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Draft Guidance Outlines Steps for Clinical
Evaluation of Software as a Medical Device
The International Medical Device Regulators Forum has
developed guidance outlining the steps required to generate clinical evidence of effectiveness and safety of software as a medical
device (SaMD).
The draft guidance, issued by the FDA for public comment,
addresses stand-alone software designed to produce or extract data,
including diagnostic information, in tandem with a medical device.
SaMD is not part of a device, nor is it used to operate a device, and
would run on general-purpose computing platforms.
The first step in generating evidence would be to determine
whether the scientific validity of the SaMD is already well-known.
If not, scientific validity evidence would need to be generated.
(See Software, Page 2)

Better Cross-Manufacturer Product
Quality Data Needed, MDIC Finds
Medical device manufacturers need access to quality benchmarking data and related FDA guidance to improve their products,
says a new report from the Medical Device Innovation Consortium.
The report advocated three long-term goals: third-party adoption
and development of analytics across seven quality areas; acceptance
and use of the quality criteria; and the creation of ways to provide
quality feedback to manufacturers.
The report is a product of the Case for Quality Initiative, a multiyear effort launched by the FDA to develop best practices, standards, tools, and metrics to improve product and manufacturing.
As part of this effort, quality dashboards were created based on
data collected from several publicly available sources and the manufacturers themselves regarding safety, effectiveness, reliability, usability,
compatibility and patient experience for knee implants and implantable
(See MDIC, Page 4)
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Software, from Page 1
Next would be an evaluation of the SaMD’s analytical validity, followed by an assessment of its
clinical performance.
Measures of the analytical validity of software would include: accuracy (how close a measurement is to a quantity’s true value); precision
(related to repeatability and reproducibility); limits of detection (discerning between informationbearing patterns and random patterns); linearity
(behavior of output across a range of input data);
and analytical sensitivity (degree to which output
is affected by input data).
The guidance recommends that clinical performance of SaMD be characterized by
demonstrating:
●● Sensitivity — ability of the software to
correctly identify across a range of available measurements patients with the intended clinical disease or condition;
●● Specificity — ability of software to correctly identify across a range of available
measurements patients that do not have
the intended disease or condition;
●● ROC curve — a graphic plot that shows
the tradeoff between sensitivity and specificity as the decision threshold that separates negatives and positives is varied;
●● Positive predictive value — which indicates the likelihood of the patient having a
disease or condition given that the software’s output is positive;
●● Negative predictive value — which indicates the likelihood of the patient not having a disease or condition given that the
software’s output is negative;
●● Likelihood ratio — the likelihood that a
given result would be expected in a patient with the target condition compared
to the likelihood that the same result
would be expected in an individual without that condition; and
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●● Cut-off thresholds, indices or scales —
should be meaningful for the intended
use of the software and established prior
to validation.
The risks posed by the software would
involve decisions based on inaccurate software
output. Those risks would be weighed according
to the significance of the information provided by
the software and the state of the healthcare condition in question.
In some instances software will be used in
a clinical setting to measure the effectiveness of
treatment. It also could be used for diagnostic
purposes, including in vitro diagnostics. Other
software may have a more general functionality,
with potential uses in multiple settings.
Read the draft guidance here: www.fdanews.
com/10-13-16-DeviceSoftware.pdf. — Jim Stimson

Data Integrity
The Key to FDA and GMP Compliance

An
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Dec. 13-14, 2016 • Arlington, VA
Data integrity problems are among the most cited issues in
GMP warning letters.
With the increased scrutiny on data integrity, establishing
internal competency and assessment programs is essential.
Join award-winning FDA compliance expert, author and
Cerulean founder John Avellanet for Data Integrity: The
Key to FDA and GMP Compliance workshop. During the
10 workshop sessions, you’ll identify likely risks and select
the most appropriate controls, review case study validation
tests to see if data integrity is actually being verified, and
much, much more.
After two days of ‘total immersion’ study, you’ll return to
your office with a better understanding through team exercises and case studies … informative, detailed explanations
… and honest no-holds-barred discussions with John and
your fellow attendees.

