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Distinguished Chairperson:
Jeffrey Kralstein,
Vice President & Global Head,
Novartis Pharmaceuticals Corporation

Esteemed Industry
Representation:

A Comprehensive,
Two-Day Forum Featuring:

•

An evaluation of new EMA guidance
for publishing clinical trial data and
managing stakeholder opinions

•

An overview of global clinical
trial disclosure requirements
and practical methods to submit
information across multiple registries

•

Methods to protect intellectual
property throughout the
disclosure process

•

Strategies to design and implement
a successful clinical trial registry

Abbott Laboratories
Allergan
Astellas Scientific & Medical Affairs Inc
Janssen Research & Development, LLC
Novartis Pharmaceuticals Corporation
Sanofi Pasteur Inc.
And more!

“A well organized and attended conference. The point is loud and clear —
Clinical trial disclosure should be a part of strategic plan and not an operational pain.”
— Previous Attendee, Oladayo Oyelola, Ph.D., Clinical Trial Information Disclosure Director, sanofi pasteur

Lead Media Partner

Additional Media Partners:

Register at www.cbinet.com/ctregistries • 800-817-8601

Register at www.cbinet.com/ctregistries • 800-817-8601

D a y O n e — M o n d a y, A p r i l 2 9 , 2 0 1 3
7:30

Main Conference Registration and
Networking Breakfast

8:30

Conference Chairman’s Welcome and
Opening Remarks

10:45

Best Practices for Maintaining
Consistency Across Clinical Trial
Registries Globally
In the absence of a system or tool that can be
utilized to harmonize the registration process
across multiple registries, such as the proposed
HL7 of the Clinical Trial Registries and
Results Working Group, industry and other
research institutions will continue to face the
challenge of meeting clinical trial registration
and results disclosure requirements across
multiple registries. In this session, learn to
manage time and resources accordingly to
meet the requirements for each registry.
• Leverage best practices to correctly and
consistently submit data to multiple
global registries
• Evaluate organizational structures —
Human and funding resources for
clinical trial disclosure activities
• Review proven techniques for managing
clinical trial disclosure on multiple registries
• Leverage the proposed harmonization of
requirements and datasets for the NIH and
EudraCT trial results registries
Oladayo Oyelola, Ph.D., SC (ASCP), Director, Clinical Trial
Information Disclosure, Sanofi Pasteur Inc.

11:30

Jeffrey Kralstein, Vice President & Global Head,

Novartis Pharmaceuticals Corporation

Ensure Compliance with Emerging
FDA and EudraCT Regulations
8:45

Briefing on the Proliferation of National
Clinical Trial Registries
Organizations that conduct global clinical trials
need to be aware of registration requirements
beyond the U.S. and EU. These “rest-of-world”
(ROW) countries are frequently used for
additional clinical trial sites and many ROW
countries have national registries with legal
requirements governing trial registration and
results reporting. In this session, learn about
key data disclosure developments in ROW
countries and how they may impact your
transparency initiatives.
• Analyze the growth in global disclosure laws
and regulations
• Explore newly-added national registries and
results databases
• Assess the progress towards registry
harmonization by ROW countries
John C. McKenney, President, SEC Associates, Inc.

9:30

Sharing of Patient Level Data —
The Next Frontier
The EMA has announced that it will enable
access to full clinical data sets. Analyze the
timeline and implications for sharing of patient
level data. In this session, learn about the
policies that the EMA is establishing in close
dialogue with its stakeholders including:
Case
• Patient confidentiality
Study
• Clinical-trial-data formats
• Rules of engagement
• Good analysis practice
• Legal aspects
Jeffrey Kralstein, Vice President & Global Head,
Novartis Pharmaceuticals Corporation

Strategic Planning to Deliver Sustainable
Quality and Compliant Registry and
Results Postings
Ensuring sustainable quality and compliant
clinical trial registry and results postings is
challenging in the ever changing disclosure
landscape. The key to success is a strong
team and flexible organizational design to
carry out the required postings on CT.gov
and EudraCT. In this session, hear how to
develop and implement a strategic plan to
create a knowledgeable, high-performing data
disclosure team.
• Improve internal practices for data disclosure
• Maximize productivity with clear roles
and responsibilities
• Ensure a smooth transition when regulatory
procedures are updated by the FDA
and EMA
Laura Hagan, Head, Clinical Disclosure,
Novartis Pharmaceuticals Corporation

