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Experts See Further Reduction in Notified
Bodies, Caution Industry to Prepare Now
The EU trialogue is moving along, with members discussing legislative proposals for regulations that would change the way medical devices
and in vitro diagnostics are regulated. As talks progress, experts are
advising devicemakers to choose their notified bodies carefully.
Gert Bos, head of regulatory and clinical affairs at BSI, told
attendees of the recent Regulatory Affairs Professional Society
Convergence Conference in Baltimore, Md., that 25 percent of
notified bodies have stopped operations ahead of the upcoming
regulations. He added that it isn’t outside the realm of possibility
that another 25 percent could disappear.
“If you are responsible for interaction with the notified body, make
sure management is aware of what’s going on,” Bos said. “If you
have to change [your] notified body, start preparing,” added Hendrik
Heinze, director of quality and regulatory affairs at Berlin Heart. He
(See Trialogue, Page 2)
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Tariff Act violations....Page 5

Foreign Inspections Rise Nearly
30 Percent, CDRH Data Shows

FDA sets Nov. 30 meeting for Guided’s LuViva
device..................... Page 6

FDA investigators conducting quality system inspections are
becoming a more common sight at international facilities, according
to new numbers unveiled last week by the agency’s device center.

Chembio is working to
commercialize malaria assays......................... Page 6

Indeed, inspections at foreign manufacturers jumped by more
than 29 percent between 2013 and 2014, from 460 to 594. Meanwhile, those conducted at domestic sites decreased 7 percent, from
1,741 to 1,619, the Center for Devices and Radiological Health says.

EC should take steps to determine conflicts of interest,
Ombudsman says......Page 7
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CDRH has released the data to demonstrate its commitment to
transparency and the Case for Quality initiative, the center adds.
China led the top five locations last year with 190 inspections,
followed by 72 in Germany, 37 in Japan, 29 in Taiwan and 25 in
Switzerland, according to the data.
(See CDRH Data, Page 2)
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added that, as a small company, it was especially
important for Berlin Heart to adapt to the changes
early, so it was quick to try out the Medical Device
Single Audit Program. The program, developed
by the International Medical Device Regulators
Forum, represents “a good chance to reduce the
workload for small companies.”

In terms of warning letters and 483s, production and process controls and corrective and preventive actions continue to be the most frequently
cited issues, the FDA says.

Their caveats came as the EU Council, Parliament and Commission get ready to hammer out
a set of proposals on which all three can agree
(IDDM, June 19). Erik Hansson, deputy head of
unit, DG Health and Consumer Protection, cautioned that although they hoped to reach an agreement before the end of the Luxembourg presidency, timelines may slip. An agreement could be
realized early next year, meaning the regulations
could be adopted at the end of the spring.
Issues that could warrant additional discussion include a scrutiny mechanism for high-risk
devices, reprocessing of single-use devices and
unique device identification.
For those notified bodies that remain standing, Bos predicted that they’ll need to hire a lot
of additional staff — something that already is
occurring. In addition, there could be a decreased
belief in harmonized standards and a potential
emphasis on unannounced inspections — something Bos said he hopes won’t happen.
As devicemakers prepare for the regulations,
one member of industry had a word of caution:
make sure you have the right people in place at
your organization. David Rutledge, director of
clinical research at Abbott, told the audience that
they need to start hiring the right people now, as
“it takes time to develop the expertise.”
He said that people who have a real knowledge
of risk management will be of particular value,
adding that his company had taken a “sober look”
at their knowledge base. “We have learned that we
might not have the right people at our company,”
he added. As you prepare them to appreciate risk,
realize that you eventually will have to retrain
them, he added. — Elizabeth Hollis

The number of warning letters with quality system citations issued by the FDA actually decreased,
dropping nearly 16 percent from 144 in 2013 to 121
in 2014. Nearly 63 percent of the warning letters
issued in 2014 went to domestic companies.
Quality systems surveillance inspections
resulted in the FDA issuing a Form 483 roughly
47 percent of the time at domestic sites, versus
roughly 57 percent at foreign sites in 2014.
Read the data here: www.fdanews.com/11-15CDRH-Data.pdf. — Jonathon Shacat

