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FDA Should Include More Factors
In Risk Calculations, Groups Comment
FDA guidance on risk-benefit decisionmaking in premarket
device approvals should include multiple factors for determining
whether a device presents low risk, the Medical Imaging & Technology Alliance said in comments on the final guidance.
MITI said the guidance “appears to justify a ‘low’ risk level based
on ‘no actual injuries’ from the field or complaints.” The association
argued that “rating a risk to be ‘low’ should be based on many other
factors such as engineering, scientific and medical evidence.”
For the recommendations to rely on “no actual injuries or death”
alone may lead to misclassification of risk levels, the group said.
“MITA encourages the FDA to modify the draft guidance and add
additional rationale.”
(See Risk, Page 2)

HHS Mandate to Publish Full Trial Results
Backed Up With Funding Sanctions
The expanded HHS mandate that clinical trial investigators publish their full results on ClinicalTrials.gov is backed up with strong
consequences for non-compliance that will be enforced by the FDA
and the National Institutes of Health.
Starting in 2017, HHS will require that all clinical trials — even
privately funded, industry-sponsored studies, as well as studies that
fail to hit their endpoints — must register and publish their results in
the public database in a timely manner.
“I’m expecting a flood of trials to get registered,” said FDA
Commissioner Robert Califf.
“I agree with that,” said NIH Director Francis Collins. “I don’t
think anyone wants to be on the wall of shame.”
Previous regulations, such as those issued under the FDA
Amendments Act of 2007, were very ambiguous in defining which
(See HHS, Page 4)
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Risk, from Page 1
The guidance, issued Aug. 24, is scheduled to
take effect Oct. 23 (IDDM, Aug. 29).
MITA also advised the agency to identify an effective mitigation strategy to reduce
device risk levels. That could include design
or preventive controls. “Devices with certain
mitigation techniques (e.g., alarms) should be
treated differently than devices that do not
employ such techniques regarding the risk levels,” MITA said.
Additionally, the group requested more information about planned pilot programs that will
help the FDA decide how to apply the risk-benefit framework described in the guidance. Among
other things, MITA asked what types of devices
would be included in the pilots, as well as their
likely starting times.
Risks of Nonconforming Devices
Hospira also raised concerns about risk calculation methods. According to the guidance, one
method to determine likelihood of harm from a
nonconforming device is to take the number of
patients treated with the nonconforming device
who were harmed and divide that by the total
number of patients treated with the nonconforming devices.
Hospira said “the suggested method is overly
simplified and will not apply to most realistic
situations.” It recommended against providing a
suggested method for this factor and said each
case will present unique variables. “Teams will
need to work through the individual situations
and determine the best way to assess these likelihood factors,” Hospira said, adding that the guidance should instruct manufacturers to provide
their data, calculations and rationales.
In a similar vein, Hospira asked the FDA to
remove a statement that one method of calculating the likelihood of medical device nonconformity is to identify the number of nonconforming medical devices and divide it by the total
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number of medical devices manufactured under
the same conditions.
While this is suggested as one potential
method, it could “be interpreted by many as the
correct way to calculate the likelihood of medical device nonconformity,” Hospira said. Instead,
manufacturers should again be asked to provide
their data, calculations and rationales.
The FDA needs to train center staff and field
staff to make sure they apply the guidance consistently, AdvaMed said.
In its comments, the group raised concerns
about FDA implementing the guidance without
such training, as well as concerns about “lack of
specificity,” making it difficult to apply consistently.
The guidance “does not provide an explanation or examples of how FDA will evaluate these
benefit and risk factors to make a final [enforcement] decision,” AdvaMed wrote. Additionally,
“it is unclear how a manufacturer can anticipate
FDA’s risk tolerance.”
Read the FDA guidance here: www.fdanews.
com/08-24-16-Denovoguidance.pdf. — April Hollis

