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& DIA 2016 Schedule At-A-Glance

JUNE 26-30

SATURDAY, JUNE 25

Registration Hours:

9:00aM-5:00pM

Exhibitor Registration

SUNDAY, JUNE 26

Registration Hours:

8:00-9:00aM

8:00aM-6:00pM
12:30-6:00pM

Schedule:
8:30aM-12:00pM

9:00aM-5:00pM
1:45am-12:00pM

1:00-4:30pm

Registration for Full Day and Morning Preconference
Tutorials*

Exhibitor Registration

Registration for Afternoon Preconference Tutorials*,
Conference Attendees, and Speakers

Half Day Morning Preconference Tutorials*
Full Day Preconference Tutorials*

Annual Meeting of Members (Liberty Ballroom A -
Philadelphia Marriott Downtown)

Half Day Afternoon Preconference Tutorials*

*Space is limited for Preconference Tutorials. Onsite Registration is available,
but not guaranteed.

MONDAY, JUNE 27

Registration Hours:

7:00aM-6:00pM
Schedule:
6:30-8:15aM
7:00-8:30aM

7:30-8:15aM
8:30-9:45am

9:30aM-6:00pPM

9:30-10:45aM

10:45-11:45am
10:45am-12:00pM
11:45am-2:30pM

2:30-4:00pMm
4:00-6:00pM

Attendee, Speaker, and Exhibitor Registration

CISCRP Medical Heroes Appreciation 5K
(Boathouse Row on Kelly Drive in Philadelphia)

Coffee and Light Refreshments (Grand Hall &
Room 108 Concourse)

Annual Meeting Orientation and Networking (Room 104A)

Educational Opportunities
Student Forum

Exhibit Hall Open
Student Posters Open (Exhibit Hall A)

Coffee Break (Exhibit Hall)
Innovation Theater Presentations (Exhibit Hall B)

Engage and Exchange Session (Exhibit Hall A)
Educational Opportunities

Luncheon (Exhibit Hall)

Innovation Theater Presentations (Exhibit Hall B)
Engage and Exchange Sessions (Exhibit Hall A)
Student Poster Session and Oral Presentations
(Exhibit Hall A)

Plenary Session and Keynote Address (Ballroom AB)

Opening Reception (Exhibit Hall)

Innovation Theater Presentations (Exhibit Hall B)
Student Poster Session and Oral Presentations
(Exhibit Hall A)

TUESDAY, JUNE 28

Registration Hours:

7:00aM-5:15pm
Schedule:
7:00-8:00aM

8:00-9:30aM
9:00aM-5:00pM

Attendee, Speaker, and Exhibitor Registration

Coffee and Light Refreshments (Grand Hall &
Room 108 Concourse)

DIAmond Sessions

Exhibit Hall Open
Professional Posters Open

9:30-10:30aM

10:30-11:45am
10:45-11:45am
11:30aM-2:00pM

12:00-1:00pM
12:00-1:45pm
1:30-3:30pM
2:00-3:15pM

3:00-4:00pM

4:00-5:15pm

P H | |_ A D E |_ P H | A P A As of May 23, 2016. Schedule subject to change.

Coffee Break (Exhibit Hall)

Innovation Theater Presentations (Exhibit Hall B)
Engage and Exchange Session (Exhibit Hall A)
Professional Poster Session and Oral Presentations
(Exhibit Hall A)

Educational Opportunities
Engage and Exchange Session (Exhibit Hall A)

Luncheon (Exhibit Hall)

Innovation Theater Presentations (Exhibit Hall B)
Engage and Exchange Session (Exhibit Hall A)
Professional Poster Session and Oral Presentations
(Exhibit Hall A)

DIA Community Meet & Eat (Exhibit Hall A)
Innovation Row Tour (Room 104A)
Exhibit Guest Passes

Educational Opportunities
Engage and Exchange Session (Exhibit Hall A)

Refreshment Break (Exhibit Hall)
Innovation Theater Presentations (Exhibit Hall B)

Educational Opportunities
Engage and Exchange Session (Exhibit Hall A)

WEDNESDAY, JUNE 29

Registration Hours:

7:00AM-5:15pM
Schedule:
7:00-8:00aM

8:00-9:30aM
9:00aM-4:00pM

9:30-10:30AM

10:30-11:45am
10:45-11:45am
1:30AM-2:00pPM

1:30-3:30pM
2:00-3:15pM

3:00-4:00pM

3:15-4:00pM
4:00-5:15pMm

Attendee, Speaker, and Exhibitor Registration

Coffee and Light Refreshments (Grand Hall &
Room 108 Concourse)

DIAmond Sessions

Exhibit Hall Open

Professional Posters Open (Exhibit Hall A)

Coffee Break (Exhibit Hall)