Glaukos, Transcend
Settle Patent Litigation
Glaukos and Transcend Medical have
reached a settlement resolving all existing eye
stent patent litigation.
U.S. District Court for the District of Delaware
Judge Mitchell Goldberg dismissed all claims
between the two companies in the case Transcend
Medical Inc. v. Glaukos Corporation on Oct. 29.
The lawsuit, brought in May 2013 by Transcend,
sought a declaration of noninfringement of Glaukos patents in the event that the company launched
its CyPass technology in the U.S.
Glaukos has agreed not to sue for patent infringement involving Transcend’s CyPass
micro-stent devices, appliers and delivery systems. In exchange, Transcend won’t challenge
any Glaukos patent. Also, Transcend will pay
Glaukos 1 percent of future net sales of CyPass
micro-stents until April 8, 2022, with the total
maximum payment limited at $6 million.
Glaukos says the settlement does not affect the
company’s ability to market its iStent Supra suprachoroidal micro-bypass stent. — Jonathon Shacat
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FDA Developing Documents
On Critical-to-Quality Factors

to devicemakers and other industries, says Walt
Rosebrough, the company’s president and CEO.

The FDA is aiming to develop additional documents and policies to help investigators and devicemakers understand Critical to Quality factors.

The deal was delayed by federal court and
administrative complaints, both filed by the FTC,
alleging the acquisition would violate antitrust laws
by eliminating future competition between Steris’s gamma sterilization facilities and Synergy’s
planned X-ray sterilization facilities in the U.S.

The move comes after the agency unveiled
feedback on an inspection pilot that focused on
determining specific operations, design considerations and controls affecting quality and safety of
implantable devices that contain batteries.
A report on the pilot details post-inspection feedback from participating companies and
FDA staff about their experiences. Many of the
companies responded that the inspections promoted interactions with the FDA and put a spotlight on quality. According to one company,
“inspections focused on more important aspects
of Quality System vs. typos and missteps.”
Stakeholders recommended a number of
improvements, including providing easier to read
technical guidances to investigators and improving the scope of inspections so that firms are
inspected for technologies that are directly applicable to specific devices, the FDA says.
In their responses, the companies and investigators stated the pilot promoted interactions between
the FDA and industry, improved the clarity of expectations and focused inspections towards quality. The
investigators stated the pilot inspections facilitated
discussions with management; however, devicemakers disagreed. They also responded that the
program failed to change any internal practices.
Read the report here: www.fdanews.com/1115-FDA-Report.pdf. — Jonathon Shacat

Steris Acquires
Synergy for $1.9 Billion
Steris completed its $1.9 billion acquisition of
UK-based Synergy Health on Nov. 2, following
the Federal Trade Commission’s decision to not
continue challenging the merger.
The acquisition will allow Ohio-based Steris
to grow internationally in terms of providing
infection prevention and sterilization services

After the commission began investigating the
merger, Synergy and Steris abandoned plans to
bring X-ray sterilization to the U.S., saying it was
not a sound financial strategy.
The FTC announced Oct. 30 it still has competitive concerns about the acquisition, but decided to
formally dismiss its administrative complaint. The
commission said it would be difficult to meaningfully address the merger, due to the federal court’s
refusal to issue a temporary restraining order and
preliminary injunction to halt the acquisition.
Judge Dan Polster in U.S. District Court for the
Northern District of Ohio indicated in his Sept. 24
order that he thought the X-ray sterilization process
wasn’t ready for the U.S. market. On Oct. 1, the FTC
announced it would not appeal the district court’s
decision (IDDM, Oct. 2). — Jonathon Shacat

Mexico Seeks
WHO Certification
Mexico’s health agency is seeking to obtain
certification in medical devices from the World
Health Organization and Pan American Health
Organization next year.
The certification would facilitate patient
access to new generation devices and accelerate
foreign trade of the products, says Mikel Arriola,
head of COFEPRIS.
Roughly 2.3 million illegal devices have been
seized in eight states during President Enrique Peña
Nieto’s term, which began in 2012, Arriola says.
COFEPRIS achieved international recognition
by PAHO as a regulatory national agency of regional
reference for drugs and vaccines. — Jonathon Shacat
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NICE: More Research Needed on
Tests for Pregnancy Complication
The UK’s health cost-benefit watchdog is
calling for further research on two tests that
could help diagnose preeclampsia in the second
and third trimesters of pregnancy.
Alere’s Triage PLGF test and Roche’s Elecsys
immunoassay sFlt-1/PLGF ratio measure levels of
placental growth factor in the blood. Abnormally
low levels of PLGF may indicate that the placenta
is not developing properly and could potentially
cause life-threatening fits called eclampsia.
PLGF-based tests could be used to safely rule
out preeclampsia in women between 20 weeks
gestation and 34 weeks plus six days gestation,
the National Institute for Health and Care Excellence says in draft guidance issued Oct. 30. However, more evidence is needed on the use of the
tests to confirm preeclampsia, NICE says.
List prices are $62 for the Triage PLGF test and
$88 for the Elecsys immunoassay sFlt-1/PLGF ratio.
Both tests were cost-saving compared with standard
clinical assessment, with cost reductions per patient
of $4,467 for Triage PLGF test and $3,837 for Elecsys immunoassay sFlt-1/PLGF ratio, NICE says.