FDA Approves Medtronic’s
Artificial Pancreas
The FDA has approved the first artificial pancreas, which automatically monitors glucose and
provides the appropriate insulin dose.
Medtronic’s MiniMed 670G hybrid closed-loop
system is indicated for patients with type 1 diabetes
who are 14 years of age and older.
The device has a sensor that attaches to the
body under the skin and an insulin pump that is
strapped to the body. An infusion patch connects
to the pump to deliver the basal insulin.
Medtronic is also conducting a pediatric
study in patients ages 7 to 13.
Regulatory approval of the MiniMed 670G is
expected outside of the U.S. in summer 2017.
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China Proposes Expanded Criteria,
Higher Penalties for Device Recalls
China FDA is proposing expanded requirements for medical device recalls and higher fines
for manufacturers that fail to issue recalls.
The proposed rules change the standards for
when a recall would be required. Under the new
rules, a recall would be required for devices that
do not comply with the technical requirements
that were filed as part of the products’ premarket
approval application.
Current rules require manufacturers to recall
devices that present an “unreasonable risk of
harm to human health and life safety in the
course of normal use,” the law firm Covington &
Burling said in a note to clients.
The draft removes the definition for “defects,”
said Katherine Wang, a partner with Ropes
& Gray in Shanghai. It further delineates the
scope of device recalls into the following four
categories:
1. Any products that have unreasonable risks
of endangering human health and safety
that may be caused by such products under normal conditions of use;
2. Any products that fail to meet mandatory
standards or the technical requirements
for device registrations;
3. Any products that have unreasonable
risks caused by failures related to GMP or
GSP; and
4. Other products that may require recalls.
The rules would significantly expand the
agency’s reach, Wang said.
Expanded Reporting Requirements
The proposed rules would also expand defect
reporting requirements for device distributors
and hospitals. For example, a confirmed device
defect triggers an adverse event report under current rules. The proposed rules “require a report if
there is a possible defect,” according to Covington & Burling.
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“If device manufacturers fail to meet any
recall requirements from the CFDA or local
FDAs or refuse to recall the devices, the administrative authorities may impose legal penalties,”
Wang said.
Currently devicemakers pay a maximum penalty of up to three times the value of the medical device for failing to issue recalls. Under the
proposed rules, devicemakers could pay up to 10
times the value of the device. The minimum penalty would increase from RMB 1,000 to RMB
5,000 under the proposal.
“Another highlight in the draft is that it
imposes the recall obligations on the legal agent
designated by a foreign device manufacturer in
China for an imported device,” Wang said.
CFDA has steadily been revising its regulations for medical devices over the last few
months.
In August, the agency announced an accelerated pathway for breakthrough medical devices
that is similar to the country’s “green channel” for breakthrough therapies. To be eligible
for the pathway, the intellectual property for the
device needs to be held in China, and the device
needs to represent an improvement over existing technology, John Balzano, special counsel
for Covington and Burling said during a recent
FDAnews webinar (IDDM, Sept. 12).
In late June, the agency announced it would
be requiring distributors of Class II and III
devices to conduct self-inspections and report
on their business activities. Manufacturers with
distribution hubs in China will also need to conduct audits of their distributors to ensure they are
compliant (IDDM, June 27).
In early June, the agency released details
on how it will regulate clinical trials and onsite inspections. It outlined compliance policies
and how it will authenticate clinical trial data
in its first-ever draft guidance on clinical trials
for devices. The document also discusses which
devices will be exempt from clinical studies
(IDDM, June 6). — Tamra Sami