Innovation Theater Presentations (Exhibit Hall B)
Engage and Exchange Session (Exhibit Hall A)
Professional Poster Session and Oral Presentations
(Exhibit Hall A)

Educational Opportunities
Engage and Exchange Session (Exhibit Hall A)

Luncheon (Exhibit Hall)

Innovation Theater Presentations (Exhibit Hall B)
Engage and Exchange Session (Exhibit Hall A)
Professional Poster Session and Oral Presentations
(Exhibit Hall A)

Exhibit Guest Passes

Educational Opportunities
Engage and Exchange Session (Exhibit Hall A)

Refreshment Break (Exhibit Hall)
Innovation Theater Presentations (Exhibit Hall B)

Engage and Exchange Session (Exhibit Hall A)
Educational Opportunities

THURSDAY, JUNE 30

Registration Hours:

8:00-11:004aM
Schedule:
8:00-9:00am
9:00-10:30aM
10:30-10:45am
10:45am-12:00pPM

Attendee and Speaker Registration

Coffee and Light Refreshments (Room 108 Concourse)
DIAmond Sessions

Coffee Break (Room 108 Concourse)

Educational Opportunities



%)Program Highlights

New Features for 2016

Engage and Exchange Sessions
Space is Limited

You spoke, we listened! Our new Engage and
Exchange (E&E) Sessions in the Exhibit Hall allow
you to engage with your fellow attendees in a new,
collaborative learning environment for peer-to-
peer networking and education. Exchange best
practices and work with your fellow attendees to
find solutions to common challenges that you can
implement right away. These sessions are limited to
50 participants, and are available on a first come,
first served basis. E&E Sessions will be scheduled
throughout the meeting. Please check the DIA 2016
Global app and website for additional information.

& DIAmond
W SESSIONS

Conversations on Today’s Priorities

Hear from top thought leaders on global,
interdisciplinary topics about the future of
therapeutics, and how they affect you. Our DIAmond
Sessions will bring together innovators from industry,
academia, and government agencies to discuss

key concepts, and have a conversation on today’s
priorities. See page 6 for more details.

Sunday Professional Development
Opportunities

Looking for more educational opportunities? Join us
Sunday afternoon for a short block of programming
hosted by our Professional Development Track.
Improve your presentation and networking skills

at these interactive sessions, aimed to boost your
personal professional development. See page 9 for
more details.

Want to Know More?
See pages 6 through 9 for
additional ways to LEARN and
ENGAGE at DIA 2016!

Plenary Session
and Keynote

i
e

Larry Brilliant, MD, MPH
Chairman of the Skoll Global Threats Fund

Keynote Speaker
Monday, June 27 | 2:30-4:00pmM | Ballroom AB
Bad Bugs, Good People, and Big, Bold Ideas

The boldest and bravest innovators have
saved humanity from the world’s most
nightmarish diseases. Who are these great
minds? What motivated them? What

are the innovations? What’s next? Join
Dr. Larry Berilliant - American physician,
epidemiologist, technologist, author, and
former director of Google’s philanthropic
arm - for inspiring stories of courageous,
cutting-edge, and often crazy ideas that
have defeated the ills of mankind.

Dr. Larry Brilliant is the Chairman of the
Skoll Global Threats Fund (SGTF), whose
mission is to confront global threats such as:
Pandemics, Climate Change, Water, Nuclear
Proliferation, and the Middle East Conflict.
Brilliant is board certified in preventive
medicine and public health, and co-founded
The Seva Foundation, an international NGO
whose programs and grantees have given
back sight to over 3.5 million blind people
in over 20 countries. Previously he worked
as a United Nations medical officer, where
he played a key role in the successful World
Health Organization (WHO) smallpox
eradication program in South Asia.

DIAglobal.org/DIA2016 | #DIA2016 3
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%) Innovation Theater Schedule

Exhibit Hall B

Participating Exhibiting Companies will showcase their expertise and solutions in this year’s schedule.

Monday, June 27

DBMS Consulting | 10:00aMm
Accelerating Clinical Trial Innovation: Technology Case Studlies for
Improving Data Collection, Monitoring, and Medlcal Coding Processes

Tata Consultancy | 12:15pm
Data Transparency Initiative: An Innovative Solution

PAREXEL | 1:00pMm
Balancing Rapid Approval with Demonstration of Value

Quintiles Transnational | 1:45pm
Evidence Optimization: Fueling Smarter Clinical
Development and Value Generation

BBK Worldwide | 4:30pm
Reimagining the Patient Experience Through mHealth Technologies

ConvergeHEALTH by Deloitte | 5:15pm

Leveraging Sentinel Data, Methods, and Tools to Support Postmarket
Product Safety and Surveillance — Innovation in Medical Evidence
Development and Surveillance (IMEDS) Program

Tuesday, June 28

Covance Inc. | 9:45am
Leveraging Patient Data and Historical Investigator Performance Data to
Realize Faster Patient Recruitment

Quintiles Transnational | 12:00pm
Transforming Patient Recruitment Through Site and Patient Engagement

PRA Health Services | 12:40pm
Transforming EMR to EDC

Veeva Systems | 1:20pm
The Great RIM Throwdown! How Are You Managing Regulatory Events?

