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EU to Join MDSAP as Official
Observer Later This Month
The EU is expected to sign on as a full observer to the International Medical Device Regulators Forum’s single audit program
when the group meets in Tokyo later this month, according to a U.S.
FDA official familiar with the talks.
Currently participating in the medical device single audit program are the U.S., Australia, Canada and Brazil, with Japan and the
World Health Organization listed as official observers. EU participation has been delayed by logistical issues concerning differing standards among the 28 member states.
Specifically, EU countries can’t participate in MDSAP because
every participant has to have confidentiality agreements with every
other player, explained Kimberly Trautman, associate director for
international affairs in the U.S. FDA’s device center. That means
that agreements for each of the 28 states would need to be negotiated
individually — a daunting task, she said.
Still, Trautman observed, companies opting for MDSAP audits
won’t necessarily need to submit to a separate European audit. So far,
all third parties approved to perform audits are also notified bodies that
can perform EU auditing tasks as an appendage to the MDSAP audit.
Use Encouraged in Developing Countries
IMDRF and WHO are also encouraging regulators in countries,
such as Tanzania and South Africa, that are just developing medical
device regulations to adapt MDSAP standards rather than reinvent
the wheel, said Trautman, who spoke at FDAnews’ annual device
quality conference in Bethesda, Md.

Endoscopy products maker
gets U.S. warning over
quality system, recordkeeping violations............Page 6

Devicemakers interested in the process should talk to an accrediting body about replacing their next routine audit with an MDSAP
audit, she said. “We don’t expect anyone to want an extra audit. The
expectation is that people will convert scheduled inspections” to an
MDSAP audit.

U.S., India regulators meet
again on quality issues,
information sharing...Page 7

For companies that are still undecided, Trautman dangled
these enticements: Because the audits aren’t performed by the U.S.
(See MDSAP, Page 2)
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MDSAP, from Page 1
government, their results aren’t public record —
and there’s no Form 483 that can be requested via
the Freedom of Information Act.
MDSAP Portal
Trautman also offered an update on the IMDRF
IT portal, which will allow companies to access
data from MDSAP audits. The FDA has provided
$1 million to fund the effort over two years, but the
agency can’t host the servers because Patriot Act
rules make any data on U.S. government servers
accessible to the government — a source of security
and confidentiality concerns for many foreign governments, Trautman said.
IMDRF has approached the Pan American
Health Organization about hosting the portal and
expects an agreement in the near future, Trautman said. The Regulatory Exchange Platform, as
the portal will be called, will include information
on drugs and good manufacturing practice, as
well as records of device audits.
MDSAP inspections for combination products
that are regulated as drugs may be possible in the
future, but this will be driven by industry demand,
Trautman said, citing the complexity of adding
drug GMPs to MDSAP’s device auditing process.
Devicemakers who have gone through
MDSAP audits will be able to share their experiences during a June 23 IMDRF meeting set to
coincide with the midpoint of the pilot program.
— Elizabeth Orr

