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FDA Won’t Enforce UDI Label Requirements
For Device Made Before September 2021
The FDA announced it does not intend to enforce the requirement to use its unique device identifier system for labels on medical
devices manufactured and labeled before Sept. 24, 2021.
In final guidance issued Aug. 30, the agency said stakeholders had expressed concern that pharmacies and other entities in the
supply chain were not prepared for the transition. The deadline for
labeling most Class I and Class II devices is Sept. 24.
The UDI codes are replacing the National Health Related Item
Code and National Drug Code numbers used on device labels and
device packages. On the date a device or device package is required
to bear a UDI code on its label, the NHRIC and NDC numbers
would not be allowed.
(See UDI, Page 2)

New Details Emerge on MDUFA IV
Reauthorization Commitments
New details have emerged on the MDUFA IV reauthorization
negotiation between the FDA and the medical device industry that
include an agreement that the agency will reduce the average decision time to 108 days for 510(k)s and to 290 days for PMAs by fiscal
year 2022.
Under MDUFA III, 510(k) decisions were roughly 124 days and
PMAs were 385 days.
Industry pressed the FDA not to include withdrawn de novo
submissions in the new goal of 70 percent completion within 150
days by fiscal year 2022. However, the new goal does include withdrawn submissions because the FDA said its workload estimates
included withdrawn submissions, so removing them would change
the amount of effort required to meet the goals.
The FDA released minutes from its Aug. 15 final negotiation
meeting where the two sides agreed on a draft commitment that will
(See MDUFA, Page 4)
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UDI, from Page 1
The FDA said it “recognizes that additional
time is appropriate for stakeholders to adopt
medical device reimbursement, supply chain, and
procurement systems . . . .”
Most of the devices at issue are the types one
would find at a pharmacy, either retail or hospital-based, according to Donald Guthner, principal
with the consulting firm Orgenix. The rule covers a broad array of items, he said.
Guthner said the UDI requirements will
impose substantial burdens on smaller companies, which lack the administrative capabilities of
larger companies to manage what is essentially
a new inventory control system. He added that
while the NHRIC and NDC numbers are permanent and could be easily stored in a computer for
reimbursement purposes, the UDI numbers will
change with every batch. This will make it difficult for small companies to keep up.
Although the enforcement reprieve is welcome, it is only “postponing the inevitable,”
Guthner said. “It’ll cost a lot, especially when
they start enforcing it.”
Push for UDI on Insurance Forms
Meanwhile, Sen. Charles Grassley (R-Iowa)
and Elizabeth Warren (D-Mass.) are ramping up
pressure on the Accredited Standards Committee
X12 (ASC X12) to include UDIs on health insurance claim forms. ASC X12 is the body responsible for setting standards for and recommending
changes to the standard electronic claims forms.
“Collecting device identifiers on insurance
claims forms would allow device performance
and safety concerns to be tracked and evaluated at the model level, enable the collection
and analysis of detailed device and patient data,
facilitate outcome comparisons across device
models, and protect the integrity of the Medicare program by allowing for faster identification
of poorly performing and recalled devices and
ensuring that proper reimbursements take place
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with regard to these devices,” the senators wrote
in an Aug. 29 letter.
The senators asked the standards committee
to brief their staffs on the actions it is taking to
finalize the next version of standards associated
with electronic claims forms and its discussions
related to incorporating UDIs.
In March, the two lawmakers pushed the
Centers for Medicare & Medicaid Services to
work with the FDA to incorporate UDIs into
insurance claims forms (IDDM, March 11).
As a result, Medicare said it would recommend that UDIs be included in medical billing
records.
In July, CMS Acting Administrator Andrew
Slavitt and FDA Commissioner Robert Califf sent
a letter to the ASC X12, urging it to revisit its
requirements to support capturing UDI on claim
forms for high-risk devices (IDDM, July 22).
The final rule establishing the UDI system
was published in 2013, and is being phased in
over seven years based on device classification.
The FDA issued draft guidance in July that clarified agency expectations for UDIs, which must
appear in two forms on device labels and packages: an easily readable plain-text form and an
automatic identification and data capture technology form (IDDM, July 29).
A recent industry survey indicated that
only about 15 percent of device manufacturers
of Class II and Class III devices are currently
compliant with new unique device identifier requirements that are scheduled to go into
effect Sept. 24. Roughly half of the 120 medical device companies polled hadn’t even conducted internal audits, and 53 percent said they
would need additional support for their UDI
processes to meet the regulatory requirements
(IDDM, Aug. 29).
Read the FDA’s final guidance here: www.
fdanews.com/08-31-16-UDIguidance.pdf and
the senators’ letter here: www.fdanews.com/0901-16-UDISenateletter.pdf. — Tamra Sami