ITC to Investigate Elekta
For Tariff Act Violations
The U.S. International Trade Commission is
launching an investigation of Elekta for Tariff
Act violations for allegedly importing and selling cancer treatment radiotherapy systems that
infringe Varian Medical Systems’ patents.
The investigation stems from a complaint by
Varian Medical Systems in Palo Alto, Calif., and
Varian Medical Systems International in Switzerland. Varian is requesting an exclusion order and
a cease and desist order in the complaint, the ITC
announced Oct. 26.
The complaint was filed Sept. 25 against Sweden-based Elekta and its subsidiaries in the UK, the
U.S., Germany and China. Elekta says the claims
have no merit and it will defend itself vigorously.
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NICE also recommends carrying out further
research on the use of repeat PLGF-based testing
after a negative test result in women presenting
with suspected preeclampsia.
Meanwhile, NICE does not recommend Perkin Elmer’s DELFIA Xpress PLGF 1-2-3 test
and Thermo Fisher Scientific’s BRAHMS sFlt-1
Kryptor / BRAHMS PLGF plus Kryptor PE ratio
for routine adoption in the National Health Service, saying further evidence to show the clinical
effectiveness of these tests is needed. A meeting
of the Diagnostics Advisory Committee to evaluate the comments is scheduled for Dec. 1.
As part of the consultation, NICE is seeking
comments on whether it should consider other evidence, whether it reasonably interpreted the clinical effectiveness and cost, and whether its recommendations are suitable for guidance to NHS.
Roche says it is actively involved in the consultation process and is sharing clinical and
health economic data with the cost regulator.
Comments are due by Nov. 19. Read the consultation document here: www.fdanews.com/1115-NICE-PlGF.pdf. — Jonathon Shacat
Varian submitted the ITC complaint on the
same day it filed two patent infringement lawsuits against Elekta in U.S. district courts in Delaware and Northern California.
Varian claims Elekta violated four patents
with its Gamma Knife Icon, Versa HD, Axesse,
Infinity, Synergy, Agility and VMAT (Monaco)
products.
Tomas Puusepp, Elekta’s president and CEO,
says Varian’s claims are apparently part of a legal
strategy in response to litigation filed June 15 by
Elekta and William Beaumont Hospital.
That case, filed in U.S. District Court for
the Eastern District of Michigan, alleges Varian
infringed three patents for cone beam computed
tomography flat panel imaging systems with its
TrueBeam product. — Jonathon Shacat
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FDA Sets Nov. 30 Meeting
For Guided’s LuViva Device
The FDA has set a Nov. 30 meeting to
review Guided Therapeutics’ plan for its LuViva
Advanced Cervical Scan, a noninvasive cancer
detection product.
In May, the FDA rejected a July 2014 amendment to the device’s PMA application, citing a need
for more patient data before signing off. A key
objective of the upcoming meeting will be to determine the parameters of the additional patient data.

Nov. 9, 2015

LuViva is a noninvasive device that uses
spectroscopy to measure light interaction with
tissue to identify chemical and structural markers
for cervical cancer. — Jonathon Shacat

Chembio to Commercialize
Malaria Assays
Chembio Diagnostics is working to develop and
launch multiple DPP malaria assays, following initial
testing showing a 10-fold improvement in sensitivity
of the product.

Guided sent a presubmission letter to the
FDA in August containing plans for a confirmatory study for the company to collect additional
data scans on patients (IDDM, Aug. 18).