Veeva Systems | 3:25pm
2016 Paperless TMF Survey: Trends and Insights

Wednesday, June 29

SAS Institute Inc. JMP Division | 9:45am
Efficient Safety Assessment in Clinical Trials Using the Computer-
Generated Adverse Event Narratives of JMP Clinical

SAS Institute Inc. | 12:00pm
Empowering Action - Fueling Safety and Operational Efficiency

Salesforce | 12:40pm
Connect to Your Patients, Providers, and Partners in a Whole New Way
with the Salesforce Platform

SAP America | 1:20pm
Too Much R&D Data to Develop New Drugs and Medical Devices?

DBMS Consulting | 3:25pM
Safety Data Delay is a Risk-Enhanced Signal Detection with Customized
MedDRA and Drug Grouping Queries
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www.ciscrp.org/medhero5k-philadelphia

Thanks to all who
participated in the
Medical Heroes

WeRECiAr, €5
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¢ SKrun Appreciation 5K!
and wal

%QlSCRP For 2017 5K Event Information &

N . Sponsorship Opportunities:

- _: Visit ciscrp.org/medherobk

‘=‘ Email ellyngetz@ciscrp.org
Toll-Free 1 (877) MED-HERO

Let's Continue to Recognize Study Volunteers as Partners in Clinical Research

Communicating Trial Results: Since 2011, CISCRP has worked with more than two dozen
research sponsors to address the critical unmet need to provide non-technical clinical
trial results summaries to study volunteers.

Patient Advisory Board Panels: These panels amplify patients’ voices and feedback on

protocol design feasibility, recruitment communications, clinical trial medicine kits and
technology solutions.

Visit ciscrp.org and contact us at support@ciscrp.org for more information.




%) Patient Advocate
Fellowship Program

Patients and patient advocates are influencing all stages

of the therapeutic life cycle in increasingly substantive

ways; industry and regulators are expanding processes that
incorporate patient insights earlier and earlier in the drug
development process. Through the support of the Patient
Advocate Fellowship Program, DIA provides the perfect
forum for patient advocates to network and collaborate with
industry, policy makers, academia, and health professionals
on innovations to bring safe and effective therapies to
market faster.

Meet the Patient Fellows at Booth #1631

Join the Conversation.
Follow #DIA2016Patients
for real-time updates.

Here are just some of the patient organizations represented:

)
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DEFICIENCIES . CELIAC Digestive C|;10f9ld08l'emlga
EOUCATION ADVOCACY RESEARGH awareness - advocacy - action Folljdgglth
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FOBPASR  Cammamy | Global Genes TR

- Nontuberculous Mycobacteria
Mational

Mu]ﬁplesﬂgﬂ:sig NTA Info & Rescarch, Inc,
Society

iConquer MS W lﬁ‘"m" * ‘Mg NTM&

MOYING FORWARD TOGETHER TO CURE LUPUS g\Mst’hEG%
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(._(8? esearc LaPLIB w

Alliance for Lupus Research Institute e —
Education & Research Foundation

The content noted on this page was made available to DIA as of May 24, 2016. DIAglobal.org/DIA2016 | #DIA2016 5



£ Meeting Highlights

Learn

& DIAmond
WV SESSIONS

Conversations on Today'’s Priorities
Tuesday, June 28 | 8:00-9:30aMm

Changing Cultures to Advance Patient Engagement-~Room 103ABC
A diverse panel will discuss reframing the challenges of cultural change to achieve the
best outcomes for patients in the health care process.

Next Generation Collaborations: Transforming the Industry-Bal/lroom A

This forum will bring together a diverse panel representing some of the industry’s most influential and powerful
organizations for a candid and innovative conversation about what is needed to shake up the current ecosystem and truly
transform patient health.

International Regulatory Convergence, Collaboration, and Cooperation-Room 774

(8:00-9:45am)

Join senior leadership from international regulatory authorities to hear the latest on multi- and bilateral initiatives that avoid
duplication and increase mutual reliance, their strategic governance, and their impact on industry.

Wednesday, June 29 | 8:00-9:30am

Europe and the US: Making Outcomes-Based Health Care Possible—~Room 174
This session will discuss the benefits and challenges of outcomes-based health care, as well as the remaining barriers to
implementation.

The Future of Big Data—Room 103ABC
This dynamic forward-focused session will bring together industry, technology innovators, academia, and government
agencies to paint a colorful picture of how they will drive advances in health care founded on big data platforms.