Register online at:
www.fdanews.com/fdadataintegrity
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or +1 (703) 538-7600
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Mylan Reaches $465M Settlement
On EpiPen Misclassification Charges
Mylan will pay $465 million to settle claims
that the company misclassified its epinephrine auto-injector EpiPen for the Medicaid Drug
Rebate program, allowing it to pay lower reimbursement rate to states for almost a decade.
The company reached the agreement —
which nearly totals the amount Medicaid and
Medicare spent on the allergy treatment in 2015
— with the Department of Justice and other government agencies, Mylan said.
The agreement includes no admission of
wrongdoing and clears Mylan of “all potential rebate liability claims by federal and state
governments” regarding the emergency allergy
treatment’s classification as a non-innovator drug
or generic.
The Centers for Medicare and Medicaid
Services (CMS) confirmed the company paid
a generics rebate of 13 percent for its EpiPen,
instead of the brand-name rebate of 23.1 percent, through a misidentification that has spanned
nearly two decades, and predates Mylan’s acquisition of the device in 2007. CMS added that it
notified the company of the misclassification “on
multiple occasions.”
Starting in April of next year, however, the
EpiPen will be categorized as a brand-name
product under the drug rebate program, which
means the company will be subject to the higher
rebates, Mylan said.
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The announcement comes after members of
the House and Senate called on Mylan and CMS
to explain the misidentification. Most recently,
Sen. Charles Grassley (R-Iowa) penned letters to
Mylan and CMS requesting all communications
related to the EpiPen classification.
The Securities and Exchange Commission’s
Division of Enforcement is looking to examine similar communications between CMS and
Mylan, asking the company to hand over all documents related to product coverage under the
drug rebate program, not just the EpiPen.
Grassley Seeks Details
Grassley also sent a letter to Attorney General Loretta Lynch asking for additional information about the settlement.
In the letter, Grassley called on the department to be more transparent about the agreement, noting that very few details have emerged.
He specifically asked Lynch to explain why the
reclassification as a brand-name product won’t
take effect immediately.
Additionally, Grassley questioned whether
states will be reimbursed for the rebate amounts
the company neglected to pay due to the misclassification. He also asked for a detailed breakdown
of where the settlement funds will be allocated.
In Congress, Grassley is co-sponsoring two
bipartisan bills aimed at ensuring that generic and
biosimilar competition can drive down the price of
brand-name products like Mylan’s EpiPen.

As part of the settlement, Mylan will also
reach a corporate integrity agreement with HHS’s
Office of the Inspector General.

The first bill is the Creating and Restoring
Equal Access to Equivalent Samples (CREATES)
Act, which is intended to prevent drugmakers
from keeping generics or biosimilars off the market by denying access to drug samples used to
develop the copycat products, Grassley said.

In a statement, Mylan CEO Heather Bresch
said the settlement is among the company’s several efforts to “move forward and bring a resolution to all the EpiPen auto-injector matters,” noting the company’s plan to launch a generic and
introduce savings cards worth up to $300.

The second bill is Preserve Access to Affordable Generics Act, which would keep drugmakers from entering pay-off agreements, commonly
known as pay-for-delay settlements, with generics makers to postpone the launch of equivalent
products. — José Vasquez

Corporate Integrity Agreement
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MDIC, from Page 1
cardioverter defibrillators. The study authors could
not find adequate data to measure device availability.
But challenges with access to, the high cost
of, and the overall lack of good cross-manufacturer comparative product quality data made
it “extremely difficult to coalesce the available
information” into “the development of a comprehensive solution,” the report said.
MDIC President and CEO Bill Murray said in an
interview that the FDA is already working with medical device stakeholders to create the National Evaluation System for health Technology (NEST), which
could result in the creation of device quality dashboards to improve data quality (IDDM, Sept. 26).
In addition, the report said that in 2017 the
MDIC should:
●● Conduct a pilot in partnership with a
specific registry and with registry staff to
make appropriate changes and improve
access to relevant data;