CDRH Moving Fast to Implement
Inspectorate Overhaul Changes
Devicemakers will soon start feeling the impact
of the Center for Devices and Radiological Health’s
inspectorate overhaul, with the addition of qualitydriven metrics and pre- and postapproval confirmation of controls audits, a center official says.
The U.S. FDA will use internal “critical to
quality” parameters, or CtQs, which started as
an inspection pilot and have been written into
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inspectional guidance, said William MacFarland, director of CDRH’s Division of Manufacturing and Quality, during a Wednesday session
of FDAnews’ 12th annual Medical Device Quality Congress in Bethesda, Md. The idea is that
implementing CtQs and sharing them with industry will shift the main focus from compliance to
quality, he said.
As part of this effort, the device center will
implement a PMA-CtQ confirmation pilot program for premarket approval applications. Sponsors will submit their CtQs to the FDA for
review, and the center will confirm the necessary
quality controls are in place before the device is
approved. Following approval, the FDA will use
its quality system inspection technique, or QSIT,
to assure that the company is in compliance with
quality system regulations, MacFarland said.
The FDA is also considering performing confirmation of controls on products postapproval,
he added. Companies interested in participating
in the program must have been inspected within
the last five years.
Resource Library
The reorganization, announced last fall, will
create a distinct inspectorate for medical devices,
eliminating the existing region-based model and
employing investigators who will be extensively
trained in specific types of devices. The overhaul
is designed to revise CDRH’s compliance program from one that is compliance-heavy to one
that will work with manufacturers proactively to
prevent quality problems.
Through its Case for Quality initiative, the
FDA is working with industry and other stakeholders to foster device quality and encourage
manufacturers to operate above the regulatory
baseline, including planning a series of stakeholder forums through the Medical Device Innovation Consortium, MacFarland said.
The MDIC is exploring the use of Quality Maturity Models — a framework used when
evaluating the capability to implement quality
(See FDA Inspectorate, Page 3)
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strategies. Regular forum meetings will be held
to discuss areas for improving quality, chart new
approaches and provide updates on current projects, the FDAer said. Some of the meetings will
have a targeted focus, while others will be broad
in scope, he added.
The FDA is also developing a Library of
Quality Practices — a resource to promote building a knowledge base of device quality. The
agency is working with AdvaMed, which already
has a large library of successful procedures, and
other organizations to achieve that goal, MacFarland said, adding the concept should be ready by
the end of the year.
Finally, a workgroup comprised of industry
and agency personnel will seek to better identify quality measures tied to best practices and
indicators of product quality. The group will look
at measures throughout the preproduction, production and postproduction processes and come
up with a compilation of measures by mid-year,
MacFarland said.
As the reorganization unfolds, devicemakers should look for further opportunities to interact with the FDA on device quality, MacFarland
said. Firms should ask themselves, “What does
the term ‘quality’ mean to me, and how do we
use this term at our company?” he said. And they
should make sure that high-priority projects are
focused on quality system execution and ensuring overall device quality. — Kellen Owings

UK Begins Charging Devicemakers
For Certificates of Free Sale on April 1
Devicemakers must pay a small fee starting
April 1 to verify that a device bears a CE marking and complies with relevant regulations in
order to legally sell the product in the UK.
The fee’s effective date coincides with a
shift in responsibility for issuing the documents,
known as certificates of free sale, from the
Health Department to the Medicines and Healthcare Products Regulatory Agency.
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The fee is $110 per application, which can consist of 10 certificates, says MHRA spokesman Nick
Spears. Each certificate covers a single device type.
The agency received some pushback from
devicemakers after proposing the fee in September, but insists it is necessary to cover the costs of
providing the service. The transfer of certificates
of free sale to the MHRA was widely supported
by industry during a consultation in late 2013.
Mike Kreuzer, technical and regulatory
executive director for the Association of British
Healthcare Industries, tells IDDM that “moving
from a fragmented national approach to a more
harmonized European system will deliver more
value to both industry and regulators.”
Email michael.peel@mhra.gsi.gov.uk with
questions. — Jonathon Shacat

India to Pilot Device Adverse
Event Reporting System
The Indian government is developing a medical device postmarket surveillance system, following a series of high-profile incidents in which
faulty products harmed patients.
Under the plan, which has not been formally
announced, the Central Drugs Standard Control
Organization would work with the Sree Chitra
Tirunal Institute of Medical Scientists and Technology to design a system for collecting and compiling adverse event reports online. The system
— dubbed the Materio Vigilance Programme of
India, or MvPI — will be launched via a government-funded pilot program in 10 medical colleges
and overseen by the Indian Pharmacopoeia Commission in Gaziabad in northern India.
CDSCO’s Pharmacovigilance Commission,
which currently monitors drugs, will meet every
three months to discuss the adverse event reports
and determine whether regulatory actions, such as
labeling changes or product recalls, are needed.
If the pilot succeeds, CDSCO will take the
reporting program nationwide.
(See Postmarket Safety, Page 4)