Value-Based Health Care Decision Making: The Quest for Smarter Spending—Bal/lroom A
Hear perspectives from multiple stakeholders to better understand the challenges and implications brought by this new focus
towards value, and uncover ideas of collaboration to realize smarter health care spending.

Thursday, June 30 | 9:00-10:30am

Protocol Development Is a Team Sport—Room 103ABC

Unique viewpoints will be presented to serve as the basis for a moderated discussion that analyzes the current process for
protocol development, while suggesting approaches to more fully incorporate the patient voice into protocol design and
implementation.

EMA/FDA Question Time—Room 114

Leadership from the EMA and FDA will explore topics covered by the EMA/FDA confidentiality arrangements and discuss how
both Agencies contribute to the global development and supervision of medicines.

6 DIA 2016 The content noted on this page was made available to DIA as of May 24, 2016.



Global Regulatory
Session Highlights

Tuesday, June 28

CBER Town Hall: State of the Center and Plans for the Future
—Room 203AB

(2:00-3:15pm)

This forum will provide an overview of CBER's current work on ongoing initiatives and will summarize its priorities moving
forward.

Update from Health Canada—~Room 202AB

(2:00-3:00pm)

The forum will focus on biotherapeutic products (monoclonal antibodies, hormones and enzymes, and cytokines) and will
have both clinical, and chemistry and manufacturing representation, and allow attendees to speak directly to regulators from
Health Canada.

PMDA Town Hall—-Room 202AB

(4:00-5:15pm)

The progress of the Pharmaceuticals and Medical Devices Agency (PMDA) International Strategic Plan 2015, which was
announced after the success of shortening the review period for medicines products, will be presented and will include
audience Q&A.

Wednesday, June 29

FDA-Health Canada Regulatory Cooperation Council Town Hall—Room 201C

(10:30-11:30aM)

FDA and Health Canada will highlight their work under the Regulatory Cooperation Council (RCC) phase 2 and request
stakeholder input on their current initiatives.

Thursday, June 30

CDER Town Hall—Room 114
(10:45amM-12:00pm)
This forum is a round table discussion with FDA leadership, and will include updates on regulatory issues.

The content noted on this page was made available to DIA as of May 24, 2016. DIAglobal.org/DIA2016 | #DIA2016 7



£ Meeting Highlights

Engage

Member Engagement Area
Grand Hall

Are you looking to make the most of your DIA membership?
Stop by the DIA Member Engagement Area located in the
Grand Hall, next to speaker registration. Learn how to

take advantage of volunteer opportunities to raise your
visibility and enjoy a tour of our brand new Community
platform. Becoming a DIA member is the first step to joining
a global network where you can play an important role
advancing health care product development through global
collaboration, communication, and education.

DIA Communities—The More You Put In, the More You Get Out

This exclusive DIA member benefit helps members stay
connected even after the meeting ends! Continue the
networking and information sharing as part of DIA’s member
Communities. DIA Communities provide a way for members
across the globe to interact with their peers or to form
cross-disciplinary teams. It is here that members share
information, raise concerns, mentor one another, and find
answers together—accomplishing more as a group than any
one person could accomplish alone.

* Keep up to date on hot topics and Community-generated
content

* Share best practices, knowledge resources, articles,
and more

* Get involved, resolve issues, and evolve health care

Join at DIAglobal.org/Communities

DIA and You:;
Driving Ideas
to Action

Learn more about

the benefits you get
as a DIA Member

8 DIA 2016

DIA Community Networking Area

Exhibit Hall Entrance A

A dedicated area is available for you to meet with your
fellow Community members throughout the week or to learn
more about DIA’s Communities. Each table will include a
sign related to a specific Community Interest Area. Look for
the designated area in Exhibit Hall A, near the Posters Area,
where you can relax and enjoy an informal opportunity to
network.

DIA Community Meet & Eat

Tuesday, June 28 | 12:00-1:00pMm

Join Community members and interested attendees at the
Community Meet & Eat, held in the Community Networking
Area, to learn more about community and volunteer
opportunities.

The content noted on this page was made available to DIA as of May 24, 2016.



Sunday Professional Development Sessions
Room 202AB

Powerful Presentations
2:45-4:00pM

Networking: It’s Personal-Understanding Yourself
and Others to Maximize Personal Interaction
4:15-5:30pM

This session will be followed by an informal gathering at the
Field House to practice your newly acquired networking skills.

Annual Meeting Orientation and Networking
Monday, June 27 | 7:30-8:15am

Room 104A

Attending DIA 2016 for the first time? We encourage you
to attend the Annual Meeting Orientation and Networking
Session to learn how to make the most of your time at the
meeting, and meet fellow first timers.

DIA 2016: Student Forum

Monday, June 27 | 8:30-9:45am

Room 108A

Explore career opportunities in industry and in government
agencies, and see how DIA student chapters have helped
students start their careers, while participating in chapter
events and opportunities.