Sept. 5, 2016

INTERNATIONAL DEVICES & DIAGNOSTICS MONITOR

Expert Advice on Using
MDSAP for Internal Auditing
The International Medical Device Regulators
Forum’s single-audit program remains on track
for full implementation in 2019, and companies
should be shoring up their internal auditing processes to prepare.
MDSAP was devised to leverage regulatory
resources into a single audit program so that manufacturers didn’t have to contend with numerous
inspections throughout the year, said Susan Reilly,
president of consultancy Reilly Associates, during
a recent FDAnews webinar.
Regulatory authorities participating in the
program are: Australia’s Therapeutic Good
Administration; Brazil’s ANVISA; Health Canada; Japan’s Ministry of Health, Labour and Welfare; and the U.S. FDA.
Audits performed in line with MDSAP will
be process-based, using several defined processes,
a defined method for linking those processes, as
well as requirements for risk management.
An MDSAP audit will cover the following
seven processes:
1. Management;
2. Device marketing authorization and facility registration;
3. Measurement, analysis and improvement;
4. Medical device adverse events and advisory notices reporting;
5. Design and development;
6. Production and service controls; and
7. Purchasing controls.
The MDSAP audit model provides an overview of the different audit sequences, cycles and
management, spanning these seven processes.
The document helps companies know what is
going to happen with their registrar, and it can be
a useful tool for auditors, Reilly said.
A companion document features similar
information, but it focuses largely on audit tasks,
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providing specific details on the purposes and
outcomes for each process. It also features country-specific regulations that are noted and defined
at the end of each section. This makes it easier to
reference these requirements when writing up an
audit report.
“It’s a good idea for companies to implement
these requirements within their own standard
operating procedures,” Reilly said. She noted
that the documents also provide companies with
“an updated or current view of how the various regulatory authorities are interpreting these
requirements.”
What is being looked at will depend on what
stage or phase the company is in with respect to
the external audit process. For an internal audit,
companies need to hit each quality system element over the course of a given audit cycle.
Auditors need to check that processes and procedures are, in fact, linked and that these linkages are auditable.
For example, adverse events and advisory
notices should always be linked to each other, with
an audit ensuring that corrective and preventive
actions require reporting to regulatory authorities,
and that there’s a defined process for that.
In addition, linkages among nonconformances need to be examined, with nonconformances graded according to severity.
Regardless of the quality system being
audited, it should always have the potential to
link to purchasing controls. This means that if a
process is outsourced to a supplier, the manufacturer must control the third party’s process under
its quality management system.
Any audit should include an audit of management to make sure the quality system is operating as it should from the top down and that risk is
applied consistently across all processes.
For the MDSAP documents, visit: www.fda
news.com/08-31-16-MDSAPprogram.pdf.
— Jason Scott