Page 4

INTERNATIONAL DEVICES & DIAGNOSITCS MONITOR

Postmarket Safety, from Page 3
It’s still unknown when the pilot will launch,
says Vijay Venkatraman, CEO of consulting firm
Oivya Medsafe. The government has talked about
requiring adverse event reporting for devices
since 2013, but it took the recent push for stricter
regulation of devices to bring it to the forefront,
he says (IDDM, Jan. 9).
The proposal is much-needed, says Rajiv
Nath, a spokesman for the Association of Indian
Medical Device Industry. However, he said he
hopes the data will be used prudently because
more popular devices may “generate a relatively
higher number of negative feedback reports.”
This will be the first time India has formally
collected device-related adverse event reports.
Previously, the government relied on recalls and
alerts issued by foreign governments.
— Elizabeth Orr
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Ethics Code Could Limit
Training on Devices in India
A new requirement that devicemakers follow
India’s guidelines on marketing medical products
could make it harder for companies to provide
training on new equipment, an expert says.
The Uniform Code of Pharmaceuticals Marketing Practices went into effect Jan. 1 and was assumed
to cover only drugmakers. However, a March 9
statement by Raj Kumar, an undersecretary in the
Department of Pharmaceuticals, makes clear that the
code applies to device companies as well.
The delay, as well as the language used in
the code, suggests that devicemaker compliance
was an afterthought, says Vince Suneja, CEO of
TwoFour Insight Group. He points out, too, that
industry groups, such as the Association of Indian
(See Business Code, Page 5)
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Medical Device Industry, were not included on a
cover letter when the code was originally released.
Imposing the code on devicemakers may make
it more difficult to offer training on new technologies, Suneja tells IDDM, noting that manufacturers are prohibited from providing remuneration for
travel or meals for healthcare professionals. Firms
may pay third parties for medical research in certain circumstances, but it’s unclear whether the
exemption extends to grants for training, he says.
The code also bars companies from paying
healthcare professionals to become trainers. “In
essence, the medical device industry may be prohibited from hiring healthcare professionals as consultants either in product development or marketing
efforts,” he says, adding that firms will need to find
other ways to engage the medical community.
In the U.S., devicemakers may pay for education and training as long as they do not exceed
specified amounts.
One other key difference between India’s code
and the U.S. law is that there is no affirmative disclosure requirement in the code, meaning payments that
are made despite it won’t be made public. Instead,
companies are expected to annually declare compliance with the code and file that declaration with the
Ethics Committee for Pharma Marketing Practices.
The committee is responsible for investigating
any reported violations and doling out penalties.
View the March 9 notice at www.fdanews.
com/03-23-15-UCPMP.pdf. — Elizabeth Orr

ODE Seeks
Permanent Leader
The U.S. FDA’s device center is seeking a permanent director for its Office of Device Evaluation, FDA spokesman Eric Pahon confirmed this
week. The post has been held since September
2014 on an interim basis by Bill Maisel, deputy
director for science and chief scientist in CDRH,
after former ODE Director Christy Foreman left to
become associate director for regulatory programs
in the tobacco center’s compliance office.
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Once hired, the new director will lead a staff
of more than 500 reviewers who assess scientific
and clinical data in support of device trials and
approvals. The ODE director reports directly to
CDRH’s deputy center director for science.
Steve Niedelman, lead quality systems and
compliance consultant to King & Spalding’s
FDA and Life Sciences practice team, says the
new director should understand premarket and
postmarket ramifications of a device and support a least burdensome approach to getting
devices approved.
Read the ODE job posting at www.fdanews.
com/03-17-15-ODELeader.pdf. — Charlotte Astor