10:15

Networking and Refreshment Break

Networking Luncheon

12:15

Register at www.cbinet.com/ctregistries • 800-817-8601

Implement Proven Reporting
Techniques and Prepare
for the Audit Process
1:30

2:15

3:00

Improve Device Reporting Practices to
Ensure Compliance
Organizations that produce medical devices
face challenges in the changing landscape of
reporting requirements. This reporting process
involves different criteria than pharma, but
now in an attempt to streamline device with
pharma, there is a proposal to phase out prior
delayed disclosure practices for device. This is
a concern for device companies, as intellectual
property could be at risk with disclosure
policies that would require immediate action.
In this session, analyze proposed device
regulations and discover methods for adapting
to proposed regulations.
• Understand the changing legislature as it
relates to device disclosure
• Evaluate current internal practices and
prepare for upcoming changes
• Prioritize data
Thomas Wicks, MBA, PharmaCM Leader,
Deloitte Analytics (Invited)
Overcome Challenges in Design and
Implementation of Clinical Trial Registries
A well-designed Clinical Trial Registry caters
to needs of regulators, payers and, most
importantly, the patients’ needs. Significant
planning, adoption and oversight is essential
during the registry lifecycle. Often, the rigor
in designing these studies is overlooked and
sponsors, participants and executors face
questions that need series of interventions.
In this session, learn the steps to minimize
challenges such as preparing an inclusive
protocol, building a strong launch team and
effectively sharing data on CT.gov.
• Prepare a comprehensive protocol including a
flexible study design that caters to the needs
of the requester
• Launch the registry with an effective team and
ensure the investigators and co-owners of the
concepts are committed
• Increase communications with regulatory
agencies, patients and their representatives
• Effectively share data findings on CT.gov
and via publications to educate the
patients and associated sponsors to ensure
“real time” learning
Vipin Arora, Director, Statistics, Abbott Laboratories

Networking and Refreshment Break

cross-industry perspective
3:30

Navigate Challenges of Clinical
Trials Registrations
Pharmaceutical companies and academic
medical centers alike face the challenges
of registering clinical trials and submitting
information in a timely and accurate manner.
In this cross-industry perspective, hear from
an academic medical center on overcoming
challenges in applying requirements to various
types of academic research and best
practices to benefit all industries.
• Effectively manage FDAAA and
ICMJE requirements
• Analyze cross-industry challenges and
apply best practices
• Identify the logistical challenges and proposed
solutions for clinical trial registrations
Sarah A. White, MPH, Director, Human Research
Quality Improvement Program, Partners HealthCare

4:15

Protecting Intellectual Property
Throughout the Disclosure Process
It is mandatory for clinical trial information and
results data to be disclosed on public registries;
however, in this age of transparency there is also
the concern of protecting intellectual property.
This is a growing issue as companies are
pressured to disclose all details of every clinical
trial for industry and consumer knowledge.
This is especially important for device disclosure,
as the device regulations and requirements are
being revised. In this session, learn how to protect
intellectual property while disclosing required
information to satisfy the variety of regional and
country laws, as well as regulations regarding
clinical trial registration and results disclosure.
• Discover how clinical trial results information
is used by industry professionals and clients
• Analyze requirements for disclosure
and establish which information must
be submitted
• Protect intellectual property while remaining
compliant with global registries
Robin Smith, Director, Clinical Trial Registries, Allergan

5:00

Close of Day One

5:00-6:00

Networking Wine & Cheese Reception

Register at www.cbinet.com/ctregistries • 800-817-8601

D a y Tw o — Tu e s d a y , A p r i l 3 0 , 2 0 1 3
7:45

Continental Breakfast

8:30

Conference Chair’s Review of Day One
Jeffrey Kralstein, Vice President & Global Head,

