulean Associates — one of the
industry’s top inspectional readiness experts — is
back to teach proven techniques to manage FDA
investigators on-site, how to defend yourself where
it’s appropriate and craft 483 responses that fend off
warning letters.
Plus, in a special portion of this must-attend preconference, he’ll explain how the FDA’s New Inspection
Protocol Project inspection technique could trip up
companies that have always had good compliance
records. He’ll profile a company that had years of clean
inspections, only to be blindsided with a bad inspection
based on NIPP. You can’t afford to miss this session!
Compliance pros know that getting an FDA investigator
in and out as quickly as possible is the best strategy. The
longer an FDA investigator is on site, the more likely you’ll
be handed a multi-page 483.
And if you think racking up those observations are bad,
even worse is crafting a response, plowing it through
your internal departments and getting it back to the
FDA in just 15 days. Oh, did we mention the response
must be detailed, provide a well-documented root cause
analysis and spell-out solutions to assure the problem
never happens again?
You’ll learn how to prepare for an inspection, how to
encourage the investigator to see you in a “state-ofcontrol,” and how — if the worst happens — to manage
a 483 observation and not get a warning letter.
Attendees will learn:
 The results of a case study of how a firm that
passed 9 previous inspections suddenly failed
under FDA’s new NIPP inspection technique
 Critical inspection preparation techniques every
member of your team must commit to memory —
especially useful for those surprise FDA visits
 Hidden tactics FDA investigators use to test your
controls and are taught to probe your answers for
weakness
 How to speed the inspection to minimize the risk
of 483 observations, while always remaining
respectful
 What really needs to be in your regulatory
inspection handling SOPs — tips for cutting
corporate-speak and unnecessary verbiage that
doesn’t help

ready for your immediate implementation
 Three inspection handling and response checklists
— ready for you to use right away
 An observation-closure matrix — ready to speed
you out of FDA trouble
John Avellanet, Managing Director and Principal,
Cerulean Associates LLC

MEDICAL DEVICES TRACK

No More 483s - QSIT Secrets to Assure
Clean Inspections
Customized, Interactive and Full Of Valuable
Take-Aways, This Pre-Conference
Workshop is a Must Attend
Recently, a top FDA investigator — in a candid moment
— said “I’m still amazed I can go to a firm and they
haven’t read the QSIT guide.”
After 18 years, too many devicemakers ignore the
Quality System Inspection Techniques (QSIT) Guidance
to their peril.
FDAnews is proud to have QSIT expert Julie Larsen,
Principal/Director, Inspection Readiness Services at
BioTeknica, provide her secrets for using the QSIT’s
details to assure your next inspection is squeaky clean.
Julie knows the QSIT guidance, and how to apply it, to
device companies of all sizes and all product classes. In
just four hours, you’ll learn the hidden traps inside this
important inspection technique and several take-away
ideas you can put to immediate use.
This interactive workshop will dive deep into these key
issues:
 How to use the QSIT’s specifics to assure your
internal audits have covered and confirmed
compliance with FDA’s expectations
 Examples of companies that have used the QSIT in
both positive and negative ways — many of these
will surprise you!
 Tips and tricks for being uber-prepared —
especially being prompt with answers to
investigators’ questions and being able to produce
documents in a timely manner
 Best industry tools for internal audits
Unlike other preconferences you’ve attended in the
past, Julie will break attendees into working groups to
flush out inspectional problems attendees are having.
She’ll then offer her insights on the best-in-class tools
available and best practices to solve your problems.
BONUS: In addition to Julie’s expert tips, attendees will
receive these MUST-HAVE reference documents worth
the registration fee alone, including:

 How to write an inspection response designed to
reduce the likelihood of a warning letter — and
tips and tricks to get sign-offs quickly from even
the toughest groups (like legal)

 A detailed QSIT checklist that attendees can
immediately apply to their current inspection prep
SOP

 What FDA staff look for in your replies and the top
red flags they notice

 10 key questions to use in assessing your
company’s state of readiness for an FDA QSIT
inspection

BONUS: Attendees will receive:
 A sample regulatory inspection handling SOP —

Julie Larsen, Principal/Director, Inspection
Readiness Services, BioTeknica

8:00 a.m. – 8:30 a.m. | REGISTRATION &
CONTINENTAL BREAKFAST
8:30 a.m. – 8:45 a.m.
Opening Comments by Chairperson Steve
Niedelman, Lead Quality Systems and Compliance
Consultant, King and Spalding, former FDA
Deputy Associate Commissioner for Regulatory
Operations