Student Poster Session and

Oral Presentations

Monday, June 27 | 12:15-2:15pm; 4:15-5:30pM

Exhibit Hall A

Students from around the world will showcase their research
in this year’s Poster Session.

Opening Reception

Monday, June 27 | 4:00-6:00pMm

Network with 7000+ attendees and 450+ exhibitors at the
Opening Reception in the Exhibit Hall.

Student Poster Awards Ceremony
Monday, June 27 | 5:30pM

DIA Booth #1425
Join us as we present the awards to the Student Poster
Presentation winners.

Innovation Row Tour
Tuesday, June 28 | 12:00-1:45pm

Room 104A

Hear key leaders in the clinical and product development
space showcase their health care products, services, and
technologies in development and recently on the market to
a panel of professors, business development professionals,
and potential investors.

The content noted on this page was made available to DIA as of May 24, 2016.

Professional Poster Sessions and

Oral Presentations

Session 1
Tuesday, June 28 | 9:40-10:20am; 12:00-1:45pM

Exhibit Hall A

Session 2
Wednesday, June 29 | 9:40-10:20am; 12:00-1:45pm

Exhibit Hall A
Learn about cutting edge research from a diverse group of
life science professionals on various topics.

Refreshment Breaks

Meet up with your colleagues to plan your day. Coffee and
light refreshments will be available in the Grand Hall &
Room 108 Concourse:

Monday, June 27 | 7:00-8:30aM

Tuesday, June 28 | 7:00-8:00aM

Wednesday, June 29 | 7:00-8:00am

Thursday, June 30 | 8:00-9:00am (Room 108 Concourse)

Visit our 450+ exhibitors during mid-morning and mid-
afternoon breaks, available throughout the Exhibit Hall:

Monday, June 27 | 9:30-10:45am

Tuesday, June 28 | 9:30-10:30am; 3:00-4:00pm
Wednesday, June 29 | 9:30-10:30am; 3:00-4:00pm
Thursday, June 30 | 10:30-10:45am (Room 108 Concourse)

Luncheon in the Exhibit Hall

Discuss what you’ve learned and meet with exhibitors at our
daily luncheon in the Exhibit Hall:

Monday, June 27 | 11:45aM-2:30pM

Tuesday, June 28 | 11:30amM-2:00pM
Wednesday, June 29 | 11:30amM-2:00pM

DIAglobal.org/DIA2016 | #DIA2016 9



£ General Information

Accessing Presentations
To access presentations, visit DIAglobal.org/DIA2016 for
more information.

Baggage Check

There will be an area adjacent to room 107, near the 12th and
Arch Street entrance, where you can check your belongings

($3 per item) Monday-Thursday. The Baggage Check will be
available:

Monday-Wednesday, June 27-29 | 7:00am-6:30pM
Thursday, June 30 | 8:00amM-12:30pM

Business Center

The Pennsylvania Convention Center FedEx Office, located
outside Exhibit Hall B, offers an array of business services
and products, tailored to meet your needs. For more
information call 215.925.1218 or Fax 215.925.3738.

DIA Career Center

DIA’s interactive Career Center is your premier resource for
online employment connections! The DIA Career Center
offers employers targeted access to quality industry
professionals, quick and easy job posting, online job
activity reports, and access to the National Healthcare
Career Network of over 60 top health care associations
and professional organizations. Job seekers receive FREE
and confidential resume posting, automated weekly email
notification of new job listings, and the ability to save jobs
for later review.

For additional information, visit the DIA Booth (#1425)
or the DIA Community Networking Area, located in the
Exhibit Hall.

Free DIA WiFi

DIA will be providing complimentary WiFi service throughout
the Pennsylvania Convention Center. To utilize this service,
simply connect to “DIA Free WiFi” and enter the key
“DIA2016”. Once connected you will be redirected to the DIA
website. Don’t forget to download the DIA Global app by
searching “DIA Global” in your app store.

Dress Code

Dress code is business casual. Neckties, business suits, or
other business attire are acceptable, but not necessary.
The Convention Center may be chilly so bring a sweater or
jacket; comfortable shoes are a must!

10 DIA 2016

First Aid Center

First Aid is available for routine health problems and
emergency care. The First Aid Center is located in the the
back of Exhibit Hall B, near the lunch voucher exchange
area. In case of emergency dial 4911 from any convention
center phone or 215.418.4911 from your cell phone and
provide the location of your emergency. The Convention
Center will dispatch medical personnel at once. Please do
not dial 911. We also urge you to complete the emergency
contact information card, available at Attendee, Speaker,
and Exhibitor Registration, and keep it in your badge holder
at all times.

Ask Me Stations

Ask Me Stations are located in key locations throughout the
Convention Center. Should you need directional information,
or additional assistance, please do not hesitate to stop by
one of the stations.