Medford, N.Y.-based Chembio plans to begin
field-testing its DPP Malaria-Ebola Assay in West
Africa and its DPP Fever Panel Assay to detect
malaria, Dengue, Ebola, Lassa, Marburg and Chikungunya within 12 months.

The meeting was scheduled for Nov. 6, but
Guided requested a new date to accommodate
the schedules of two physicians who plan to
attend the meeting on the company’s behalf.
Both doctors are principal investigators of the
LuViva pivotal clinical trial.

The DPP Malaria-Ebola Assay is part of a
research collaboration agreement with the Centers
for Disease Control and Prevention, while the DPP
Fever Panel Assay is being developed under a $2.1
million grant from the Paul G. Allen Ebola Program
(IDDM, Oct. 23). — Jonathon Shacat

Confidence in Results
Achieve greater productivity and confidence when providing laboratory-developed test results to
the healthcare professionals you serve. New Thermo Scientific™ high-performance Class I medical
devices for in vitro diagnostic use — Thermo Scientific™ Prelude LX-4 MD™ HPLC, Thermo Scientific™
Prelude MD ™ HPLC, Thermo Scientific Endura MD ™ mass spectrometer, and Thermo Scientific ™
ClinQuan MD™ software – help you deliver LC-MS results easily, quickly, and with more confidence.

Prelude LX-4 MD HPLC

LC-MS for in vitro diagnostic use
• thermoscientific.com/LCMS-IVD
© 2015 Thermo Fisher Scientific Inc. All rights reserved. All trademarks are the property
of Thermo Fisher Scientific Inc. and its subsidiaries.

Prelude MD HPLC

Endura MD Mass Spectrometer

ClinQuan MD Software
For in vitro diagnostic use.
Not available in all countries.

ISO 13485

Thermo Fisher Scientific,
San Jose, CA USA is
ISO 13485 Certified.

AD64157-EN 0615S-Rev.C
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EU Ombudsman: EC Should Work
To Determine Conflicts of Interest
The European Commission should take additional steps to ensure that experts sitting on scientific committees that make decisions on medical products are truly independent.
That’s the recommendation of EU Ombudsman Emily O’Reilly following an inquiry into a
complaint filed by a nongovernmental organization representing women who received faulty breast
implants manufactured by the now defunct Poly
Implant Prothèse.
The NGO was unhappy with some of the conclusions made in a 2014 report on whether women
with the implants should undergo preventive surgical removal. The group maintained that an expert
had a conflict of interest and should not have participated in drawing up the report.
O’Reilly determined the expert had not declared
all of his interests; however, upon the EC’s request,
he produced evidence indicating he did not have
conflicts of interest.

FDA Issues Draft Guidance
On Electromagnetic Interference
Manufacturers of electrically powered medical devices should provide information, such as
summary testing and specifications, to demonstrate their products don’t pose a risk of electromagnetic interference.
That recommendation comes in draft FDA
guidance issued Nov. 2. The document adds that
device applications should include the following
information to facilitate premarket submissions
and reviews:
●● A summary of the testing;
●● The specifications of the standard that
were met;
●● The device-specific pass/fail criteria used;
●● The specific functions of the device that
were tested;

Page 7

O’Reilly adds that the EC was correct when it
determined that the expert did not have a conflict
of interest in this case; that said, the NGO also was
right to be concerned that the commission did not
initially have the necessary information to ascertain
the expert’s independence.
Moving forward, the commission should verify the independence of members of the Scientific
Committee on Emerging and Newly Identified
Health Risks and external experts when they are
appointed, O’Reilly says.
Her decision does not deal with the scientific
conclusions in the report.
PIP was exposed in 2010 for making and selling breast implants from industrial-grade silicone
instead of from medical-grade silicone. More
than 400,000 women received the implants in 68
countries before they were pulled from the market that same year.
Read the ombudsman’s recommendation
here: www.fdanews.com/11-15-EU-PIP.pdf.
— Jonathon Shacat