Novartis Pharmaceuticals Corporation
8:45

Utilize Publications to Enhance
Data Disclosure
Clinical trial registries are mandatory
to ensure appropriate disclosure, but do
not afford the opportunity to include
interpretations of the data that is collected.
With this data available to the public, it is
essential to partner with medical journals
and publications to clarify the data and offer
interpretations and explanations for specific
occurrences in the clinical trial. In this session,
identify methods for best utilizing publications
to maximize public understanding.
• Cultivate partnerships with publications to
best reveal data and results analysis
• Analyze the audience seeking and
receiving publications
• Ensure registries and publications are
updated in conjunction with each other
Maureen Garrity, Director, Publications,
Astellas Scientific & Medical Affairs Inc

Leverage New Technologies
and Partnerships to Streamline
Registries Posting
10:45

• Analyze company need for outsourcing
• Identify cost-saving methods with
third party vendors
• Learn about the responsibilities and
liabilities of a third party handling
data disclosure
Paul Ngai, Principal Consultant, Xogene

Take a Proactive Leadership Role in
11:30
Managing Internal and External
Clinical Trial Data Disclosure Teams
Given the numerous requirements for clinical
registries, it is challenging to keep up and
ensure complete and accurate data is submitted
properly. With many organizations outsourcing
clinical trial activities to vendors, it is essential
to be proactive in monitoring submitted data
and timelines. In this session, assess the lessons
learned since automating results postings in
2009, including data management, maintaining
backlog reports and ensuring timeliness of
submitting information to CT.gov.
Case
• Analyze the roles and responsibilities of
Study
Case
internal clinical trial teams and contract
research organizations
Study
• Identify the impact of clinical data standards
• Learn about the responsibilities and liabilities
of a third party handling data disclosure
Denis Michel, Biostatistics & Programming,
Janssen Research & Development, LLC
9:30

10:15

Networking and Refreshment Break

Outsourcing Clinical Trial Data
Disclosure to Ensure Timeliness and
Reporting Accuracy
Many organizations are seeking to move
clinical trial data disclosure to a third party,
but are unsure if this is a viable solution for
their organization. As pharma begins the
outsourcing process, it is crucial to monitor
accuracy and cost management. In this
session, determine the need for third party
services and analyze costs and benefits of
in-house processes versus outsourcing options.

12:15

Explore XML to Streamline the
Data Reporting Process
Manual data entry is being replaced with
XML upload to effectively streamline the
data storage and reporting process. Although
XML technology is beneficial, the process
to switch to the technology can also be
challenging. In this session, hear a case study
on the steps taken to have data in a standard
program match with the CT.gov program for
XML upload.
• Discover the challenges and benefits
of XML
• Leverage available resources for
XML upload to CT.gov
• Examine the cost savings of an
XML program for data upload
Anh Phung, Registries Compliance Officer,

Novartis Pharmaceuticals Corporation
Networking Luncheon

Register at www.cbinet.com/ctregistries • 800-817-8601
1:30

Automate the Results Upload Process
In an effort to automate the results uploading
process, new technologies strive to best assist
users with uploading data to CT.gov. One
such technology is the Mapping Wizard,
a tool that pulls data directly from a SAS
or an Excel spreadsheet holding the data
analysis and imports it directly into a CTRR
tool, minimizing most of the manual data
entry associated with the tedious process
for uploading results data. In this session,
discover the latest technology available to
streamline the upload process
• Identify how different technologies
streamline data disclosure
• Extract data to submit to CT.gov using the
mapping wizard
• Increase accuracy of data by eliminating
human error in manual data entry
Christopher Dedels, Product Manager, Virtify

r o u n d ta b l e d i s c u s s i o n
2:15

The Good, the Bad and the Ugly —
An Interactive Discussion to Manage
Consumer Opinions on Clinical
Trial Disclosure
Public knowledge and opinion management
are essential areas to monitor, as clinical trial
registries provide facts without the benefit
of interpretation. With several different
media outlets, it is challenging to decide
where to focus efforts on managing consumer
opinions. In this interactive discussion:
• Determine which methods provide the best
outlets for reaching the public
• Analyze the role of social media in forming
public opinion
• Ensure customers’ concerns are addressed
in a timely manner
Robin Smith, Director, Clinical Trial Registries, Allergan