Extra Digit Poses Challenge
For Registrants in Russia
Russia’s new medical device descriptor system is creating headaches for registrants, and
the country’s industry association is encouraging companies to contact the regulator with
their concerns.
Roszdravnadzor recently updated its system
based on the Global Medical Device Nomenclature. However, in the process of translating the
terms, the agency added a number to the fivedigit GMDN code, explains Abby Pratt, vice
president of global strategy and analysis
at AdvaMed.
“I understand there is some confusion, and
companies are wondering how this is going
to work,” she says, adding the regulator will work
with industry to ensure the new system works.
The International Medical Devices Manufacturers Association, Russia’s industry group, is
monitoring the likelihood that Russia’s classification system will be replicated in device regulations currently being developed for the Eurasian Economic Union, which includes Russia,
Kazakhstan and Belarus.
View the new system, in Russian, at www.
fdanews.com/03-15-Russia-Classifier.pdf.
— Jonathon Shacat
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New Corruption Reports Extend
Biomet’s Deferred Prosecution
The U.S. Department of Justice is extending a
deferred prosecution agreement with Biomet for
another year following new revelations of bribery
in the company’s dealings in Brazil and Mexico.
Biomet entered into the agreement in March
2012, allowing the devicemaker to avoid charges
that it violated the Foreign Corrupt Practices Act
if it fulfilled the terms of the consent agreement
within three years. Biomet also paid $17 million
to resolve the charges at the time.
The new issues, revealed in a March 13 SEC
filing, relate to incidents that happened before the
agreements were signed. Biomet investigated the
incidents and fired or otherwise disciplined the
employees involved. The problems were reported
to DOJ, the U.S. Securities & Exchange Commission and an independent compliance monitor in
April 2014.
Both the SEC and DOJ are investigating the
incidents, Biomet says.
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Zimmer’s purchase of Biomet is currently
under regulatory review and expected to close
in late spring. The companies did not respond to
a request for comment on how the investigation
might affect that deal.
View the SEC filing at www.fdanews.com/0323-15-biomet.pdf. — Elizabeth Orr

FDA Warns Endoscopy Maker
On Quality, Recordkeeping Issues
The U.S. FDA handed Encompas Unlimited
a warning letter for failures in quality control,
implementation of medical device reporting procedures and incomplete device history records.
According to the Feb. 20 letter posted online
Tuesday, procedures to control nonconforming product — specifically, ES-50 Endo Scrub
devices used for precleaning equipment and
instruments — are inadequate. Encompas’ purchasing control procedure doesn’t define the
type and extent of control to be exercised over
(See Warning Letter, Page 7)
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Publication

Drug and devicemakers are finding that products they’ve imported for years hassle-free are suddenly
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March 23, 2015