Page 4

INTERNATIONAL DEVICES & DIAGNOSTICS MONITOR

MDUFA, from Page 1
be delivered to Congress in January 2017. The
agreement covers the terms for a new medical
device reauthorization package that would allow
the agency to collect $999.5 million in user fees
over the next five years (IDDM, Aug. 29).
The FDA will also improve the CLIA waiver
application process by establishing a centralized
program management group within the Office of
In Vitro Diagnostics and Radiological Health. It
will offer more opportunities for interaction and
will complete 90 percent of stand-alone CLIA
waiver applications that don’t have a panel meeting in 150 days, 90 percent of dual 510(k) and
CLIA waiver applications in 180 days, and 90
percent of stand-alone CLIA waiver applications
that have a panel meeting in 320 days.
In comparison, the MDUFA III goal was 95
percent completion of stand-alone CLIA waivers
that don’t have a panel meeting in 180 days, 90
percent of dual waiver applications in 210 days,
and 95 percent of stand-alone applications that
have a panel meeting in 330 days.
Independent Assessment
The two sides also agreed on an independent
assessment of the medical device review process
at CDRH, including an evaluation of FDA’s implementation of the corrective action plan developed in
response to recommendations from the MDUFA III
independent assessment. The scope of the assessment cannot exceed more than $6 million.
According to the meeting minutes, there was
a fair bit of disagreement over the FDA’s request
for $41.7 million for incentive pay to prevent attrition to other Centers should Congress agree to
increase federal pay levels. FDA explained that the
funds would allow it to increase pay for scientific,
technical or professional positions that support the
development and review of medical devices.
However, industry did not agree with those
assertions, and said it would only allocate $7.5
million in user fee funding to improve retention.
Industry did agree that if Congress does enact legislation to raise federal pay levels, it would work
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with the FDA to establish a plan that would address
CDRH personnel issues to retain talented staff.
FDA workload issued were another area
of concern for the agency, and one in which it
was difficult to reach agreement. The FDA said
there needed to be capacity planning to manage
the device program, and it believed a workload
adjustment mechanism that ties revenue to aggregate workload would be the best way to go.
But industry was concerned with fee predictability under the FDA’s proposal, and it made a counterproposal to seek authorization to use over-collections
and eliminate the fifth-year offset. The FDA eventually agreed to this proposal, but it was adjusted to
indicate the number of pre-submissions subject to the
goal rather than a percentage of all receipts.
FDA also committed to strengthening the
third-party premarket review program by offering training to third-party review entities, conducting audits, publishing performance reports
of individual third-party entities and seeking
authority to expand the scope of the program
with the goal of eliminating routine re-review by
the FDA of third-party reviews.
Read the FDA meeting minutes here: www.
fdanews.com/08-31-16-Meetingminutes.pdf.
— Tamra Sami

FDA Approves Clot Retrieval
Devices for Initial Stroke Treatment
The FDA approved two Trevo clot retrieval
devices for use as part of an initial therapy for
strokes that expands the devices’ indication to a
broader group of patients.
The first-time approval allows the devices to
be used alongside a tissue plasminogen activator
(t-PA) to reduce paralysis, speech difficulties and
other stroke-related disabilities.
Trevo, manufactured by Concentric Medical,
was first cleared by the FDA in 2012 to remove
blood clots and restore blood flow in stroke
patients who could not receive a clot-dissolving
drug or for those patients who did not respond to
clot-dissolving therapy. — Cynthia Jessup
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Failure to Establish CAPA, MDR
Procedures Land Warning for Simpro
Failure to establish corrective and preventive action procedures as well as procedures
for receiving and reviewing complaints landed
Texas-based Simpro an FDA warning letter.
Although the manufacturer of non-invasive
blood pressure monitors, fingertip pulse oximeters
and portable fetal dopplers committed to developing a process and procedure for malfunctioning
and returned products, its response didn’t demonstrate that it had developed a method to review
the circumstances surrounding returned products
to determine whether or not a CAPA investigation
was necessary,” the Aug. 17 letter said.
Similarly, the firm committed to establish a
written complaint form, but it hadn’t committed to
establishing procedures for receiving, reviewing and
evaluating complaints by a formally designated unit.
No Assurance
Simpro’s response didn’t provide assurance that it had developed a method for reviewing the circumstances surrounding complaints it
had received to determine if an investigation was
needed. The letter noted that the firm also had not
provided a date for establishing such procedures.
Moreover, the manufacturer didn’t have any
written Medical Device Reporting procedures,
the warning letter said, and it didn’t provide adequate detail in its response about when it would
establish MDR procedures or that it had reviewed
complaints to see if they were reportable.
The letter noted that a follow-up inspection
may be required to check that the corrections
have been implemented.
In addition, FDA inspectors reviewed Simpro’s website and found some of the language
describing the products to be misleading, causing
the company’s products to be misbranded.
For example, the firm said that its portable fetal doppler was “FDA approved,” but
the agency said that language was misleading because the device didn’t go through the
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premarket approval process. The agency asked
the company to provide evidence that it did go
through the PMA process or to remove the “FDA
approved” reference from marketing materials.
In another example, the firm refers to its
oximeters on its website as “not a medical
device,” but Simpro lists the products with FDA
as Class II devices. The agency requested an
explanation for the discrepancy.
The firm did not respond to a request for comment. Read the warning letter here: www.fdanews.
com/08-31-16-Simprowarning.pdf. — Tamra Sami