3:15

Close of Conference

Top 5 Reasons to Attend:
1
2
3
4
5

Discuss the new EMA patient disclosure requirements
Prepare for a FDA audit based on information pulled from the registry
Better understand rest-of-world (ROW) registry requirements
Develop a strong internal team to carry out essential registry functions
Learn to design and implement clinical trial registries to adapt to trial
lifecycle requirements

Conference sponsors:

A Great Place to Meet Your Market!
Take advantage of the best opportunity to meet potential clients face-to-face.
Build relationships while demonstrating through leadership and sharing expertise.
For more information on how to position your company as a sponsor or exhibitor,
contact Maura Craig at 339-298-2111 or email maura.craig@cbinet.com.
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Save $300!
Register by
3/1/13
SCAN HERE

• CT Data Management • Audit Preparation
• FDA/EMA Disclosure Requirements
April 29-30, 2013 • Radisson Plaza – Warwick Hotel • Philadelphia, PA

4

Ways to Register Now!

CBI
600 Unicorn Park Drive
Woburn, MA 01801

WEBSITE
www.cbinet.com/ctregistries
E-Mail
cbireg@cbinet.com
Phone
800-817-8601

339-298-2100 outside the U.S.

Live Chat
www.cbinet.com/ctregistries

Clinical Trial Registries				

ANY QUESTIONS OR TO REGISTER
CALL Roberts Apse 339-298-2290
OR FAX TO MY ATTENTION 781-939-2459
email: roberts.apse@cbinet.com
				

registration fee:
		

venue:

advantage Pricing

Standard

$1795

$2095

Conference

PC13135

Register by March 1, 2013 and SAVE $300. Fee includes continental breakfast, lunch,
wine and cheese reception, refreshments and conference documentation. Please make checks
(in U.S. funds drawn on a U.S. bank) payable to: CBI. (No personal checks accepted.)
PLEASE NOTE: All advertised discounts are taken from the final, Standard Rate.

team discount:
Attend this conference FREE if you bring 3 registered colleagues from your organization or external to
your organization (enables cross-company teams). All team registrations must be made at the same time
to qualify. Please contact 800-817-8601 for further information.

satisfaction guaranteed:
CBI stands behind the quality of its conferences. If you are not satisfied with the quality of the
conference, a credit will be awarded towards a comparable CBI conference of your choice. Please contact
800-817-8601 for further information. Advanced preparation for CBI conferences is not required.

Radisson Plaza – Warwick Hotel
220 South 17th Street
Philadelphia, PA 19103
Phone Reservations: 800-333-3333
Hotel Direct Line: 215-735-6000

Accommodations:
To receive CBI’s special discounted hotel rate online or by phone, please go to:
• Online:

www.cbinet.com/ctregistries

• Phone reservations: 800-333-3333 and mention Clinical Trial Registries
Cut-off date is April 11, 2013. Reservations made after the cut-off date or after
group room block has been filled (whichever comes first) will be accepted
on a space and rate availability basis. Rooms are limited so please book early.
All travel arrangements are subject to availability.

substitution and cancellation:
Your registration may be transferred to a member of your organization up to 24 hours in advance
of the conference. Cancellations received in writing on or before 14 days prior to the start date of
the event will be refunded, less a $295 administrative charge. No refunds will be made after this
date; however, the registration fee less the $295 administrative charge can be credited to another
CBI conference if you register within 30 days from the date of this conference to an alternative
CBI conference scheduled within the next six months. In case of conference cancellation, CBI’s
liability is limited to refund of the conference registration fee only. CBI reserves the right to alter
this program without prior notice. Please Note: Speakers and agenda are subject to change. In the
event of a speaker cancellation, every effort to find a suitable replacement will be made without
notice. The opinions of the conference faculty do not necessarily reflect those of the companies
they represent or CBI.

Register at www.cbinet.com/ctregistries • 800-817-8601