8:45 a.m. – 9:30 a.m.
FDA’s ORA Reorg and What it Means for Inspections
The FDA reorganized its Office of Regulatory Affairs
inspectorate to more closely align inspection efforts with
the myriad types of products it regulates — essentially
organizing staff by area of expertise instead of geographic
region. Will inspections happen more frequently? Does
this make inspection outcomes more predictable or less?
Will inspections be conducted faster if they are done by
experts, or will they take longer to go through more detail?
Associate Commissioner Ellen Morrison will discuss the
latest developments and talk about what to expect from
the changes.
Ellen Morrison, Associate Commissioner, OMPTO,
ORA, FDA

9:30 a.m. – 10:15 a.m.
The World of FDA Quality Metrics: Yesterday,
Today and Tomorrow
CDER and CBER have the Quality Metrics Submission
guidance. CDRH has the Case for Quality initiative. All
centers are driving towards a culture of quality within
the life sciences industry. Marla Phillips has a unique
perspective that comes from working on both sides of
the line. With the FDA, she co-led the CDRH metrics
initiative, and with PricewaterhouseCoopers, she co-led
the pharmaceutical metrics initiative. Her presentation
will examine the difference between the two initiatives,
their progress, the differences and the similarities in their
metrics. From her industry experience, she will examine
the potential impacts, the unintended outcomes and how
to protect everyone’s time from doing busy work that
does not achieve the end goal. She will also share her
thoughts of where these initiatives are headed.
Marla A. Phillips, Ph.D., Director, Xavier Health,
Xavier University

10:15 a.m. – 11:00 a.m.
Postmarket Adverse Event Reporting and cGMP:
What You Absolutely Need to Know
The FDA issued two final rules that set forth the
postmarket safety reporting and current good
manufacturing practices (cGMP) requirements for
combination product and constituent part sponsors. This
session summarizes key concepts and provides insightful
case studies about how the rules work in the real world.
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(cont.)

Day 1 Agenda (cont.)
THURS., NOV. 2

Katlin Backfield, Attorney at Law, Consultant,
Backfield PLLC; former Associate Chief Council for
Drugs, OCC, FDA

11:00 a.m. – 11:20 a.m. | BREAK

11:20 a.m. – 3:30 p.m.
Two Concurrent Breakout Tracks
Track 1 — Drugs & Biologics
Track 2 — Medical Devices

12:15 p.m. – 1:00 p.m.
Cautionary Tales: Words to the Wise on
Compliance
Those who fail to learn from the mistakes of others
are destined to repeat them. Using real situations
encountered by pharmaceutical and biologics firms,
discover strategies for staying up-to-date with FDA
cGMP regulations. Examples of non-compliance are
presented with suggestions for applying these lessons
and improving your regulatory compliance strategies.
Vicky Stoakes, President, IntegRx, Inc.; former
FDA Chemist, ACNA and Investigator, Atlanta
District Office Drug Cadre

3:30 p.m. – 3:50 p.m. | BREAK
1:00 p.m. – 2:00 p.m. | LUNCH
3:50 p.m. – 5:15 p.m. |
PLENARY PANEL DISCUSSION

2:00 p.m. – 3:30 p.m.

5:15 p.m. – 6:30 p.m. |
NETWORKING RECEPTION

The US/EU Mutual Recognition of Drug GMP
Inspections: Practical Consequences for
Manufacturers

DRUGS & BIOLOGICS TRACK
11:20 a.m. – 11:30 a.m. |
MODERATOR COMMENTS
David Chesney, Principal and General Manager,
DL Chesney Consulting, LLC; former FDA District
Director for the San Francisco office
11:30 a.m. – 12:15 p.m.
FDA Regulatory Policy Roadmap: FDA Shares its
Priorities for 2018
The FDA is constantly looking at new and more efficient
ways to regulate drugs and medical devices. Under a
new commissioner, the Office of Regulatory Policy (ORP)
has identified a specific set of priorities that you need
to know about. Some issues are very familiar, such as
responding to an opioid epidemic that Commissioner
Scott Gottlieb has called his “highest immediate priority.”
Other initiatives are less publicized but just as important.
How will the agency modernize its assessment of
manufacturing facilities? How does it manage innovations
in drug development? Now that Gottlieb has made
getting more generic drugs approved a priority, what
are the implications for regulatory development? Will
initiatives to harmonize efforts with international regulatory
organizations mean changes domestically? Carol Bennett,
Deputy Director Office of Regulatory Policy at CDER will
review the recent actions within CDER and the outline
priorities looking into 2018.
Carol Bennett, JD, Deputy Director, Office of
Regulatory Policy, CDER, FDA (Invited)