●● The performance of the device during
each test;
●● A justification for any of the standard’s
allowances;
●● A justification for any deviations from the
specifications of the referenced standard;
●● Evidence of compliance with the reference
standard’s labeling specifications; and
●● A detailed description of all changes.
Specific standards mentioned are those in
the International Electrotechnical Commission’s
60601-1family and one from the International
Organization for Standardization — ISO 14708
for active implantable devices.
Comments are due by Dec. 17. Read the draft
guidance, Information to Support a Claim of Electromagnetic Compatibility of Electrically-Powered Medical Devices here: www.fdanews.com/1115-CDRH-Guidance.pdf. — Jonathon Shacat
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BRIEFS
FDA Grants De Novo Clearance for INVOcell
The FDA has granted Medford, Mass.-based
INVO Bioscience’s de novo request for its INVOcell system for the incubation of eggs and sperm
during fertilization and early embryonic development. The device produced pregnancy rates
equivalent to traditional in vitro fertilization treatments in clinical studies, the company says. Benefits include a more natural and stable vaginal
incubation than in a conventional IVF incubator, a
reduced risk of incorrect embryo transfers, a lower
cost of infertility treatments and increasing geographic accessibility.
China Approves Avedro’s KXL System
China’s FDA has approved Massachusettsbased Avedro’s KXL System, making it the first
company to receive approval from the country’s regulatory body for a corneal cross-linking
device. The procedure combines riboflavin ophthalmic solution with UVA irradiation from the
KXL device and is indicated to treat keratoconus
and post-LASIK ectasia, both of which are progressive, sight-threatening conditions.
Brazil Green Lights Jazz Band Platform
Brazil’s ANVISA has approved Implanet’s
Jazz Band spinal implant platform. The company’s commercial partner, Importek, says it plans
to perform the first Jazz surgeries in the coming
weeks. France-based Implanet received expanded
510(k) clearance from the FDA in September to
use Jazz with 100 percent of thoraco-lumbar fixation systems (IDDM, Sept. 28).
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com

FDA OKs Cerapedics’ PMA for i-FACTOR
The FDA has approved Colorado-based Cerapedics’ premarket approval application for i-FACTOR peptide enhanced bone graft for use in anterior cervical discectomy and fusion procedures in
patients with degenerative cervical disc disease.
i-FACTOR is the first bone graft to be approved
for use in the cervical spine and only the second
PMA-approved bone graft in the spine.
Omnicell to Acquire Aesynt for $275 Million
Mountain View, Calif.-based Omnicell has
reached an agreement to acquire Aesynt, a medication management company, for about $275 million. The acquisition will broaden the Omnicell’s
existing portfolio with Aesynt’s IV solutions, central pharmacy solutions, point of care solutions and
enterprise software. Specific products from Aesynt
include IV preparation analytics, unit dose medication dispensing robots, medication storage and
dispensing cabinets for nursing units and operating
rooms, and medication logistics management software. The transaction is expected to close in 2016.
Health Canada Approves Anika’s Cingal
Anika Therapeutics has received Health
Canada approval for its Cingal medical device
to treat pain associated with osteoarthritis of
the knee. Cingal is a combination viscosupplement formulated with the company’s cross-linked
sodium hyaluronate and triamcinolone hexacetonide, an FDA-approved steroid to treat inflammation. Cingal is Anika’s third-generation viscosupplementation product.
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An interactive workshop presented by

“Companies must provide truthful and accurate information in their marketing
applications…The American public expects and deserves no less."

Cerulean Associates LLC and FDAnews

— Janet Woodcock, M.D., Director, CDER

FDA Data Integrity
From Data Creation to Long-Term Archive
Dec. 8-9, 2015
Embassy Suites Raleigh-Durham Airport/Brier Creek • Raleigh, NC
FDA data integrity requirements are among the most strenuous that
regulated industries have to comply with. Your electronic records
must be trustworthy and reliable across their entire data lifecycle
— from initial data creation through long-term archival.
In the FDA Data Integrity workshop you will learn the following:
• The types of data integrity violations
identified during recent FDA inspections
• FDA expectations for review of electronic
laboratory data
• What actions to take if data integrity
concerns are identified within your
company or at a contractor
• What is really required by the FDA, EMA,
Health Canada and other regulating
agencies
• How to quickly parse warning letters for
data integrity expectations
• FDA investigator tactics and questions to
expect about your data integrity

• The eight practical elements of data
integrity
• What to look for when conducting quality
audits of data integrity
• How to map your data flow
• How to incorporating data integrity
compliance into the day-to-day
operations
• How to qualify record and archival
storage vendors
• How to develop a media migration
strategy