Page 4

INTERNATIONAL DEVICES & DIAGNOSTICS MONITOR

HHS, from Page 1
trials needed to report their results. The rule new
provides a clear checklist to determine whether a
clinical trial falls under the requirements. ClinicalTrials.gov currently hosts over 224,000 registered trials, but only about 10 percent provide full
study results.
“This will be a change in business as usual,”
said Collins during a conference call with reporters. “This is not a rule that lacks compliance; it
does in fact have some teeth.”
The HHS rule does not apply to Phase I clinical trials or small device feasibility studies, but
it does cover controlled investigations of products subject to FDA regulation and interventional
studies evaluating a device. International studies
that have at least one site in the U.S. will also be
subject to the rule.
Deadlines for Posting
Researchers will be responsible for registering on ClinicalTrials.gov within 21 days of
enrolling their first patient, and must submit
recruitment information, site locations and contacts. Trial results must be posted within one year
of the trial’s completion, but the rule allows for
a possible delay of up to two additional years for
trials of unapproved products.
Although not previously required, the results
submission now must include outcomes and statistical analyses, detailed adverse event data, and
a full copy of the protocol and statistical analysis
plan, and requires that all submitted information
be updated at least once a year.
The rule, first proposed in 2014, drew more
than 900 comments. After consideration, HHS
added new provisions previously not required
under FDAAA, including requirements for
adverse event reporting and the submission of the
full study protocol.
Compliance will be enforced by the FDA
through its Bioresearch Monitoring program, and
coordinated with NIH.
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“People have asked why we haven’t done this
before — it’s because there’s been a lot of ambiguity — but we’re ready now,” Califf said during
the conference call.
Typical enforcement actions will include publicly available warning letters, Califf said —
FDAAA requires that the agency send a notice of
noncompliance and allow an opportunity to correct the violation. Subsequent penalties include civil
fines of up to $10,000 per day, the withholding of
grants for federally funded trials, and being publicly
identified on ClinicalTrials.gov as non-compliant.
“We would not stop clinical trials in progress
— that would be unethical — but we will have the
ability to withhold future funding until the problem
has been corrected,” said Collins.
The NIH released a separate, complementary
policy that would apply to all NIH-funded studies
— this would include Phase I and device feasibility studies, as well as behavioral trials and studies into service delivery, which do not include an
FDA-regulated product — further broadening the
scope of trials subject to the reporting requirements, beyond the HHS rule.
The rule goes into effect Jan. 18, 2017, and
requires compliance within 90 days, by April 18,
2017.
The NIH plans to connect its databases of
grantee information and ClinicalTrials.gov to
monitor compliance with reporting. “Our goal is
to have all NIH-funded trials in ClinicalTrials.
gov,” said Collins.
Additionally, Collins encouraged the use of an
NIH-developed clinical trial protocol template, in
coordination with FDA and international guidances, to help standardize the submission of trial
details, and said that he expects the use of a single
institutional review board in multi-site studies.
The NIH is also planning to require good
clinical practice training for investigators and
NIH staff responsible for overseeing clinical trials, and develop a standardized electronic system
to ensure accountability. — Conor Hale
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India Proposal Would Set Separate
Standards for Medical Devices
The Drugs Controller General of India proposed rules that would for the first time set separate standards for devices.
The Indian regulator announced in July that
it would abandon a proposed law that would
have amended parts of India’s Drugs and Cosmetic Act of 1940, and instead develop a separate device regulation.
In the draft document, the regulator proposed
third-party certification bodies, similar to those
in the EU, as well as a four-tiered risk-based classification system for devices.
The government said it is willing to consider third-party certification for low-risk devices
but plans on using medical officers for all other
device categories (IDDM, July 1).
A medical device testing officer would be
designated by the central or state governments to
conduct inspections. The officer could also conduct unannounced inspections.
Greater Detail
The proposed rules are similar to the draft
guidance, but much more detail is provided.
Devices would be classified in four tiers, with
low-risk devices in Class A, and highest-risk in
Class D.
As the central authority, the DCGI would
enforce rules for importing and manufacturing higher-risk Class C and Class D devices, and
would oversee clinical trials and inspections.
Low-risk Class A devices would not be
required to be licensed but they would be selfregulated with Notified Bodies audits required.
Notified Bodies would verify conformance with
quality system standards.
The proposed rules list the fees to register
and manufacture a device. An import license for
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low-risk Class A and Class B devices for one site
would cost $1,000; an import license for Class
C and Class D devices would cost $3,000 and
$1,500 for each distinct device.
The fee for an overseas inspection would
be $6,000, and the import retention fee for all
devices would be $3,000.
The central licensing authority may also
request an overseas inspection of the manufacturing site either by itself or by any other person,
and the applicant would be liable for payment of
any fees in connection with the overseas inspection. A manufacturing license would be valid for
five years.
Concern Over Definition
One of the most contentious issues in the proposal is the definition of a manufacturer. The
Central Drugs Standard Control Organization
defines a manufacturer as a person who manufactures a medical device and includes any other
person who undertakes manufacturing activity
on their behalf.
The Association of Medical Device Manufacturers (AiMed) says this definition is too broad
and could be applied to pseudo-manufacturers,
traders, and marketing companies that could be
misconstrued as a manufacturer.
Rules on clinical trials for devices cover the
conduct of the trial, applications required to grant
permission and events that could trigger withdrawal of that permission, such as the receipt of a
warning letter.
The rules also lay out compensation for victims in the event of death or injury during the
course of the trial.
The DCGI will consult with industry stakeholders before releasing the final rules.
Read the proposed rules here: www.fdanews.
com/09-27-16-Indiadevicerules.pdf.
— Tamra Sami
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Hong Kong Reports Risk of Electric
Shock With Medela Breast Pump
Hong Kong’s Department of Health issued a
warning that Medela breast pumps with detachable power plugs have been associated with the
risk of electrical shock.
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If users apply a certain level of force while
removing affected detachable power plugs from
UK sockets, the detachable power plugs might
break apart potentially exposing live parts.
Read the safety notice here: www.fdanews.
com/09-28-16-Medelaalert.pdf.

The alert covers the UK (Type G) detachable
power plugs of three models of Medela breast pumps.