Lost and Found

Misplaced items will be stored at Attendee Registration,
located in Grand Hall, until the end of the event. Items
remaining at the close of the meeting will be turned over to
the Pennsylvania Convention Center. At that point, you can
call 215.418.4911.

Lunch Voucher Program

A voucher program is being used for DIA’s luncheon service.
Your vouchers are included with your badge. Please keep your
vouchers in a safe place, as replacements will not be issued.

Vouchers are not redeemable for cash. Only one voucher
can be used per transaction and they are not transferable.
Therefore, you will need to pick up your own lunch. Vouchers
can be used in the Exhibit Hall only, and are valid Monday,
11:45aAm-2:30pM, and Tuesday-Wednesday, 11:30am-2:00pm.

In order to expedite this service each day, please reference
the voucher flyer included in your registration bag for a list
of menu items and additional instructions for your voucher
exchange.

The content noted on this page was made available to DIA as of May 24, 2016.



Meeting Name Badge

There will be a $25 fee for badge reprints. If you require

a badge reprint, please visit the Cashier at Attendee
Registration. Identification will be required. Additionally, the
QR code on your conference badge contains your contact
information. Allowing exhibitors to scan the QR code will
provide them with your contact information.

Private Social Functions Policy

DIA does not allow any hospitality functions to be held
during any Annual Meeting offerings, scheduled Exhibit
hours, or social events. Therefore, the hours noted below are
the only hours acceptable for hospitality functions:

Saturday, June 25 | All times

Sunday, June 26 | All times

Monday, June 27 | Before 8:00am and after 6:00pm
Tuesday, June 28 | Before 8:00am and after 5:00pm
Wednesday, June 29 | Before 8:00am and after 5:00pm
Thursday, June 30 | Before 9:00am and after 12:15pm

Selection of Offerings

Seating for educational offerings is on a first-come, first-served
basis. You should be prepared with an alternate selection in the
event that a room is filled to capacity. Those with press passes
are only able to attend sessions when room is available.

Getting Around Philadelphia

By Taxi

Walking around Philadelphia is easy, however, if you are in

a hurry, or the weather changes, taxicabs are plentiful and
relatively inexpensive. Fare from the airport to Center City is
$28 to $35, and fare from Philadelphia’s 30th Street Station
to the Convention Center typically costs $10 to $15. Taxis will
arrive and depart from 12th and Arch Streets (entrance near
room 107).

By Public Transit

SEPTA Rail Lines service the entire Philadelphia Region.
Jefferson Station (formerly Market East Station) is
connected to the Convention Center.

The Septa Airport Regional Rail Line is the most convenient
way to travel to and from the airport and downtown, and
you can do so in just 25 minutes. Trains depart every half
hour from 5:00am until midnight. Trains stop at Terminals
A-F, Amtrak’s 30th Street Station, Suburban Station (16th

The content noted on this page was made available to DIA as of May 24, 2016.

and JFK Boulevard), and Jefferson Station. The onboard
(cash only) fare to Center City is $8 on weekdays and $7 on
evenings and weekends.

From Amtrak’s 30th Street Station, take the SEPTA Regional
Rail to the Jefferson Station (connected to the Convention
Center). The regional rail train departs every few minutes.
With your Amtrak ticket, the ride to Center City is free.

Other SEPTA Regional Rail Lines can shuttle you throughout
the region. Please visit SEPTA.org or call 1.215.580.7800 for
more information.

Show Your Badge Discounts

Show your DIA badge to many vendors, shops, and
restaurateur around the city to receive special exclusive
discounts for DIA 2016 attendees. Visit discoverphl.com/
deals for a list of participating locations.

Concierge Services

Philadelphia restaurant and city information desks will be
available throughout the meeting. Desks are located at the
12th and Arch Street entrance (near room 107), and between
the Exhibit Hall A and B entrance.

DIA Courtesy Shuttle to/from Convention Center

Complimentary shuttle service will be
provided between the Convention Center
and DIA hotels that are not within walking
distance of the Convention Center, Monday-
Thursday. The shuttle will be available in the
morning and at the conclusion of DIA events each day.
Shuttles will arrive and depart from 12th and Arch Streets
(entrance near room 107). Please note that you must be
staying at a DIA hotel to utilize the complimentary shuttle.
A shuttle pass and shuttle schedule will be provided to all
participants when checking into their hotel, and use of the
shuttle pass will be strictly enforced.
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CONTINUING EDUCATION

DIA 2016 brings together key thought leaders and innovators from industry, academia, regulatory and government agencies, health, and
patient and philanthropic organizations from around the globe—and across all disciplines involved in the discovery, development, and
life cycle management of health care products. The DIA Annual Meeting is intended to strengthen professionals’ understanding of the
value of cross-discipline integration and to foster innovation for better health outcomes.