INTERNATIONAL DEVICES & DIAGNOSITCS MONITOR

Warning Letter, from Page 6
products and vendors based on an evaluation of
noncomforming product.
The Sarasota, Fla., devicemaker revised its
purchasing control procedures, but they still don’t
define the extent of control based on suppliers’
ability to meet the devicemaker’s requirements,
the investigator notes. The warning letter follows
a Nov. 10-18 inspection by the FDA’s Florida district office.
Encompas also lacks an approved supplier list
or established criteria for critical vendors, and
long-time vendors appear to have been grandfathered in, the letter notes.
The investigator also raps the firm for failing to maintain device history records and for
not having written procedures showing devices
are made in accordance with current good manufacturing practices. For example, records for
inspection and production of the Endo Scrub
between mid-July 2003 and October 2014 don’t
list manufacturing codes or lot numbers for finished devices.
The FDA faults Encompas’ complaint-handling procedures as well, because they don’t
include requirements to ensure complaints are
evaluated to determine if they should be reported
to FDA as an MDR.
Encompas declined to comment on the letter.
Read it at www.fdanews.com/03-17-15-Encomp
as.pdf. — Charlotte Astor
Customer Service
(888) 838-5578 • +1 (703) 538-7600
customerservice@fdanews.com
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U.S. FDA and India Pursue
More Information Sharing
A team of high-level U.S. FDA officials are
in India meeting with officials from the Central
Drugs Standard Control Organization to discuss
the quality of devices coming from the country
and CDSCO’s progress in stepping up oversight
of device safety and quality.
The trip’s agenda includes talks on creating a
formal agreement to address information sharing
and cooperation on inspections between the two
regulators, says FDA spokesman Jeff Ventura,
who is accompanying the team.
Site visits are scheduled in New Delhi, Goa,
Chennai and Mumbai, with a focus on quality, Ventura tells IDDM. The visit got underway last week,
and discussions between the regulators and with
industry have proved fruitful thus far, he adds.
The negotiations build on FDA Commissioner
Margaret Hamburg’s visit to India a little over a year
ago, which culminated in a statement of intent to create a framework for sharing data on manufacturing,
clinical trial and laboratory practice inspections.
The delegation includes Howard Sklamberg,
deputy commissioner for global regulatory operations, and Cynthia Schnedar, director of the
FDA’s Office of Compliance.
Quality in India continues to be a thorny issue
in FDA-CDSCO relations. In a statement issued
Wednesday from India, Sklamberg said the volume
of products produced in India for the U.S. market has made strengthening the FDA’s relationship
with CDSCO a priority. — Jonathon Shacat
Editor: Elizabeth Orr
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2 Days, 200 Tips For Improving
Your Advertising and Promotion
Review Program
FDA marketing scrutiny no longer is limited to magazine and TV ads. Now the agency
is poking around, checking signage in tradeshow booths… checking in on Twitter and
Facebook….and listening to the physicians and other healthcare professionals you’ve paid
to speak or train.
DALE A. COOKE
Owner, PhillyCooke Consulting
Mr. Cooke’s practice specializes in helping
FDA-regulated companies develop compliant
promotional tactics and improve the promotional
review. He is the author of Effective Review and
Approval of Digital Promotional Tactics and
is currently at work on a book about compliant social media usage for prescription product
manufacturers.
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Come to Raleigh in May for two days of intense learning. You’ll arrive back home with a
bag full of tricks and tips to keep all your marketing efforts squeaky-clean.
� Understanding Pre-Approval Communications Don’t get on the FDA’s or SEC’s
radar screens before your product is even approved. Learn how to properly disclose
information and remain in compliance.
� How To Maximize Disease Awareness Communications Take away valuable tips
and tricks for using disease awareness communications pre- and post-approval.
� Hurray! You’re Approved Building the most aggressive – but compliant – campaign
from first day of approval to commercial launch.
� Assuring Your Promotions Meet FDA Off-Label Standards Successfully
navigating 4 major traps that can earn you a warning letter fast.
� Itching To Do More With Social Media? Discover how to get your message out
there … without crossing the line.

www.fdanews.com/advertisingpromotion | (888) 838-5578

BUILDING A WORLD-CLASS ADVE
DAY ONE I MAY 13
8:00 a.m. – 9:00 a.m.

Registration and Continental
Breakfast

1:45 p.m. - 2:30 p.m.

10:15 a.m. - 10:30 a.m.

Substantial Evidence & Other
Standards

Break

 A review of the substantial evidence standard,
what fails to meet that standard, and when
other standards apply

10:30 a.m. - 12:30 p.m.

9:00 a.m. - 9:45 a.m.

Pre-approval Communications

2:30 p.m. - 2:45 p.m.

 How to meet your SEC requirements for
disclosing information while not running afoul
of FDA pre-approval promotion prohibitions

Break

9:45 a.m. - 10:30 a.m.

 Avoiding off-label promotion

Disease Awareness Communications
 A review of FDA’s help-seeking guidance
 Keys for using disease awareness
communications prior to approval. Essential
information for continuing communications
efforts post-approval compliantly.

2:45 p.m. – 4:00 p.m.

Off-Label Information
 Scientific exchange exemption

Break
10:45 a.m. - 11:15 a.m.

From Day of Approval through
Commercial Launch
 Understanding the timeline and key dates for
communications
 Minimizing the pain, while maximizing the
impact of initial promotional communications

 A review of all of the requirements for product
promotion, including product name usage, fair
balance, directions for use
12:00 p.m. – 1:00 p.m.

Lunch
1:00 p.m. - 1:45 p.m.