FDA Fast Tracks Aerosol Treatment
For Infants in Respiratory Distress

The manufacturer is launching a voluntary
replacement program for the detachable power
plugs, which connect to a power supply base.
Since June 2012, the manufacturer has marketed
both breast pump systems and replacement power
supplies (with enclosed plug adapters). The Medela
breast pumps with affected detachable power plugs
are Swing Maxi, Swing and Freestyle.

Windtree Therapeutics received a Fast Track
designation from FDA for its Aerosurf (lucinactant for inhalation) aerosol treatment for premature infants with respiratory distress syndrome.

The voluntary replacement program only
applies to detachable power plugs for UK sockets. Other products or power supply adapters for
other sockets are not affected.

Aerosurf is a combination drug and device
product that delivers aerosolized KL4 surfactant
to premature infants, potentially reducing the need
for invasive endotracheal intubation and mechanical ventilation to administer surfactant therapy.
Aerosurf is currently being studied in an international Phase IIb clinical trial in premature infants
26- to 32-week gestational age.

Think fresh.
RAPS Online University offers individual courses and
certificate programs developed by regulatory experts.
The Online University immersive experience puts you
inside real-world scenarios where the decisions you make
have an impact on you, your team and your organization.
Step away from stale, static online learning and embrace
a fresh approach with Online University. Your brain will
thank you for it.

RAPS.org/online

Get your Online University courses dished up via laptop
or on your iPad or Android tablet.
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Senators Urge DOJ to Probe Mylan’s
EpiPen Classification for Rebates

Explosion Risk Prompts Recall
Of DePuy Surgical Battery Adapters

Lawmakers have called on the Department of
Justice to investigate whether Mylan violated the law
by misclassifying its severe allergy treatment EpiPen
as a generic in the Medicaid Drug Rebate Program.

DePuy Synthes has issued a nationwide recall
of its surgical power tool system battery adapters
due to risk of explosion.

In a letter, Senate Judiciary Committee Chairman Charles Grassley (R-Iowa) and two of the
committee’s Democrats—Sens. Richard Blumenthal (Conn.) and Amy Klobuchar (Minn.)—asked
Attorney General Loretta Lynch on Wednesday to
look into whether the company knowingly misclassified the product so it could pay states a lower
percentage of its EpiPen revenue.
The Medicaid Drug Rebate Program requires
that makers of new drug products pay states a minimum rebate of 23.1 percent, but Mylan evaded these
payments through the misclassification of its EpiPen
and paid a 13 percent rebate, the senators said.
In recent weeks, Mylan has been criticized for
raising the price of two EpiPen auto-injectors to
about $600 since acquiring the product in 2007,
when it cost roughly $100. The House Committee on Oversight and Government Reform grilled
Mylan CEO Heather Bresch on the price hike last
week, asking her to justify the increases.
The senators said the company’s actions
violate the False Claims Act, but Mylan has
defended the classification, citing a 1997 HHS
opinion that granted Dey Laboratories, a former
manufacturer of the EpiPen, permission to classify the product as a generic.
“The 1997 HHS opinion to Dey Laboratories
may no longer be applicable given all of Mylan’s
alterations and additions since then,” the senators wrote.
In a separate letter, Sen. Patty Murray
(D-Wash.) has requested that Bresch release any
communications, including emails, related to the
price of the EpiPen dating back to April 2012.
The senator has asked for details on any
agreements Mylan reached with Teva, which had
sought approval for a generic epinephrine auto
injector. — José Vasquez

The FDA has identified this as a Class I
recall, the most serious type of recall. Use of
these devices may cause serious injuries or death.
The recalled product is the Adaptor and Light
adaptor for DePuy’s Small Battery Drive and
Small Battery Drive II surgical power tool systems, which are used in drilling or cutting bone
in orthopedic surgery.
DePuy is recalling the adaptors due to a
potential to produce extreme internal pressure,
which may cause the device to explode.
The affected adaptors were manufactured
between Oct. 6, 205 and April 5, 2016. The recall
affects 451 units distributed nationwide. The affected
serial numbers are: 05.001.024 and 05.001.108.

Australia Issues Alert
On Stryker Femoral Heads
Australia’s Therapeutic Goods Administration is warning that a range of Stryker Orthopedics’ femoral heads are at risk of taper lock.
LFIT Anatomic CoCr V40 femoral heads are
modular components used in total hip replacement procedures.
Some of the femoral heads manufactured
before 2011 have a higher than expected incidence of taper lock failures. The taper lock is
the part of the implant that connects the femoral
head to the femoral neck.
If this occurs patients could experience loss
of mobility, pain, inflammation, adverse local tissue reaction, dislocation, joint instability, broken
bones around the components, leg length discrepancy and/or the need for revision surgery.
Read the TGA warning here: www.fdanews.
com/09-28-16-TGAwarning.pdf. — Tamra Sami
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BRIEFS
FDA Grants Emergency Use for Vela Zika Dx
The FDA issued an Emergency Use Authorization on Sept. 23 for Vela Diagnostics’ Sentosa realtime PCR diagnostic test for detecting the Zika virus.