LEARNING OBJECTIVES

At the conclusion of DIA 2016, participants should be able to:

* Compare the current regional regulatory and public policy
environment pertaining to pharmaceuticals and related products

» Discuss the regulatory and economic factors that impact the
global biopharmaceutical industry

* Recognize the challenges facing regulatory agencies and
industry in research study design and statistical methodology

* |dentify relevant data, document, and systems standards and
integration approaches; explain their impact on quality and end-
to-end efficiency in data collection, management, submission,
and approval processes for medical products

* Describe the current and future scope of innovative technology,
including wearables and other mobile devices, in the generation
and collection of electronic source data in clinical research and
post-market assessment to improve patient outcomes

» Discuss the role of big data and analytics, their applications
throughout the product life cycle, and their ethical, legal, and
security implications for patient data

* |dentify legal, advertising, and marketing issues related to
providing product information

* Apply principles of risk assessment and management to
development and post-market phases of new health care products

* Summarize issues in safety reporting and data analysis regarding
adverse events

» Distinguish regional approaches to integration of evidence-based
medicine and comparative effectiveness research into health
care decision making

» Describe current issues in designing and implementing
clinical trials, including patient recruitment, site selection, and
management of multi-regional clinical trials

 |dentify current opportunities and challenges in the area of
personalized medicine for disease treatment

* Examine ways to provide appropriate support to the clinical trial
process that will ultimately impact patient care

Specific learning objectives for each offering are found on the DIA
2016 website under the program description details and will be
shown in all meeting rooms.

Select program offerings (including sessions, forums, workshops,
symposia) may be approved for AMA PRA Category I Credits™,
pharmacy or nursing contact hours, or Project Management
Institute professional development units (PDUs), or International
Association for Continuing Education and Training (IACET)
continuing education units (CEUs). Continuing education credit
information will be clearly identified in the final program and on
the DIA 2016 website with the statement CME, Pharmacy, Nursing,
or PMI PDUs. IACET continuing CEUs are offered for all program
offerings. CE credits are NOT AVAILABLE for Track 20: Innovation
Theater, Track 21: Poster Presentations, Track 22: Engage and
Exchange, or Track 23: Opening Plenary.

ACCREDITATION AND CREDIT DESIGNATION STATEMENTS

Accreditation Council for Continuing Medical Education (ACCME)
o Pty e This activity has been planned and

implemented in accordance with the
accreditation requirements and policies
of the Accreditation Council for Continuing Medical Education
(ACCME) through the joint providership of Postgraduate Institute
for Medicine (PIM) and the Drug Information Association (DIA). PIM

is accredited by the ACCME to provide continuing medical education
for physicians.

The Postgraduate Institute for Medicine designates this live activity
for a maximum of 18.75 AMA PRA Category 1 Credits™. Physicians
should claim only the credit commensurate with the extent of their
participation in the activity.

Accreditation Council for Pharmacy Education (ACPE)
DIA is accredited by the Accreditation Council for Pharmacy
% Education as a provider of continuing pharmacy education.

Participants can earn up to 16 contact hours or 1.6 continuing
education units (CEUs) for participating in the Annual Meeting
program offerings.

ACPE Credit Requests MUST BE SUBMITTED BY FRIDAY,
AUGUST 12, 2016

DIA is required by the ACPE to report pharmacy-requested CEUs
through the CPE Monitor. If ACPE credit requests are not submitted
within date noted above, the ACPE credit request will not be
processed to the CPE Monitor. Pharmacists will need to provide their
National Association of Boards of Pharmacy (NABP) e-Profile ID and
date of birth (MMDD) to ensure the data is submitted to the ACPE
and NABP properly. If you need to obtain your NABP e-Profile ID,
please visit www.cpemonitor.net.

All approved ACPE UANSs and activity types are on the DIA 2016

Annual Meeting website at www.DIAglobal.org/DIA2016CE and on
each designated offering description.

American Nurses Credentialing Center (ANCC)
. k. This educational activity for 18.75 contact hours is provided
by PIM.

PIM is accredited as a provider of continuing nursing
education by the American Nurses Credentialing Center’s
Commission on Accreditation.

Select program offerings (including sessions, forums, workshops, and symposia) may be approved for AMA PRA Category 1 Credits™, pharmacy or nursing contact hours, or Project Management Institute (PMI) professional
development units (PDUs), or International Association for Continuing Education and Training (IACET) continuing education units (CEUs). Continuing education credit information will be clearly identified in the final program
and on the DIA 2016 website with the statement CME, Pharmacy, Nursing, or PMI PDUs. IACET CEUs are offered for majority of the program offerings. Continuing education credits are NOT AVAILABLE for Track 20: Innovation

Theater, Track 21: Poster Presentations, Track 22: Engage and Exchange, or Track 23: Opening Plenary.
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Continuing Education

Project Management Institute (PMI)

", ", JProject DIA has been reviewed and approved as a

'i\::t‘i‘:f::‘em provider of project management training by the
Project Management Institute (PMI).