In March, the US and European Union signed a mutual
recognition agreement (MRA) to recognize each other’s
drug GMP inspections. This is good news for the
industry that should see fewer inspections. However,
it doesn’t come without some concerns. First, each
inspection now has greater consequences as any
problem will now be a red flag for multiple agencies.
Also, if regulatory agencies share information, what
does that mean for information confidentiality? Plus,
the EMA retained authority to conduct inspections in
“extraordinary circumstances,” but what does that
mean, exactly? The FDA has until November to assess
regulatory authorities in eight EU countries to trigger
the start of the implementation of the agreement. How
close are they? The agreement doesn’t mean European
GMP regulations are less important — in fact, they are
as important as ever. Come hear experts describe the
practical implications of this agreement for drug GMP
inspections so you’re not caught off guard.
Moderator: David Chesney, Principal and General
Manager, DL Chesney Consulting, LLC; former FDA
District Director for the San Francisco office
Dara Corrigan, J.D., Associate Commissioner,
Office of Global Regulatory Operations and Policy,
OC, FDA (Invited)
Cynthia Schnedar, Executive Vice President,
Regulatory Compliance, Greenleaf; former
Director of the Office of Compliance, CDER, FDA
Katlin Backfield, Attorney at Law, Consultant,
Backfield PLLC

MEDICAL DEVICES TRACK
11:20 a.m. – 11:30 a.m. |
MODERATOR COMMENTS
Julie Larsen, Principal/Director, Inspection
Readiness Services, BioTeknica
11:30 a.m. – 12:15 p.m.
CDRH’s New Inspection Strategy for 2018: How it
Will Impact Your Company
This is not your father’s CDRH. There’s more emphasis on
global activities and a greater expectation of transparency
and data security. You’ll hear the director of compliance
discuss and answer questions about these important
issues:
 The new inspection approach/strategy for medical
devices in 2017-2018 and its practical impact on your
business
 The new CDRH, ORA and the Office of Crisis
Management (OCM) streamlined process for medical
devices and what it all means for electronic product
related consumer complaints and Allegations of
Regulatory Misconduct (ARMs)
 The new CDRH and ORA process to measure,
document, and report on public health outcome
metrics and how it will affect inspection compliance
Robin Newman, Director, Office of Compliance,
CDRH, FDA (Invited)

12:15 p.m. – 1:00 p.m.
Preparing for the MDSAP Audit Process: A Case
Study from the Manufacturer’s Perspective
Manufacturers entering the Medical Device Single Audit
Program undergo an assessment performed by a single
third-party inspector that proves compliance in the US,
Canada, Australia, Brazil, the EU and Japan. The audit
process is not what you’re used to compared to an FDA
or ISO audit. Cynosure has successfully certified two
manufacturing sites in the last year. The Cynosure facility
in MA (1,000 people) was audited as part of the MDSAP
in October 2016 and their facility in NY (40 people) was
audited to the MDSAP in March 2017. Both facilities
passed the audit with only minor findings.
Executive Vice President of RA/QA Connie Hoy will
take you through the preparation process from the
manufacturing perspective. You will also hear what
lessons they learned along the way, what they would
have done differently and how it compares to a corporate
audit versus a small manufacturing plant audit.
This presentation will cover:

Mark Brown, Partner, King & Spalding

 What they did to prepare for the audit

3:30 p.m. – 3:50 p.m. | BREAK

 The audit flow and how it differs from QSIT and ISO
audits
(cont.)
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THURS., NOV. 2

FRI., NOV. 2

 The differences and similarities between preparing the
two plants
 What they would do differently to prepare now that
they have undergone the process
Connie Hoy, Executive Vice President of RA/QA,
Cynosure

Attendees will learn:
 What information does an investigator have before he
or she shows up at your door?

Building Your Best Internal Audit Team for Quality
Results

 Do investigators prepare differently for different
companies, plants or products?

An internal audit of your quality management system
should be a collaboration, not a confrontation, with
auditor and auditee working together to spot issues that
weaken your system. You need to move your audit team
beyond the “blame and shame” mindset that can keep
them from openly and honestly sharing the information
you need to work out solutions and make your QMS
stronger.

 What is the first thing they notice when they enter a
plant?

1:00 p.m. – 2:00 p.m. | LUNCH

 How do investigators apply QSIT and other
inspectional techniques to the QSR?

2:00 p.m. – 3:30 p.m.

 Why they include items in the EIR and Form 483 and
how they take into account your comments

Panel Discussion: European Medical Device
Regulations — Preparing for the Storm
Like a line of thunderstorms developed on a weather
front, various regulatory agencies will move through
your company to check up on the Quality Management
System. Each visit will be different because they will look
at different aspects. The FDA will check your adherence
to US regulations. The MDSAP will help prepare you
for Canada, Australia, Brazil and other jurisdictions in
the program. The unknown factor is the status of the
MDR Notified Bodies (NB). There aren’t any yet, as the
regulation moves through its transition process. We do
know that qualifying NBs will conduct audits that are
more rigorous than under the directives. The MDR Annex
VII, Section 4.5. Conformity Assessment Activities, lists
specific requirements for the NB to cover during an audit.
This expert panel will take you through the changes and
what you need to know to be prepared to continue to
market or bring your product to market in Europe.
Moderator: Julie Larsen, Principal/Director,
Inspection Readiness Services, BioTeknica
Dan O’Leary, President, Ombu Enterprises LLC
Ibim Tariah, Technical Director, BSI Americas Inc.
Karl Vahey, Vice President Manufacturing Quality,
Patient Monitoring and Recovery, Medtronic