FDA Greenlights Glaucoma Test Device
Eye-device manufacturer Heidelberg Engineering has received marketing clearance for its
glaucoma testing device.

The Sentosa SA ZIKV RT-PCR Test is a realtime reverse transcription polymerase chain reaction assay for the qualitative detection of RNA
from Zika virus in human serum, EDTA plasma,
urine and other authorized specimen types.

New technology in the device allows the
module to create an anatomic map unique to each
patient’s eye using two fixed, structural landmarks: the center of the fovea and the center of
Bruch’s membrane opening.

The Sentosa is the eleventh Zika diagnostic
granted emergency use authorization. Read the
EUA here: www.fdanews.com/09-27-16-EUA.pdf.

Quidel Receives Clearance for Influenza Assay
Quidel has received marketing clearance from
the FDA for its Solana Influenza A+B assay.

FDA Approves Abbott’s Freestyle Libre Pro
The FDA has approved Abbott’s glucose
monitoring system, the FreeStyle Libre Pro
device for diabetes.

It is designed to detect nucleic acids isolated
from nasal and nasopharyngeal swabs from patients
with signs and symptoms of respiratory infection.

The device is designed to provide healthcare
professionals a visual snapshot of glucose data,
which gives a simplified overview of glucose levels and its fluctuating patterns.
Abbott’s FreeStyle Libre Pro system will be
available to U.S. healthcare professionals in a
few weeks.
FDA Clears Medtronic DBS Software
Medtronic has received FDA marketing clearance for its StealthStation software, which works
with Medtronic’s O-arm imaging system to integrate stages of operative plan-imaging during
deep-brain stimulation therapy.
Medtronic said the StealthStation software
has been used in more than 2.25 million procedures over the last 25 years.
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com

The diagnostic device is intended for use only
with the Solana instrument. The device produces
results in under an hour.
Trial Shows Precision Medicine Benefits
A prospective clinical trial showed that establishing a molecular portrait of a cancer patient can
improve survival by identifying targetable mutations.
Results showed that 33 percent had improved
progression-free survival following a comprehensive genomic analysis, and 62 percent of patients
demonstrated disease control, according to
researchers at the Gustave Roussy Cancer Campus,
which performed the trial. The trial enrolled 1,110
patients with various solid tumors between November 2011 and March 2016, and excluded patients
with well-established actionable drug targets.
You can cut it off at “March 2016” if necessary.
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2016 SUMMIT HIGHLIGHTS
4 panels featuring current and former FDA officials, including:
 New for 2016 - FDA Inspections – A New, Modern Record Review Technique
ROBIN NEWMAN
Director
Office of Compliance
CDHR, FDA

MARY ANN SLACK
Deputy Director
Office of Strategic Programs
CDER, FDA

 New for 2016 - After the Election: A Look Ahead to What a New Administration Could Bring and
the Impact on the FDA
 Effective Management of Front and Back Inspection Rooms – Secrets You’ve Never Heard and
Answers to Questions You’ve Always Wanted to Ask
 A Day in the Life of an FDA Field Investigator – How Inspectors Prepare and Approach Assigned
Inspections
How the FDA’s Realignment Program Impacts You
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The Latest on the FDA’s Re-organization of the Inspectional Corps and How Could it Impact Your Daily
Operations and Your Upcoming Inspection
Measuring the Real Business Impact of Quality Metrics
Plus twin tracks for drug/biologics and device manufacturers and 2 pre-conference workshops,
focusing on drugs and devices.