●● Work with a specific professional organization to develop methods to measure and
track usability;
●● Work with specific patient advocacy groups
to develop patient preference metrics;
●● Conduct a pilot with a set of hospitals willing to pool data to track safety, effectiveness, reliability, usability, patient preference,
availability, and compatibility, because
information on many devices will never be
available through registries or clinical trials;
●● Find better data sources for the dashboard
and pilot enriched dashboards with a larger set of hospital value analysis teams;
●● Talk to group purchasing organizations
and third-party data analysis groups to
understand the information they would
need to use the data; and
●● Leverage methods for tracking medical
device data and patient-reported outcomes
through the use of real-world evidence.
The report is available at www.fdanews.
com/10-12-16-MIDCreport.pdf. — Jeff Kinney
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thank you for it.
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FDA Proposes to Create Database of
Class II and III Home-Use Device Labels
To help reduce adverse events caused by lost
instructions, the FDA is proposing to create a
database of device labels and package inserts for
certain home-use devices.
Because manufacturers often don’t keep
instructions on their websites for products they
are not actively marketing, the FDA is stepping
in. The database would be run by the FDA or a
partner with links to other FDA information concerning home-use devices, such as premarket
submission information, adverse event reports,
alerts, notices, and recalls, as well as FDA information concerning the manufacturer.
The rule is available at www.fdanews.com/1014-16-electronicsubmission.pdf. — Jeff Kinney

Disease Rarity, Production Limit
Added to Custom Device Definition
An FDA final rule adds a new requirement
that to qualify for a custom device exemption, a
device must treat a rare condition for which clinical investigations would be impractical.
The rule also states that production of a custom
device must be limited to no more than five units
per year and that manufacturers must report to the
FDA annually on the custom devices they supplied.
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● Is not generally available in the United
States in finished form through labeling or advertising by the manufacturer,
importer, or distributor for commercial
distribution;
● Is designed to treat a unique pathology or
physiological condition that no other device is domestically available to treat;
● Either is intended to meet the needs of a
specially qualified person in the course
of his or her professional practice, or is
intended for use by an individual patient
named in the order of a specially qualified
person;
● Is assembled from components or manufactured and finished on a case-by-case
basis to accommodate the unique needs of
individuals, physician, or dentist; and
● May have common, standardized design
characteristics, chemical and material
compositions, and manufacturing processes as commercially distributed devices.
Read the amendment here www.fdanews.
com/10-11-16-CustomDevices.pdf.

Medtronic Recalls Newly
Acquired HeartWare Devices
The FDA has classified Medtronic’s global
recalls of its HeartWare International HVAD system as Class I.

The FDA noted that a device that meets the
qualification of a custom device is exempt from
510(k) and premarket approval submissions.
The changes in the definition were triggered by
amendments in 2012 to the FD&C Act.

HeartWare had issued two global recalls due
serious risks associated with its heart ventricular
assist devices (HVAD), which include a ventricular assist device that pumps blood to the body
and a controller that monitors the pump.

The amended Section 520(b) of the law states
that a device qualifies as a “custom device” if it:

The company warned of potential damage to
controllers from exposure to moisture through
loose power and data connectors. HeartWare also
issued a global recall for certain models of unimplanted HVAD pump kits sold to hospitals, which
are also susceptible to electrical faults and connection failures.

● Is created or modified in order to comply
with the order of a physician or other specially qualified person;
● Necessarily deviates from an otherwise
applicable performance standard under
section 514 or requirement under section
515 of the FD&C Act;

Medtronic acquired HeartWare in August for
roughly $1.1 billion.
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BRIEFS
Two Deaths Tied to Cardiac Device Battery
St. Jude Medical has reported a risk that a
battery issue could disable its high-voltage cardiac rhythm management devices.

particulate matter and potential absence of filter membrane layers in the filter set. The absence
may lead to contamination of a solution and risk
of bloodstream infections.

The lithium-based batteries utilized in the
implantable cardioverter defibrillators and cardiac
resynchronization therapy devices could develop
“lithium clusters” during high-voltage charging.
The clusters could then cause a short circuit and
drain the battery in as little as 24 hours.

The disposable filter is used to filter bacteria and other microscopic matter when preparing water-based solutions used for IV administration sets.