Format-Specific Promotional
Requirements
 DTC television promotion
 Brief summary requirements for print
promotion

Lunch
1:30 p.m. - 3:15 p.m.

 Distributing off-label reprints

Promotional Review Board
Practicum

4:00 p.m. - 4:30 p.m.

 Key decisions in establishing or improving
performance

 Workshop participants will apply the lessons
from the earlier part of the workshop to
specific product promotions. They will work
in teams to evaluate specific promotional
tactics, determine what (if any) parts of
the promotion are problematic, and how
to provide direction to a brand marketer to
make the promotions compliant.

 Effective use of metrics for evaluating
performance

3:15 p.m. - 3:30 p.m.

 An overview of a the standard promotional
review process
 Essential traits for any effective process

4:30 p.m.

Session Wrap-Up, End of Day One

11:15 a.m. 12:00 p.m.

Essential Advertising & Promotion
Regulations

12:30 p.m. - 1:30 p.m.

 Responding to unsolicited requests

The Promotional Review Process
10:30 a.m. - 10:45 a.m.

Social Media Guidances
 A review of the three social media guidances
released in 2014: 2253 Filing, Presenting
Risk Information in Space-Limited Contexts,
& Correcting Misinformation on Third-party
Sites

DAY TWO I MAY 14

Break
3:30 p.m. - 4:15 p.m.

Continuing Regulatory Intelligence:
Staying Abreast of Ad/Promo News

Continental Breakfast

 Ad/Promo is an area of ongoing
developments. This session will cover the
most prominent sources for keeping up with
these developments.

9:00 a.m. - 9:45 a.m.

4:15 p.m. - 4:30 p.m.

Integrating Digital Promotion

Wrap-up and Adjourn Workshop

8:30 a.m. – 9:00 a.m.

 Key considerations for evaluating the
compliance of digital promotional tactics and
their integration into the overall promotional mix
9:45 a.m. - 10:15 a.m.

Social Media Part 1
 Overview of the platforms, issues, and a
review of the status of FDA guidance

“Dale was very engaging and
informative. I like the interactive
portion where we reviewed
actual ads.”
— 2014 Workshop Attendee
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ERTISING AND PROMOTION REVIEW PROGRAM
WHO WILL BENEFIT?
 Advertising and marketing managers
 Social media teams
 Promotion review committee members
 Medical affairs
 Continuing education and tradeshow
organizers

“As a fellow regulatory professional, Dale is one of the most deeply
knowledgeable experts I’ve heard on this complicated subject. As the
pharmaceutical industry is experiencing, digital promotional tactics can trip
up even experienced regulatory professionals, but Dale showed how basic
principles can be applied to develop compliant promotional materials.”
— Kathleen Koons, Sr Regulatory Affairs Manager,
DJA Global Pharmaceuticals Inc.

 Regulatory compliance officers
 PRC coordinators

Course Binder Materials:

 Legal counsel

Full slides from the PowerPoint presentations
Reference documents:
FDA Advertising & Procedural Guidances
• Help-Seeking Guidance
• DTC Broadcast Guidance & Q&A
• FDAAA Pre-Dissemination Review Requirements
• Product Name Guidance (All three versions from 1999, 2012, and 2013)
• Presenting Risk Information Guidance
• Social Media Guidances
-- Postmarketing Submissions Requirements
-- Responding to Unsolicited Requests for Off-label Information
-- Presenting Risk Information in Space-limited Contexts Correcting Thirdparty Misinformation
• Distributing Off-Label Reprints
Relevant Sections of Code of Federal Regulations
Form 2253
PhRMA Principles on DTC Advertising
PhRMA Principles on Interactions with Healthcare Professionals
Pre-approval Promotion Checklist
Effective Review & Approval Process Checklist
Keys to Evaluating Promotional Review Systems List of Key Resources for
Continuing Education
Articles by Dale Cooke
• Developing Compliant Search Engine Marketing Campaigns (Publication Date
of September 2014)!
• Industry Standards for Linking Disease Awareness Websites to Product
Promotion!
• Patient Testimonial Videos: FDA Actions on Risk Information Presentation!
• Presenting Risk Information on Websites!
• Where Things Stand on FDA Guidance on Social Media (Publication Date of
September 2014)

