REGISTER BY JANUARY 24, 2014 AND SAVE $200!
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= BEYOND THEORY IN-DEPTH REVIEW

Industry Models to Minimize Source Data Verification, Enhance Patient Safety and Ensure Clinical Trial Data Quality
MARCH 13,2014 | HYATT REGENCY | CAMBRIDGE, MA

CBI
600 Unicorn Park Drive

Woburn, MA 01801

4 WAYS TO REGISTER NOW!

WEBSITE
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SCAN HERE

Risk-Based Monitoring In-Depth Review
REGISTRATION FEE: VENUE:
ADVANTAGE PRICING Standard Hyatt Regency Cambridge
1-Day Conference $1199 $1399 L
T AT PP T T TSR0 Fee includes continental breakfast, lunch, 575 Memorial Drive
wine and cheese reception, refreshments and conference documentation. Please make checks Cambridge, MA 02139
(in U.S. funds drawn on a U.S. bank) payable to: CBI. (No personal checks accepted.) Phone Reservations: 1-800-663-7313

PLEASE NOTE: All advertised discounts are taken from the final, Standard Rate.

TEAM DISCOUNT:

Hotel Direct Line: 1-617-492-1234

_ o _ . ACCOMMODATIONS:
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 receive CBI’s special discounted hotel rate online or by phone, please go to:
to qualify. Please contact 800-817-8601 for further information. « Online: Www.chinet.com/rbm2
SATISFACTION GUARANTEED: e Phone reservations: 1-800-633-7313 and mention CBI's RBM Part Two

PC14223

Book Now! The Hyatt Regency Cambridge is accepting reservations on a space
and rate availability basis. Rooms are limited, so please book early. Al travel
arrangements subject to availability.

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.

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 $399 administrative charge. No refunds will be made after this
date; however, the registration fee less the $399 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/RBM2 N 800-817-8601
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Join Us in March for the In-Depth Forum Where Executives Delve Deeper
Into Discussions Surrounding Practical Applications of Risk-Based Monitoring ‘

DISTINGUISHED CONFERENCE CHAIRMAN:

Paul Burton, M.D., Ph.D., FACC,
Vice President, Clinical Transformation
Leader and Head, Trials Coordination

and Site Management: Americas,

Janssen Research and Development

INNOVATIVE DISCUSSIONS AND CASE STUDIES:

N Align risk-based monitoring approaches with N
quality by design (QbD) principles

N Develop an integrated quality and risk N
management plan (IQRMP)

WV Learn effective change management and N

planning strategies to optimize implementation

Andy Lawton,
Global Head of
Data Management,

ELITE INDUSTRY Boehringer Ingelheim Lid

EXPERTS INCLUDE: Jonathan Helfgott,

Bioresearch Monitoring,
FDA (Invited)

Consumer Safety Officer,

“The CBI Risk-Based Monitoring conference

was an excellent forum to exchange the most
forward thinking approaches from many different
perspectives, including the FDA. The conference
was well attended with speakers and attendees
who were thoroughly engaged, enlightened and
communicative. It was enriched time spent with
the most up to date thinking on this topic and |
felt privileged to be part of the discussion.”

— 2013 Attendee, Laura Vessey, Director of Early Stage Development Operations
and Outsourcing, Merck

Gain insight info various approaches to
facilitate centralized monitoring

Discuss TransCelerate’s industry initiative to
reduce source data verification (SDV)

Evaluate the role of the CRO in effective RBM

Wenle Zhao, Ph.D.,

Associate Professor,

Department of Public Health Sciences,
Medical University of South Carolina

Lori Convy,

Assistant Director,

Clinical Research Monitoring,
Sanofi
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Benefited in

2013

B Clinical Operations / Affairs

M Trial / Study Management

B Clinical Research / Data Management

M Product / Project Management
Medical / Regulatory Affairs

Boasting unmatched content and an incomparable speaking
faculty, this Summit brings together key stakeholders to
address challenges and questions facing the pharmaceutical,
biotech industries as they grapple to implement various
approaches of risk-based monitoring.

Hear What Previous
Attendees Had to Say

“ Excellent, high quality presenters.
Well prepared!”
— Valerie Colletta, Senior Clinical Trial Manager,

Cubist Pharmaceuticals

“The conference exceeded my
expectations. The content was great.
The speakers were great. And CBI did
a great job hosting/coordinating.”
— Brian Arnold, Head, US Clinical Operations,

Galderma R&D LLC

“ Very engaging, great selection of
experts and common sense approach to
an ambiguous topic. Great forum and
audience participation!”