FDA Issues Warning
For Baxter’s Vascu-Guard Patch
The FDA issued a safety notice to healthcare
providers warning of adverse events associated
with Baxter International’s Vascu-Guard Peripheral Vascular Patch.
Adverse events include intraoperative or
postoperative bleeding and hematomas, some of
which required additional clinical intervention,
and three patient deaths potentially related that
occurred shortly after carotid endarterectomy
(CEA) surgery. The agency said Baxter alerted
the FDA to these adverse events.
After CEA surgery, arterial bleeding in the
neck could rapidly lead to airway obstruction,
hypoxia, diminished brain perfusion, stroke and/
or cardiac arrest, the notice said.
The Vascu-Guard patch is intended for use
in peripheral vascular reconstruction including
carotid, renal, iliac, femoral, profunda, and tibial
blood vessels and arteriovenous access revisions.
As noted in the device labeling, possible complications from the patch include wound separation at the surgical site, which could cause serious bleeding, hematomas, and infection.
On Aug. 12, the FDA classified the recall as a
Class II recall, which involves situations in which
products might cause a temporary health problem, or
pose only a slight threat of a serious nature or death.
Read the notice here: www.fdanews.com/0901-16-Baxtersafetynotice.pdf. — Tamra Sami
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FDA Seeks Input as it Reviews
Off-Label Communication Rules

●● What standards should apply to off-label
communications;

The FDA wants advice from manufacturers
and the public on off-label communications, one
of the agency’s top priorities for 2016.

●● Whether companies must provide additional information if the off-label communication is based on data that are not
publicly available; and

The FDA wants to know whether information from manufacturers is more informative than other off-label information, and what
kind of limitations it should set. For example,
it would like feedback on whether companies
should be able to communicate directly with
patients and consumers about unapproved uses
and whether they should be required to provide
disclosures in those cases.
The agency also needs advice on how it
should monitor off-label communications and
what the consequences should be for communications that are false, misleading or would raise
public health issues.
Decision-making Factors
As off-label information becomes more
widely available from multiple sources, the FDA
would like input on how it affects manufacturers’ likelihood of providing their own off-label
communications. It also wants to learn about
other factors, like financial considerations, that
might affect companies’ decisions to provide
off-label communications.
The public notice poses a variety of other questions, such as how the FDA can assess the impact of
increased off-label communications on prescribing
behavior, product development and research on new
uses. It notes these communications might change
the incentives for healthcare players to conduct various activities — such as trials.
For example, the agency asks if increased offlabel communications could affect companies’
“incentives to generate robust data” on new uses
and to apply for marketing authorization for those
uses. It also considers whether an increase could
affect people’s willingness to participate in trials.
Additional questions address:

●● How increased payer and formulary influence on prescribing might spur companies
to generate data on new uses.
As medical providers continue to consolidate, insurance carriers are more likely to
restrict coverage based on value assessments
and performance measures, the FDA notes.
Therefore, it seeks advice on whether these
changes might prompt companies to provide
more data on off-label uses and how it might
change their likelihood of submitting that data
for marketing authorization.
Changing Legal Landscape
Recent legal cases related to off-label promotion — one involving Amarin and one involving
Vascular Solutions — have changed the landscape regarding off-label promotion and put pressure on the FDA to issue guidance on off-label
speech for all medical products.
Under the Amarin ruling, the agency is
bound by the terms of an August 2015 injunction
permitting Amarin to promote cholesterol drug
Vascepa off-label using court-approved language
to ensure that the information is truthful and not
misleading (IDDM, March 11).
In the Vascular Solutions case, the company
and its CEO were acquitted of charges involving
“off-label” promotion of its Vari-Lase Short Kit
in a federal court in Texas (IDDM, March 4).
The FDA will take comments on off-label
communications during a two-day public hearing
Nov. 9 and 10 and will accept written comments
on the public notice until Jan. 9, 2017. The notice
is available at www.fdanews.com/09-01-16-offla
bel.pdf. — April Hollis
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Theranos Appeals CMS Sanctions;
Withdraws Zika Application
Theranos had hoped to remake itself after
unveiling its new miniLab platform last month
at the American Association for Clinical Chemistry meeting.
Following CMS sanctions that prohibit her
from owning or operating a lab, CEO Elizabeth
Holmes presented the company’s new miniLab
technology, which miniaturizes analytical testing equipment across different testing methods,
including hematology, immunology, clinical
chemistry, immunochemistry, and nucleic acid
amplification.
The CEO discussed the company’s Zika
nucleic acid-amplification-based assay for which
the company hoped to secure FDA emergency
use authorization.
The company collected finger-stick samples from subjects, including in the Dominican
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Republic, and shipped those to Palo Alto to run
on the miniLab, Holmes said. Subsequently, the
company submitted assay validation data for its
Zika assay to the FDA.
But the firm has apparently withdrawn its
request for emergency use authorization for its
Zika assay following an FDA inspection that
found irregularities in protocols for the trials
conducted in the Dominican Republic.
A week earlier, the company announced it
was planning to appeal the sanctions that the
Centers for Medicare and Medicaid Services
imposed on the company’s Newark, Calif., lab
following a litany of quality control failures for
the blood testing company.
CMS also yanked the company’s CLIA certificate, imposed monetary penalties, suspended the
lab’s approval to be reimbursed by Medicare and
Medicaid and will oversee a directed correction
plan for the beleaguered company (IDDM, July
15). — Tamra Sami