“John takes on complicated regulation and breaks it down
into easily managed steps and projects applicable to any
company.”
— Jeffery Taylor, Manager, Quality Systems and
Validation
“John is not only a subject matter expert, he is also a great
speaker. He understands how to keep the audience engaged
by encouraging their participation. Thumbs up to John.”
— Johanna Stamates, Executive Director Research
Compliance and Quality Assurance, University Of
John Avellanet
Founder, Cerulean Associates LLC,
Miami

Visit www.fdanews.com/FDADataIntegrity or call (888) 838-5578

FDA Data

From Data Creation to

Dec. 8-9, 2015 • Embassy Suites Raleigh-D
WORKSHOP AGENDA
DAY ONE
TUESDAY, DEC. 8, 2015
8:30 a.m. – 9:00 a.m.
REGISTRATION & CONTINENTAL BREAKFAST
9:00 a.m. – 9:15 a.m.
INTRODUCTION AND WELCOME
9:15 a.m. – 10:45 a.m.
I. Data Integrity: What’s Really Required?
a. Core regulatory requirements — FDA,
EMA, Health Canada and more
b. Overlooked guidances — what you
don’t know will hurt you
c. How to quickly parse warning letters
for data integrity expectations
d. FDA investigator tactics and
questions about your data integrity
e. Interactive Hands-On Exercise:
Attendees act as FDA investigators
in different company types to find the
data integrity controls FDA expects
during an inspection
10:45 a.m. – 11:00 a.m. REFRESHMENT BREAK
11:00 a.m. – 12:00 p.m.
II. Suppliers and Data Integrity: Who’s
Actually Accountable?
a. FDA’s view — accountability versus
responsibility
b. Dealing with your regulated data at
critical suppliers
c. Contractual components to address
data integrity risks
d. Handling SaaS providers, hosted IT
systems and cloud computing
e. Managing data integrity with CROs
and outsourced clinical sites
f. Overseeing data integrity at your
CMO and contracted services
g. Addressing data from suppliers of
raw materials
h. Interactive Hands-On Exercise:
Attendees act as FDA investigators
to review the data integrity controls
from several case study companies
have in place over their suppliers —
should the sponsor/purchaser get a
warning letter?

12:00 p.m. – 1:00 p.m. LUNCH
1:00 p.m. – 2:15 p.m.
III. Practical Realities: The Business Costs of
Poor Data Integrity
a. Real world business costs of poor
data integrity
b. Legal pitfalls for senior management
from poor data integrity
c. Practical quality costs of poor data
integrity
d. Interactive Hands-On Exercise:
Attendees review several case
studies to determine costs and
dangers of poor data integrity
2:15 p.m. – 2:30 p.m. REFRESHMENT BREAK
2:30 p.m. – 4:30 p.m.
IV. Critical Data Integrity Elements to Prove
Compliance
a. Eight practical elements of data
integrity (ALCOA+ in practice)
b. Narrowing the scope
c. Risk-based data integrity controls —
a simplified approach
d. Verifying data integrity controls at
suppliers
e. Qualifying personnel — from CV to
training
f. Defining roles and responsibilities
g. Conducting quality audits of data
integrity — what to look for and why
h. Monitoring, metrics and communication
i. Policies and SOPs to consider
j.
Scanning, true copies and source data
k. Interactive Hands-On Exercise: Using
case studies, attendees identify likely
risks and select the most appropriate
controls for each situation
4:30 p.m. – 5:00 p.m.
V. Day One Wrap Up and Review
a. Interactive Hands-On Exercise:
Attendees identify 3 compelling
reasons for their own company to
adopt data integrity controls now