The company has received reports of 841
devices with this issue among its 398,470
implanted cardiac devices sold worldwide.
The problem affects ICDs and CRT-Ds made
before May 23, 2015, the company said.
Graft Device Gets Breakthrough Designation
The FDA has granted breakthrough therapy designation to Gamida Cell’s NiCord device,
which is in development as a graft modality for
bone marrow transplantation in patients with
high-risk blood cancers.
Data from the initial study and Phase I/II of
NiCord have demonstrated significant improvement in neutrophil engraftment over cord
blood transplantation, including fewer infections, reduced hospital recovery time, quicker
platelet engraftment and improved non-relapse
mortality when compared to new cord blood
transplantation.
Potential Contamination Spurs Filter Recall
Baxter Corp. has issued a recall for its 50 mm
0.2 Micron Filter after receiving information on
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com

The lots being recalled were distributed globally between Aug. 22, 2013, and June 20, 2016.
The recall affects unexpired batches with
code #H93835 that expire in the time frame of
June 27, 2016 to June 27, 2019.
There are 130,100 units in the U.S. subject to
this recall.
FDA Clears St. Jude Guidewire System
St. Jude Medical has received FDA marketing clearance for its PressureWire X Guidewire,
which is designed to improve percutaneous coronary intervention (PCI) procedures in patients
with complex anatomies.
The device is a fractional flow reserve measurement system and is the latest development of
the PressureWire Guidewire system portfolio.
The device is used during PCI procedures to
identify the severity of constriction in the coronary arteries.
There are nearly 900,000 PCI procedures performed annually in the U.S., but only one in five
are performed using fractional flow reserve technology, according to St. Jude.
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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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Day 1 Agenda (cont.)
THURSDAY, NOVEMBER 3

 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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Day 1 Agenda (cont.)

Day 2 Agenda

THURSDAY, NOVEMBER 3

FRIDAY, NOVEMBER 4

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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materials, two breakfasts, one luncheon, one
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We know that not everyone can travel to the 11th
Annual FDA Inspections Summit, so we have
decided to stream it live! It’s a great way to see
sessions as they happen. Registration is quick and
accessing the live sessions is as simple as clicking
your mouse. BONUS: Includes six month access to
archived session recordings after the conference.

 Watch the live streaming video of the presenter
and view the presentation materials in real-time.
 Easily download presentation materials and any
other supporting documents provided.
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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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Mobile Medical Apps:
Keeping Up with the FDA’s
Evolving Requirements
Just because an app is running on an unregulated phone or tablet doesn’t mean that the
app itself isn’t a medical device in the FDA’s eyes.
Where does the agency draw the line between unregulated products and those it must
approve?
The final guidance for Mobile Medical Applications helps clarify the FDA’s position on
regulating mobile apps, but leaves several areas open to interpretation.
You need to know:





How the FDA categorizes mobile apps and decides how — or whether — to regulate them as medical devices.
How the FDA evaluates an app’s “intended use.”
How to interpret the FDA’s promise of “enforcement discretion” for certain types of apps.
Who can be considered a mobile medical app developer and what regulations affect them.

This management report interprets the FDA’s evolving stance on mobile apps and explains how the FDA sorts mobile apps
into three categories:
1.
2.

3.

Administrative health information technology (e.g, billing, claims processing, general communication and
scheduling): This is not a medical device and not regulated by the agency.
Health management information technology (e.g., medication management, data capture, electronic access to
clinical results, provider order entry): This is under FDA jurisdiction but
generally so low risk that the agency can exercise enforcement discretion
FOUR EASY WAYS TO ORDER
and not apply regulations.
Medical device health information technology (e.g., computer-aided
1. PHONE: Toll free (888) 838-5578
detection and diagnosis, robotic surgical planning, remote display of
or +1 (703) 538-7600
bedside alarms, radiation treatment planning): This is actively regulated
under Class I, Class II and Class III medical device rules.
2. WEB: www.fdanews.com/52591

Mobile Medical Apps explains what the FDA means by enforcement discretion and
how it considers an app’s intended use in category assignment.
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