11th Annual FDA Inspections Summit

An

Conference

Nov. 2-4, 2016 • Bethesda, MD (Washington, DC)
What’s the state of FDA’s Quality Metrics Initiative? What’s the real impact on your company’s bottom line? Are you prepared for a new modern
record review technique during your next inspection and how should you prepare your staff?
Get those questions answered and many more, at the 11th Annual FDA Inspections Summit, sponsored by FDAnews.
With twin tracks for drug/biologics and device manufacturers, you’ll discover sessions and panels for every FDA-regulated company.
For drug and biologics makers, we’ve scheduled a standout panel on understanding OPQ’s new inspection and reporting plan and organizational
structure as well as the quality-driven data integrity approach in the EU and US inspections.
Devicemakers will hear first-hand progress on the Medical Device Single Audit 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. Plus, an
update from the Office of Compliance at CDRH and what their priorities are for 2017.
All attendees will learn from FDA experts who will share proven secrets to help you pass your next FDA inspection with flying colors.
Register for the 11th Annual FDA Inspections Summit TODAY!

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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FDA Issues Final Guidance on 510(k)s
For Solid State X-ray Devices
After issuing draft guidance almost 16 years
ago, the FDA issued final guidance that clarifies data required for 510(k) submissions for solid
state x-ray imaging devices.
The FDA anticipates a significant number of
510(k) submissions as SSXI technology continues
to evolve and replace conventional film/screen
x-ray devices.
The guidance clarifies the type of data
needed to establish substantial equivalence to
a previously cleared conventional radiographic
film/screen and image intensifier based fluoroscopic and image recording systems.
SSXIs indicated for mammography do not
fall within the scope of the guidance.
The devices covered by the guidance are solid
state transducers that intercept x-ray photons and
convert them into electrical signals that create
visible images.
Product code 90 MQB has been established
for SSXIs, and they are currently classified as
Class II devices.