DAY TWO
WEDNESDAY, DEC. 9, 2015
9:00 a.m. – 9:15 a.m.
WELCOME AND QUICK LEARNING RECAP
9:15 a.m. – 10:30 a.m.
VI. Modern Validation Protocol
a. Validation by risk level — it’s all about
the data
b. Sampling and test cases — FDA’s view
c. FDA’s view of supplier-provided
validations
d. Taking advantage of the traditional
DQ\IQ\OQ\PQ format
e. Example FDA-“approved” test cases
for data integrity-based validation
f. Interactive Hands-On Exercise:
Attendees review case study
validation tests to see if data integrity
is actually being verified
10:30 a.m. – 10:45 a.m. REFRESHMENT BREAK
10:45 a.m. – 12:00 a.m.
VII. Mapping Your Data Chain-of-Custody
a. Data mapping defined
b. Steps to map your data flow across
the data lifecycle
c. Benefits to mapping your chain-ofcustody — business and the FDA
d. Interactive Hands-On Exercise: Work
in teams to data map a sample data
flow from several case studies (one
cGCP and one cGMP)
12:00 p.m. – 1:00 p.m. LUNCH
1:00 p.m. – 2:15 p.m.
VIII. Advanced Tactics to Cut Costs and Reduce
Your Workload
a. Change management — from
preapproved to emergency
b. Containing costs with cross-functionality
c. Incorporating data integrity
compliance into the day-to-day
operations of departments and
supervisors
d. Creating a site master data integrity
compliance plan
e. Data integrity governance
f. Interactive Hands-On Exercise: Draft
a communication to be sent out by

Visit www.fdanews.com/FDADa

a Integrity

o Long-Term Archive

Durham Airport/Brier Creek • Raleigh, NC
YOUR COURSE MATERIALS
MEET YOUR INSTUCTOR
John Avellanet is an award-winning FDA compliance
expert known for his business-savvy, pragmatic advice and
engaging speaking style.
Mr. Avellanet was the lead author of several certification
courses on Good Manufacturing Practices (GMP) and Quality
System Regulation (QSR) supplier management for the US
Regulatory Affairs Professional Society.

Each participant will receive a folder
and flash drive packed with tools and
reference materials in a combination of both electronic and hard copy
format you can put to use right away,
including:
• Presentation slides
• A set of detailed handouts including examples and hands-on
exercises
• Two sample policies – ready for
you to implement now
• One sample SOP and form – ready
for immediate implementation
• Eight sample checklists – ready
for you to use right away
• Two quick guides and templates –
ready for you to use immediately
• And more….

Last year he co-authored the book Pharmaceutical
Regulatory Inspections with several current and former
regulatory agency officers, and his industry classic, Get to
Market Now! Turn FDA Compliance into a Competitive Edge
in the Era of Personalized Medicine, was featured highlight
of BIO 2011.
Prior to founding his lean compliance consulting firm, Cerulean Associates LLC, Mr.
Avellanet was a former Fortune 50 combination device C-level executive who created,
developed, and ran his company’s compliance programs to achieve ISO, DEA, BIS
and FDA compliance. During his career, he had to defend decisions to investigators,
auditors, and litigators alike. He now brings his hard-won, real-world expertise and
practical advice to his corporate clients worldwide. A former FDA and US Department of
Justice prosecutor has said of Mr. Avellanet, “He is the best in the business. Period.”

your senior team to all company
employees about good data integrity
that will actually lower your workload
and encourage self-compliance
2:15 p.m. – 2:30 p.m. REFRESHMENT BREAK
2:30 p.m. – 3:30 p.m.
IX. Data Integrity, Recordkeeping and Archival
Controls
a. Records to retain to prove good data
integrity controls
b. Basics of bit rot and other risks to
archived data
c. Developing a media migration strategy
d. Qualifying record/archival storage
vendors
e. Interactive Hands-On Exercise:
Attendees work in teams to outline a
sample set of data integrity controls
and auditing plans for several case
study companies

taIntegrity or call (888) 838-5578

3:30 p.m. – 4:00 p.m.
X. Building Your Business Case for
Defensible Data Integrity
a. Quick tips for talking to senior
management about data integrity
b. A sample data integrity action plan —
nine brainstorming questions
c. Interactive Hands-On Exercise:
Attendees work with the expert
instructor to draft their own personal,
business case and prioritized plan for
implementing a data integrity control
framework at their company
4:00 p.m. – 4:30 p.m.
XI. Wrap Up and Final Questions
4:30 p.m.
XII. Adjournment

WHO WILL BENEFIT
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•

Executive management
Regulatory affairs
Quality assurance/quality control
Legal and compliance officers
Clinical research directors
Consultants/service providers
CAPA specialists
Compliance information managers
GMP compliance officers
GMP training managers
Heads of internal audits
QA documentation managers
QA/QC managers and directors
Quality systems managers
Systems analysts
Training personnel