 Compliance
 Executive management
 Outside ad agencies and marketing
consultants

“[Dale is] an animated
speaker who seems to know
something about everything and
has no shortage of opinions.
This is potentially very dry and
dull material. Dale brings out
the exciting and humorous
aspects especially well. It’s an
engaging two days.”
— Michael Benedetto,
Editorial Group Leader, FCB Health

“This is normally a dry topic, but
with Dale it was anything but
dry. Dale gave one of the best,
most engaging presentations.
Dale is highly knowledgeable
and also very entertaining.”
— Ellen Derrico, Global Head,
Market Development - Life
Sciences & Healthcare, QlikTech
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E-mail.................................................................................................................................
Name .................................................................................................................................
Title................................................................ Phone..........................................................
E-mail.................................................................................................................................

www.fdanews.com/advertisingpromotion

Complete
Workshop

Subtotal

$1,797

Call for
nts
Discou

Call for
nts
Discou

TOTAL: ________________

Toll-free: (888) 838-5578

HOTEL INFORMATION
INFORMATION:
May 13-14, 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: $169.00 plus 12.75% tax
Reservation cut-off date: April 28, 2015
TEAM DISCOUNTS:

INFORMATION:
Name_________________________________________________________________________________
Title _______________________________ Company ___________________________________________
Address________________________________________________________________________________
City___________________________________________________ State_________________ ZIP_______
Phone_______________________________________ Fax_______________________________________
Email _________________________________________________________________________________
PAYMENT OPTIONS:

2-4 attendees – 10%
5-6 attendees – 15%
7-9 attendees – 20%
10+ attendees – 25%
TUITION:

c Check Enclosed: payable in U.S. funds to FDAnews
c Charge my: c Visa

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. Multi-attendee discounts
are available and will be calculated at
check out.

c MasterCard

c AmEx

Card #__________________________________________ Exp. Date	����������������������������
Signature____________________________________________________________________________

Tuition includes all conference
presentations, conference materials,
two breakfasts, two lunches and
refreshments.
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. Noshows 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.

Managing Effective CAPA Systems
Recently released from FDAnews, Managing Effective CAPA Systems is the industry’s most authoritative guide on building and implementing an effective CAPA compliance program.
Nine of the industry’s top experts, who have together managed thousands of root cause
investigations and successfully opened and closed more CAPAs than they can remember,
will share everything from simple nuts and bolts to the most innovative best practices.
Here’s a sampling of what you’ll discover in its pages:


Breaking down “silos” – how to assemble cross-functional CAPA teams

 Key quality metrics – how to measure, organize, analyze and store data …
 7 statistical and 5 nonstatistical methods and tools to trend data …
 Using dashboards and scorecards to track data trends …
 Creating SOPs to cover every CAPA area, including nonconforming products …
 5 tools and techniques to run failure investigations and root cause analysis …
 Root cause analysis pitfalls and how to avoid them …
 ‘How critical is this problem?’ Determining severity via risk assessment …
 ‘Is my CAPA working?’ How to be sure you’ve remedied every problem …
 Writing effective CAPA reports – what it takes to convince the FDA …
 And much more!
Whether your company is small and just beginning to build its CAPA system
or medium to large looking to improve or fine-tune its system, these experts
tell you how. Order your copy TODAY.

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

Please send me ____ copy(ies) of Managing Effective CAPA Systems at the
q Print qPDF

Name _________________________________________________________
Title __________________________________________________________
Company ______________________________________________________
Address _______________________________________________________

FOUR EASY WAYS TO ORDER
1. PHONE: Toll free (888) 838-5578
or +1 (703) 538-7600
2. WEB: www.fdanews.com/48441
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. _______________________________________

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. and
Canada, or $35 per book for books shipped elsewhere. Virginia customers add 6%
sales tax.
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