House Oversight Committee Raises
Heat on Mylan for EpiPen “Monopoly”
The House Oversight and Government
Reform Committee is summoning Mylan CEO
Heather Bresch to explain the company’s pricing
practices for its EpiPen auto injector device.
The move follows other actions taken by
four U.S. senators requesting information on the
company’s price hikes for the emergency allergy
auto-injector (IDDM, Aug. 29).
“Mylan has a virtual monopoly over the epinephrine auto-injector market,” an Aug. 29 letter
to the CEO says. “While the medicine that actually
stops an adverse reaction is remarkably cheap – only
a few cents per dose – it is the delivery mechanism
that is breaking the bank of Americans,” says the
letter signed by Committee Chairman Jason Chaffetz and Ranking Member Elijah Cummings says.
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Sponsors should submit the following nonclinical information to the FDA to determine
equivalence to a predicate device: physical characteristics; operational functions; functional
characteristics; exposure characteristics; safety
features; and test results.
Clinical information should also be included
if the nonclinical information alone is not sufficient. The guidance notes two options for providing clinical information:
●● A concurrence study with 30 or more
clinical image pairs that show how the
images compare to the cleared devices;
and sample images submitted for each
anatomical region that is indicated for the
device; or
●● Qualified expert evaluation. A qualified
expert is a U.S. board-certified radiologist
or equivalent qualification.
Submissions should also include a complete
description of the quality assurance program
recommended to the user as well as labeling
information.
Read the final guidance here: www.fdanews.
com/09-02-16-Xrayguidance.pdf. — Tamra Sami
The price for a two-pack of the epinephrine auto injector has increased to $600, a nearly
400-percent increase over the last decade.
The congressmen requested the company to
provide within two weeks the following documents:
●● Gross sales and net revenues for the
EpiPen since the acquisition;
●● A breakdown of expenses for manufacturing, purchase of API, marketing and advertising and research and development;
●● Profits from the device for each year since
the acquisition;
●● Copies of federal and state lobbying disclosure forms;
●● Copies of all contracts regarding manufacturing and distribution;
●● Patient assistance programs; and
●● Reimbursements received under federal
healthcare programs. — Tamra Sami
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BRIEFS
FDA Clears Genomic Assay
The FDA approved an investigational device
exemption for Ignyta’s Trailblaze Pharos assay
for use in identifying patients, including those
who are treatment-naïve, with solid tumors with
NTRK1/2/3, ROS1, or ALK gene rearrangements
leading to fusion proteins.
The RNA-based companion diagnostic will
be used to determine enrollment eligibility for
the STARTRK-2 trial, a global Phase II study
evaluating entrectinib in multiple tumors. A laboratory-developed test version was previously
used to identify non-treatment-naïve patients who
might be eligible for the study.
NICE Gives Nod to HeartFlow Platform
The UK’s price watchdog is backing coverage
for HeartFlow’s cardiac imaging platform, which
is intended to treat patients with onset chest pain
of suspected cardiac origin and a risk for coronary artery disease.
UK’s National Institute of Health and Care
Excellence found the device to be cost and clinically effective, noting its diagnostic accuracy and
capacity to save patients money on costlier procedures. HeartFlow uses standard coronary computed tomography angiography image data to
estimate fractional flow reserve.
Cianna Medical’s Radar Device Cleared
Aliso Viejo, Calif.-based Cianna Medical has
secured FDA 510(k) premarket clearance for its
radar localization device Savi Scout.
The clearance allows reflectors to be placed at
the site of lumpectomy up to 30 days before the
surgical procedure.
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com

The device uses infrared light and microimpulse signals to locate reflectors and assist surgeons with finding target tissue in lumpectomies.
FDA Grants de novo for Concussion Devices
Under a de novo request for classification, the
FDA has determined that ImPACT’s concussion
devices are substantially equivalent and will be
classified as Class II devices under “computerized cognitive assessment aid for concussion.”
The ImPACT is a neurocognitive test batter that
measures neurocognitive functioning for managing
concussions. The ImPACT pediatric provides similar measurements in children ages 5 to 11.
FDA Alerts Lab Staff on Mass Spectrometers
The FDA is alerting lab staff and healthcare
professionals about a software defect in Sciex mass
spectrometers. The defect may cause the devices to
incorrectly assign results to samples analyzed.
Sciex notified the FDA that, under certain conditions, the defect in the Analyst Software Versions
1.6.1 and 1.6.2, and MultiQuant Software Versions
3.0, 3.0.1, and 3.0.2. may lead the devices to display
results that do not match the specimens tested.
Court Invalidates Merck NuvaRing Patent
A federal judge ruled that Merck’s patent
for its contraceptive NuvaRing is invalid due to
obviousness.
U.S. District Judge Gregory Sleet for the District of Delaware cited a 1995 patent application
that disclosed the composition of the two-compartment vaginal ring in his opinion.
Merck has appealed the decision to the U.S.
Court of Appeals for the Federal Circuit.
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Process Validation
A Guide for Devicemakers
When must a process be validated? That is the first crucial question devicemakers
must answer. But with no clear guidance from the CDRH, finding the answer can be
difficult.
The new FDAnews management report — Process Validation: A Guide for Devicemakers provides you with the answers. This report will walk you through each point
in the decision-making process, including how to determine if a product can be “fully
verified,” and how FDA inspectors define that term.
In it, you’ll also find a valuable in-depth overview of all of the currently applicable regulatory guidelines that have an
impact on process validation for devices, including those from three key sources: the FDA, the International Organization for Standardization (ISO) and the Global Harmonization Task Force (GHTF).
Process Validation: A Guide for Devicemakers teaches the proper application of the regulatory requirements that lead
to successful process validation, and also offers advice on the practical issues confronting validation compliance by using real-life anecdotes and scenarios.
You also get invaluable extras, such as checklists for IQ, OQ and PQ — and hundreds of pages of appendices, including
the invaluable Medical Device Quality Systems Manual: A Small Entity Compliance Guide, which is no longer available
from the FDA.
FOUR EASY WAYS TO ORDER
But, most importantly, throughout the report, you’ll find real-life examples that
illustrate relevant concepts … show when processes need to be validated …
identify the kinds of evidence you need to collect and maintain to demonstrate
proper validation … and actual FDA warning letters to help you learn from
others’ mistakes.