JOHN AVELLANET
Managing Director
and Principal
Cerulean Associates, LLC

JULIE LARSEN
Senior Partner
Director Inspection
Readiness Services
BioTeknica

FEATURED EXPERT SPEAKERS:
MARC-HENRI WINTER, Staff Fellow, Division of
International Compliance Operations, OC, CDRH, FDA
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ARMANDO ZAMORA, Deputy Director, Office of
Enforcement and Import Operations, Office of Global
Regulatory Operations and Policy, ORA, FDA (invited)
DAVID CHESNEY, Principal and General Manager, DL
Chesney Consulting, LLC
BRYAN J. COLEMAN, Senior Director Pharmaceutical
& device Consulting Services, EAS Consulting Group

STEVE NIEDELMAN
Lead Quality Systems and Compliance Consultant
King and Spalding, LLC, former Deputy Associate
Commisioner for Regulatory Opearions

TERESA GORECKI, VP Global Business Quality,
Janssen Pharmaceuticals
STEVEN GROSSMAN, President of HPS Group, LLC,
former Deputy Assistant Secretary for Health, HHS,
former Health Staff Director, Senate HELP Committee

KAY HOLCOMBE, Senior Vice President, Science
Policy, Bio
DAN O’LEARY, President, Ombu Enterprises
JOHN TAYLOR, Principal, Compliance and Regulatory
Affairs, Greenleaf Health LLC
KARL VAHEY, Senior Director , Manufacturing Quality,
Europe and Asia, Medtronic
JOHN (JACK) GARVEY, Chief Executive Officer,
Compliance Architects, LLC
ARMIN TORRES, Principal/Senior Software
Consultant, BioTeknica
GILDA D’INCERTI, CEO, Pharma Quality Europe

SILVER SPONSOR:

GOLD SPONSOR:

BRONZE SPONSORS:

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

Pre-conference Workshops Agenda

Day 1 Agenda

WEDNESDAY, NOVEMBER 2

THURSDAY, NOVEMBER 3

DRUGS & BIOLOGICS TRACK

MEDICAL DEVICES TRACK

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

12:00 p.m. – 1:00 p.m. | REGISTRATION

12:00 p.m. – 1:00 p.m. | REGISTRATION

1:00 p.m. – 5:00 p.m.

1:00 p.m. – 5:00 p.m.

8:30 a.m. – 8:45 a.m.

Flawless FDA Inspection Handling and
Response

ISO 13485:2016 – Understand the Concepts
of Risk and Their Applications

FDA warning letters begin with a summary of
the failed inspection, and then quickly dismiss
a firm’s effort to respond. In a very public way,
FDA categorizes one company after another as
“inadequate,” “insufficient,” “lacking” and worse.

The new QMS standard, published in March,
alerts manufacturers to the presence of risk in
almost all operations—from design control to
supplier management to software validation and
more. While it does not specifically address the
concept of risk management (you’ll find that in
ISO 14971:2007), ISO 13485:2016 makes it
clear that manufacturers must be aware of the
opportunity for risk in all they do.

Opening Comments by Chairperson John
Avellanet, Managing Director & Principal,
Cerulean Associates LLC

Handling an inspection successfully requires a
strategy designed to get the FDA investigator in
and out as quickly as possible. The longer an FDA
investigator is on site, the worse your chances are
of avoiding a FDA 483.
And when the 483 arrives, do you know how to
respond in less than 15 days to avoid a warning
letter?
A defensible response can be hard to assemble
– and get through internal review – with enough
time to beat the enforcement clock at FDA.
This workshop gives you proven, practical
techniques for fast, flexible and flawless
inspection handling and responses that exceed
FDA expectations and support your side. You’ll
learn how to prepare for an inspection, how to
encourage the investigator to see you in a “stateof-control,” and how – if the worst happens – to
go from 483 observation to FDA’s coveted untitled
letter – and avoid the warning letter publicity.
Attendees Will Learn:

This workshop examines the concept of risk
as presented in the new standard and explains
how to apply it in the quality management
systems. Through examples that illustrate ISO
13485:2016’s requirements, interactive exercises
that help solidify understanding, and a unique
set of checklists that cover all the QMS bases,
attendees will learn:
 How the QMS standard integrates with
the risk management standard in ISO
14971:2007
 How the implementation timeline may differ
from country to country
 How inclusion in MDSAP could impact
inspections of U.S. manufacturers

 Critical inspection preparation techniques to
take – even if you get surprised by FDA

 How the European version differs from the
international version

 Hidden tactics FDA investigators use to test
your controls

Quality systems expert Dan O’Leary explains ISO
13485:2016’s concept of risk in clear terms that
will prepare you for the changes ahead.

 How to speed the inspection to minimize the
risk of 483 findings
 Key elements of a realistic regulatory
inspection handling SOPs
 How to write an inspection response designed
to reduce warning letter likelihood
 Red flags FDA looks for in your inspection
response
Attendees Will Receive:
 A sample SOP – 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

Dan O’Leary, President, Ombu Enterprises

What Past Attendees Have Said
About the FDA Inspections Summit:
“This Summit is in the top 3 meetings I
have attended. Looking forward to next
year.”
“I loved the ease to interact with FDA
investigators and others involved in the
conference.”
“I really enjoyed having the opportunity to
ask FDA investigators questions in a long
open session.”