— Allison Taber, Vice President, Global Data Management,

Theorem Clinical Research

Don’s Miss Our

Co-Located Event!

| éLINTECH 2014

CTMS eTMF INTEGRATION INNOVATION

MARCH 11-13, 2014
WWW.CBINET.COM/CLINTECH

A Great Place to Meet Your Market!

Take advantage of the best opportunity to meet potential clients face-to-face.

Build relationships while demonstrating thought leadership and sharing expertise.
For more information on how to position your company as a sponsor or exhibitor,
contact Alexa Moore at 339-298-2107 or email alexa.moore@cbinet.com.
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REGISTER AT

THURSDAY, MARCH 13, 2014 12:15 Networking Luncheon
730 Conference Registration & 130 Develop an Integrated Quality and Risk
Continental Breakfast Management Plan (IQRMP) to Identify and
Plan Risk Mitigation Strategies
8:30  Chairman’s Welcome Opening Remarks » Discuss clements of IQRMP .
‘ . * Ensure transparency of risk and quality
Paul Burton, M.D., Ph.D., FACC, Vice President, « Tailor plans to tie in with FDA Guidance
Clinical Transformation Leader and Head, . Gai b ht into Boehri , |
Trials Coordination and Site Management: Americas, ain msight into Boehringer's template
Janssen Research and Development Andy Lfm'ton, Global H.ead of Data Management,
Dr. Burton has over ten years of biolpharmaceutical industry Boehringer Ingelheim Ltd
experience with broad clinical development and medical affairs
responsibility spanning biologics, as well as small molecules, 215  Real-Time Update on One Company’s
and has had oversight for all stages of drug development; from Approqch to Ano|yhco| Risk-Based Monitoring
basic preclinical translational research, Phase I-111, as well as « Appropriately flag and identify sites at risk
extensive Phase ITIbITV study leadership. of non-compliance
s45 FDA OPENING ADDRESS . Ev.f:ll.uate considerations for implementation
. . + Utilize a sampling approach for source
Allﬁn Risk-Based Monitoring Approaches data verification
with Quality by Design (QbD) Principles . S
* Discuss the influence of QbD on the " Discuss tools used to assist with
Final Guidance managing compliance
* Ensure sponsors and regulators agree upfront Speaker to be announced
on critical data points requiring verification .
« Create a quality risk management plan that 3:00 Networking and Refreshment Break
can be reviewed, adapted and amended
during the course of the trial 3:00  Leverage Web-Based CTMS to
* Leverage QbD and QRM methodologies to Optimize Management of Central
design a centralized monitoring approach and On-Site Monitoring
Jonathan Helfgott, Consumer Safety Officer, ¢ Understand the monitoring targets and
Bioresearch Monitoring, FDA (Invited) best approaches
* Optimize resource allocation for
9:45  TransCelerate BioPharma Industry Update central monitoring
* Gain insight into TransCelerate’s + Enhance the efficiency of on-site monitoring
methodology for risk-based monitoring * Engage site investigators in monitoring
+ Utilize various approaches to reduce source procedures
data verification (SDV) Wenle Zhao, Ph.D., Associate Professor,
* Leverage technology to enable a better Department of Public Health Sciences,
data sampling Medical University of South Carolina
 Discuss categorization criteria for low,
medium and high risk trials 415  Gain Insight into the Role of the CRO in
* Hear accomplishments of this initiative and Effective Risk-Based Monitoring
future expectations * Assess risks, jointly, with sponsors at the
TransCelerate members to be announced protocol level
* Leverage an IQRMP to provide detailed
11:00 Networking and Refreshment Break instructions for oversight
" . + Discuss the importance of effective on-site
11:30  Facilitate Effective Change and remote communication
Manog_ement cmc;| PJcmmngf .  Ensure sites have the tools, training
Strategies to Optimize Implementation and feedback they need to implement
* Make the shift to begin implementing a RBM effectively
risk-based approach CRO perspective to be announced
* Develop a successful implementation toolkit persp
+ Evaluate various mechanisms to optimize 500 Close of Conference

communication and ensure senior
leadership support
* Manage commitments of RBM stakeholders
Lori Convy, Assistant Director, Clinical Research Monitoring,
Sanofi

Networking, Wine and Cheese Reception

immediately following the final session