FDA Data Integrity
From Data Creation to Long-Term Archive
Dec. 8-9, 2015 • Embassy Suites Raleigh-Durham Airport/Brier Creek • Raleigh, NC
HOTEL RESERVATIONS
To reserve your room, call the hotel at the number below. Be sure
to tell the hotel you’re with the FDAnews Workshop to qualify
for the reduced rate. Only reservations made by the reservation
cutoff date are offered the special rates, and space is limited.
Hotels may run out of discounted rates before the reservation
cutoff date. The discounted rate is also available two nights before and after the event based on availability. Hotel may require
first night’s room deposit with tax. Room cancellations within 72
hours of the date of arrival or “no-shows” will be charged for the
first night’s room with tax.
DATES/LOCATION:
Dec. 8-9, 2015
Embassy Suites Raleigh-Durham Airport/Brier Creek
8001 Arco Corporate Drive
Raleigh, NC 27617
Toll Free: (800) EMBASSY
+1 (919) 572-2200
www.RaleighDurhamAirportBrierCreek.EmbassySuites.com
Room rate: $179.00 plus 12.75% tax
Reservation cut-off date: Nov. 20, 2015
TUITION
Tuition includes all workshop sessions, workshop written materials, two breakfasts, two luncheons and daily refreshments.

YES!

CANCELLATIONS/SUBSTITUTIONS
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.
TEAM DISCOUNTS
Significant tuition discounts are available for teams of three 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.
FOUR EASY WAYS TO REGISTER
Online: www.fdanews.com/FDADataIntegrity
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

I want to attend FDA Data Integrity: From Data Creation to LongTerm Archive I understand the fee of $1,797 includes all workshop
sessions, workshop materials, two breakfasts, two luncheons and
daily refreshments.

300 N. Washington St., Suite 200
Falls Church, VA 22046-3431

(Please see "Team Discounts" above for tuition discounts when you send a team of three or more.)

Attendee 1: Name 					 Title 				 Email 					
Attendee 2: Name 					 Title 				 Email 					
Email address (so you can receive order acknowledgements, updated news, product information and special offers)

Company Information
Organization 								
Address 								
City 					 State 		

Zip 		

Country 									
Phone 				 Fax 					

Payment Options
☐ Check enclosed, payable in U.S. funds to FDAnews
☐ Charge to: ☐ Visa ☐ MasterCard ☐ American Express
Credit card no. 						
Expiration date 						
Total amount $ 						
Signature 						
(Signature required on credit card and bill-me orders.)

Print name 						
☐ Bill me/my company $ 					
Purchase order # 						
(Payment is required by the date of the conference.)

© Copyright 2015 by FDAnews

Managing Data and
Documentation for FDA Inspections
Do you understand the FDA’s document access authority? Is your company’s data
and documentation organized and ready for your next FDA inspection?
If not, your next inspection could become a scavenger hunt.
Managing Data and Documentation for FDA Inspections will help you get control of
your data by using industry best practices and SOPs.
You will also learn:
• Documentation the FDA is entitled to see;
• Documentation the FDA is not entitled to see;
• How to create unique naming conventions to handle masses of data;
• How to prioritize data that might be requested during an inspection;
• The “Top 10” questions to ask about your archival process;
• What to do when documents are not in the general archives;
• When does email count as documentation;
• If source data is electronic, how to provide access to the regulatory authority;
• If source data is paper that was scanned, what to do with the originals; and
FOUR EASY WAYS TO ORDER
• Tips for dealing with more than one “original.”
Order your copy of Managing Data and Documentation for FDA Inspections
TODAY!

1. PHONE: Toll free (888) 838-5578
or +1 (703) 538-7600
2. WEB: www.fdanews.com/51287
3. FAX: +1 (703) 538-7676

3Yes! for FDA Inspections at the price of $397 each for the format I’ve selected:
q
Please send me ____ copy(ies) of Managing Data and Documentation

4. MAIL: FDAnews
300 N. Washington St., Suite 200
Falls Church, VA 22046-3431

qPDF

Name _________________________________________________________
Title __________________________________________________________
Company ______________________________________________________
Address _______________________________________________________

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. _______________________________________

City________________________ State _____________ Zip code _________

Expiration date _______________________________________

Country _______________________________________________________

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

Telephone _____________________________________________________
Fax ___________________________________________________________
Email _________________________________________________________

Add $10 shipping and handling per book for printed books shipped to the U.S. or
$35 per book for books shipped elsewhere. Virginia customers add 6% sales tax.
15FLYR-N