3Yes! ers at the price of $397 each for the format I’ve selected:
q

Please send me ____ copy(ies) of Process Validation: A Guide for Devicemakq Print qPDF

Name _________________________________________________________
Title __________________________________________________________
Company ______________________________________________________
Address _______________________________________________________

1. PHONE: Toll free (888) 838-5578
or +1 (703) 538-7600
2. WEB: www.fdanews.com/50705
3. FAX: +1 (703) 538-7676
4. MAIL: FDAnews
300 N. Washington St., Suite 200
Falls Church, VA 22046-3431

METHOD OF PAYMENT
q Check enclosed (payable to FDAnews)
q Bill me/my company. Our P.O.# _______________________
q

Charge my credit card:
q Visa
q MasterCard

q American Express

Credit card no. _______________________________________
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Expiration date _______________________________________

Country _______________________________________________________

Signature ___________________________________________
(Signature required on credit card and bill-me orders)
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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

SUMMIT CO-CHAIRS:

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
(invited)
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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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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CANCELLATION AND SUBSTITUTION
Written cancellations received at least 21 calendar days
prior to the start date of the event will receive a refund —
less a $200 administration fee. No cancellations will be
accepted — nor refunds issued — within 21 calendar days
from the start date of the event. A credit for the amount
paid may be transferred to any future FDAnews event.
Substitutions may be made at any time. No-shows will be
charged the full amount. In the event that FDAnews cancels
the event, FDAnews is not responsible for any airfare, hotel,
other costs or losses incurred by registrants. Some topics
and speakers may be subject to change without notice.

HOTEL INFORMATION
Doubletree Bethesda
8120 Wisconsin Avenue
Bethesda, MD 20814
Toll free: (888) 560-7753
Tel: +1 (301) 652-2000
www.doubletreebethesda.com
Room rate: $179 plus 13% tax
Reservation cut-off: Oct. 11, 2016

CONFERENCE ONLY

LIVESTREAMING BENEFITS INCLUDE

Tuition includes all conference presentations,
conference materials, two breakfasts, one
luncheon, one reception, and refreshments. BONUS:
Registration includes six month access to archived
session recordings after the conference.

 The live stream is available from your computer or
mobile device.

TEAM DISCOUNTS

Tuition includes the preconference workshop,
workshop materials, and refreshments.

 Ask questions of the speakers during the live
conference from your home, office or on the go
with your mobile device.

LIVESTREAMING

FOUR EASY WAYS TO REGISTER

Significant tuition discounts are available for teams
of two or more from the same company. You must
register at the same time and provide a single
payment to take advantage of the discount.
Call +1 (703) 538-7600 for details
COMPLETE SUMMIT
Tuition includes the preconference workshop, all
conference sessions, conference and workshop
materials, two breakfasts, one luncheon, one
reception, and refreshments. BONUS: Registration
includes six month access to archived session
recordings after the conference.

PRE-CONFERENCE WORKSHOP ONLY

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.

Online:
www.FDAInspectionsSummit.com
Fax:
+1 (703) 538-7676
Phone:
Toll free (888) 838-5578 (inside the U.S.) or
+1 (703) 538-7600
Mail:
FDAnews, 300 N. Washington St., Suite 200
Falls Church, VA 22046-3431 USA
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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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