8:45 a.m. – 9:30 a.m.
FDA Realignment Program Is In Effect: How
That Impacts You
Under its recent organizational changes, FDA
is developing specific action plans to align its
centers and the Office of Regulatory Affairs with
new strategic goals and increased demands. The
plans include critical actions to fulfill the agency’s
mandate in training; compliance and enforcement;
imports; and information technology, all of which
will affect all areas of medical products inspection
and poses these vexing questions:
 What impact will the transition to a
commodity-based and vertically integrated
regulatory program have on inspections?
 What will be the major changes in MDSAP?
 How will new training and certification
requirement impact medical product
inspections?
9:30 a.m. – 11:00 a.m.
FDA Inspections – A New, Modern Record
Review Technique: A Panel Discussion
It is becoming more common for investigators
to review your documents and data maintained
in your QMS in real time. An investigator may
request electronic copies of your records on a
memory stick. Or request the ability to browse
through your complaint management system to
review documentation. Are you prepared?
This panel will discuss:
 FDAs new ability to analyze your data – by
sorting it and spotting trends which they can
then link to potential issues in other quality
management systems.
 The lack of SME preparation – as you
don’t know what they will look at you can’t
rehearse each document and be ready when
questioned.
 Increased document challenges – some
documents don’t stand on their own without
significant explanation.
(cont.)
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 The importance of writing plain, simple
English – all documents need to convey
what you need without interpretation. Writing
clearly and consistently has never been more
important.
11:00 a.m. – 11:20 a.m. | BREAK
11:20 a.m. – 3:30 p.m.

environment: the expectations have been
clarified in a number of guidances issued by
MHRA, WHO and most recently by the FDA.
Therefore, the requirements for data integrity are
now considered a fundamental expectation and
strictly connected to the relevant predicate rules.
This presentation will provide real life case
studies and examples you can use to base your
control measures upon the potential impact of
data on product quality and patient safety.

Two Concurrent Breakout Tracks
Track 1 — Drugs & Biologics

1:00 p.m. – 2:00 p.m. | LUNCH

Track 2 — Medical Devices
2:00 p.m. – 3:30 p.m.
3:30 p.m. – 3:50 p.m. | BREAK
3:50 p.m. – 5:15 p.m. |
PLENARY PANEL DISCUSSION
5:15 p.m. – 6:30 p.m. |
NETWORKING RECEPTION
DRUGS & BIOLOGICS TRACK

11:20 a.m. – 11:30 a.m. |
MODERATOR COMMENTS
11:30 a.m. – 12:15 p.m.
Understanding OPQ’s New Inspection
and Reporting Plan and Organizational
Structure
This session will discuss how CDER’s new “super”
Office of Pharmaceutical Quality plans to divvy up
inspections among its three offices, and how it will
incorporate pre-approval inspections into the OPQ
team review to standardize quality assessments.
Attendees will learn about OPQ’s new inspection
protocol that will focus on expert investigatordeveloped questions and assessment practices
and how mobile technology will be incorporated to
support investigators during inspections
12:15 p.m. – 1:00 p.m.
Quality-Driven Data Integrity Approach In
the EU and US Inspections
Data integrity requirements have been
strongly enforced in recent years by almost
every regulated agency in the pharmaceutical

How to Deal with Difficult Inspections
Co-Chair Steve Niedelman 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.
3:30 p.m. – 3:50 p.m. | BREAK
MEDICAL DEVICES TRACK

11:20 a.m. – 11:30 a.m. |
MODERATOR COMMENTS
11:30 a.m. – 12:15 p.m.
Update from the Office of Compliance at
CDRH: Priorities for 2017
This is not your father’s CDRH. There’s more
emphasis on global activities and a greater
expectation of transparency and privacy. 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 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