3:30 p.m. – 3:50 p.m. | BREAK

PLUS, this panel will take your questions (anonymously if
you wish). So, here is your chance to ask questions and
get answers straight from investigators in the field every
day! Don’t miss this opportunity to get your answers!
5:15 p.m. – 6:30 p.m. |
NETWORKING RECEPTION

8:00 a.m. – 8:30 a.m. | REGISTRATION &
CONTINENTAL BREAKFAST

Opening Comments by Chairperson Steve
Niedelman, Lead Quality Systems and Compliance
Consultant, King and Spalding, former FDA
Deputy Associate Commissioner for Regulatory
Operations

8:45 a.m. – 9:30 a.m.
FDA’s Office of Regulatory Affairs: Enforcement
Update
This presentation will focus on ORA’s Office of
Enforcement priorities for 2018, and changes to how the
office approaches the process. This session will ensure
attendees have the latest information on how they can
more proactively prepare for FDA investigators.
Attendees will learn:
 The latest on the FDA’s re-organization of the
inspectional corps

3:50 p.m. – 5:15 p.m.

 The FDA’s position on recalls and the possible
actions the Office of Enforcement can take in the
wake of them

Ever wonder what an investigator is thinking when
they receive their next inspection assignment? What
framework they follow, and what affects their thinking
during an inspection? This presentation will give you a
glimpse into the inner workings of an investigator’s mind
before, during and after an inspection.

Your internal audits can be a positive and productive
experience for all if you apply the lessons in this session:
 How to train your employees to handle audits in the
most productive way;
 How to select the best auditor to work with your
team;
 How to follow the internal audit with corrective action;
 How to report audit findings to management and get
them to buy in to suggested solutions; and
 How to evaluate your internal auditing system’s
effectiveness.
Susan Schniepp, Distinguished Fellow, Regulatory
Compliance Associates, Inc.

8:30 a.m. – 8:45 a.m.

Plenary Session Panel Discussion

FDA Field Investigators Panel: What They Look
For, What Problems are Emerging and AMA (Ask
Me Anything)

9:30 a.m. – 10:15 a.m.

 Effectiveness of criminal sanctions in improving
compliance among drug and device company senior
management
 Whether 483s and warning letters will be produced
more quickly and highlighted for the public as a
deterrent to poor corporate behavior
Douglas Stearns, Director, Office of Enforcement
and Import Operations, ORA (Invited)

10:15 a.m. – 10:30 a.m. | BREAK
10:30 a.m. – 12:00 p.m.
How to Deal with Difficult Inspections
Co-Chair Steve Niedelman and long-time industry
expert, David Chesney, will provide real-world scenarios
for dealing with tense inspections. Through open
discussion and feedback, the audience will work together
to come to the correct conclusion for each scenario.
Steve Niedelman, Lead Quality Systems and
Compliance Consultant, King and Spalding LLP;
former FDA Deputy Associate Commissioner for
Regulatory Operations
David Chesney, Principal and General Manager,
DL Chesney Consulting, LLC; former FDA District
Director for the San Francisco office

12:00 p.m. | SUMMIT ADJOURNS

“

“Great and interesting sessions.
Great panel discussions and attendee
participation.”
— Johanna Stamates, Executive Director Research Compliance and Quality
Assurance, University of Miami
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luncheon, one reception, and refreshments. BONUS:
Registration includes six month access to archived
session recordings after the conference.
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decided to stream it live! It’s a great way to see
sessions as they happen. Registration is quick and
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your mouse. BONUS: Includes six month access to
archived session recordings after the conference.
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and view the presentation materials in real-time.
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The FDA Inspections Summit — now in its 12th year — has fast become the “go-to” event for
regulatory, compliance and quality assurance professionals and the one place to discover the tools
and techniques to improve your inspectional readiness.
Join us for this rare opportunity to interact with top officials from CDER, CDRH, the Office of
Regulatory Affairs and other outstanding industry leaders to discuss debate and uncover the latest
priorities, expectations and best practices.
NO OTHER conference brings together so many of the industry’s inspectional professionals. This is
your one chance to come to the nation’s capital and interact with the top minds in the FDA arena.
As you network with these senior-level professionals, you’ll discuss the latest developments from the
FDA and Congress and how you need to position your firm to assure successful inspections.

WHO SHOULD ATTEND?
Executive Management
Regulatory Affairs
Quality Assurance/Quality
Control
Legal and Compliance Officers
Consultants/Service Providers
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