12:15 p.m. – 1:00 p.m.
Medical Device Single Audit Program Pilot
(MDSAP) In Full Swing
Manufacturers entering the Medical Device
Single Audit Program undergo an assessment
performed by a single third-party inspector
that proves compliance in the U.S., Canada,
Australia, Brazil, the EU and Japan.
So far, one audit has been conducted and
others are in the pipeline, and responses from
participants have been positive.
One big advantage to the MDSAP is that
because audits aren’t performed by the U.S.
government, their results aren’t public record —
and there’s no Form 483 that can be requested
via the Freedom of Information Act.
Attendees will hear first-hand progress on the
program from the FDA’s Marc-Henri Winter,
who will share lessons learned from the pilot
program. Devicemakers will learn what to expect
from an audit and how multiple sites should be
audited.
1:00 p.m. – 2:00 p.m. | LUNCH
2:00 p.m. – 3:30 p.m.
Effective Management of Front And Back
Inspection Rooms — Secrets You’ve Never
Heard and Answers To Questions You’ve
Always Wanted To Ask: A Panel Discussion
As the FDA’s field staff continues to grow, that
long overdue inspection is more likely than ever
to occur. Plus add the FDA’s newest push to
develop teams of highly qualified investigators
with a deep knowledge of your device. Together,
you’re in for some really tough inspections.
Worried? Don’t be. This panel will provide you
pages of great tips and tricks to designing,
staffing and managing your inspectional war
rooms. Our experts will also answer those
questions that have been nagging at you for
years. Don’t miss this exciting panel!
Attendees will learn:
Polite in the front, craziness in the back?
It doesn’t have to be. Understanding the
synergy of the front and back rooms
Handling data requests, particularly for
electronic records — best practices from
inspectional veterans
(cont.)
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Being a SME in your job doesn’t make you
an inspection SME. Tips for staffing your war
rooms with the appropriate people to interact
with the FDA

8:00 a.m. – 8:30 a.m. | BREAKFAST

What data is available through open systems
and what you should be looking at

8:30 a.m. – 8:45 a.m.

What should be included in your regulatory
intelligence platform

Opening Comments by Chairperson
3:30 p.m. – 3:50 p.m. | BREAK

Plenary Session Panel
Discussion
3:50 p.m. – 5:15 p.m.
A Day in the Life of FDA’s Field
Investigators — Current Field Investigators
Explain What They Look For and Why: A
Panel Discussion
Ever wonder what an investigator is thinking
when she receives the next inspection
assignment? Investigators typically create
inspection plans based on a company’s previous
Form 483s, warning letters, responses to
warning letters, consumer complaints and
recalls. But they also study a company’s website,
including literature, products manufactured and
recent press releases.
This presentation will give you a glimpse into
the inner workings of an investigator’s mindset
before, during and after your inspections.
Attendees will learn:
What does an investigator’s prep package
contain?
What research – both internal and external
– do they use to prepare themselves for your
company, plant and products?
What do they look for once inside your plant?
How they apply QSIT and other inspectional
techniques to the QSR
Why they include items in the EIR and Form
483 and how they take into account your
comments
5:15 p.m. – 6:30 p.m. |
NETWORKING RECEPTION

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 2017, and how the
office approaches the enforcement process.
This session will educate attendees on how
they can more proactively prepare for FDA
investigators before they arrive.
Attendees will learn:
The latest on the FDA’s re-organization of the
inspectional corps
The FDA’s position on recalls and the
possible actions the Office of Enforcement
can take in the wake of them

10:15 a.m. – 10:30 a.m. | BREAK
10:30 a.m. – 12:00 p.m.
After the Election: A Look Ahead To What
a New Administration Could Bring and the
Impact on the FDA
In this election year, if almost anyone tells you
that they know who the next president is going
to be or exactly what’s going to happen at FDA
in 2017 and beyond is probably just whistling
in the wind. But these panelists bring incredible
inside knowledge and decades of experience in
the nitty-gritty of Washington politics to provide
an educated analysis of FDA operations.
Here’s what you’ll hear discussed at this lively,
interactive session about the future of FDA:

Effectiveness of criminal sanctions in
improving compliance among drug and
device company senior management

Will there be increased efforts at global
regulatory harmonization or more countryby-country compliance

Whether 483s and warning letters will be
produced more quickly and highlighted for
the public as a deterrent to poor corporate
behavior

Will there be increased agency enforcement
or more reliance on voluntary industry
compliance
Will there be increased legislation or
rollbacks in regulation

9:30 a.m. – 10:15 a.m.
The Regulatory Intelligence Platform
Being prepared for inspections means that you
understand both the internal and external data
that affect your products. Now more than ever
there is an expectation that companies are
analyzing and acting on this data
In this session, you’ll learn:
What is regulatory intelligence and how does
it affect your business

12:00 p.m. | CONFERENCE ADJOURNS

“Great and interesting sessions.
Great panel discussions and
attendee participation.”
— Johanna Stamates, Executive
Director - Research Compliance and
Quality Assurance, University of Miami

How to leverage regulatory intelligence as
integral part of inspection readiness
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The FDA Inspections Summit — now in its 11th 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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