®

Participants may receive up to 9.75 professional development units
(PDUs) for attending the Annual Meeting program offerings.

All approved DIA designated PMI numbers for approved offerings
are found on the DIA 2016 Annual Meeting website at
www.DIAglobal.org/DIA2016CE and on each designated offering
description.

The PMI Registered Education Provider logo is a registered mark of the Project Management Institute, Inc.

CE CREDIT ALLOCATION

International Association for Continuing Education and Training
(IACET)

DIA has been accredited as an Authorized Provider by the
International Association for Continuing Education and
Training (IACET).

As an IACET accredited provider, DIA offers CEUs for its programs
that qualify under the ANSI/IACET Standard. DIA is authorized by
IACET to offer up to 1.8 CEUs for this program.

CONTINUING LEGAL EDUCATION

For attorneys who would like to receive continuing legal education
credits for attending DIA 2016, please complete your state’s
application for credit and submit accordingly. If you require
additional information, please contact DIA at CE@DIAglobal.org.

Annual Meeting Program Offerings, Sunday-Thursday, June 26-30
Credit amounts range from .5 hours to 1.75 hours depending upon
the length of time for each offering. This program offers up to 18.75
AMA PRA Category 1 Credits™; 1.8 IACET CEUs (.2 IACET CEUs are
offered for a 1.75 or 1.5 hour program offering and .1 IACET CEU

is offered for a 1.25, 1, or .5 hour offering); Nursing 18.75 contact
hours; Pharmacy 16 contact hours or 1.6 CEUs; and 9.75 PMI PDUs

DIA CERTIFICATE PROGRAMS
Individuals enrolled in DIA Certificate Programs may receive
elective units as noted below:

* Clinical Research Certificate Program: 12 Elective Units

 Clinical Safety and Pharmacovigilance Certificate Program:
4 Elective Units

* Project Management Certificate Program: 8 Elective Units
* Regulatory Affairs Certificate Program: 12 Elective Units

In addition, DIA’s Certificate Program units will be available for DIA
2016 Preconference Tutorials. See specific units that are available
for each offering on the DIA 2016 website. For more information on
DIA’s Certificate Program, visit DIAglobal.org/certificateprograms.

Participants who would like to receive continuing education credit
for DIA 2016 must scan their DIA name badge at each offering to
record their attendance. Participants must scan their badges within
45 minutes for the 1.5 hour offerings, 30 minutes for the 1.25 and

1 hour offerings, and within 15 minutes for the 30 minute offerings.
Participants who do not scan their badges within the allotted time
will not be eligible to request the available continuing education
credits for that offering. If a participant attends multiple offerings
within the same timeframe, only the last scanned entry will be
recorded.

My Transcript Opens Tuesday, July 5
To access My Transcript:

* Visit DIAglobal.org, select “Sign in” and you will be prompted for
your user ID and password

* Choose MENU, found in the upper left corner
* Under CONFERENCES select “Continuing Education”

The content noted on this page was made available to DIA as of May 24, 2016.

* Select the blue “My Transcript” button followed by “Credit
Request” to process your credit request for each offering and for
each day of the meeting

If you experience any difficulties, please contact DIA at
MyTranscript@DIAglobal.org.

EVALUATION

Access to DIA 2016 Annual Meeting online evaluations are found
at DIAglobal.org/DIA2016evals. All participant scanned data will
be uploaded into the evaluation portal, so only the offerings you
attended will appear in your records. Attendees will sign into the
evaluation portal utilizing their email address and Badge ID.

The evaluation portal opens on Sunday, June 26 and closes on
Wednesday, July 29.

Evaluation feedback is very important to DIA. To thank you for
your feedback, DIA will conduct a drawing with a chance for one
attendee to win a free registration to the DIA 2017 Annual Meeting.
Eligible attendees must complete all program offering evaluations
from each offering time frame as well as the overall evaluation.
The winner of the drawing will be contacted by DIA the week of
August 1, 2016.

DISCLAIMER

Unless otherwise disclosed, DIA acknowledges that the statements
made by speakers are their own opinion and not necessarily that of
the organization they represent, or that of DIA. Speakers, agenda,
and CE information are subject to change without notice.

Recording of any DIA educational material in any type of media is
prohibited without prior written consent from DIA.

Disclosure of Conflicts of Interest

The Postgraduate Institute for Medicine (PIM) and DIA require
instructors, planners, managers and other individuals who are
in a position to control the content of this activity to disclose
any real or apparent conflict of interest they may have as
related to the content of this activity. All identified conflicts of
interest are thoroughly vetted by PIM and DIA for fair balance,
scientific objectivity of studies mentioned in the materials or
used as the basis for content, and appropriateness of patient care
recommendations. Disclosure statements will be included in the
activity materials.
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DIA 2016 TRACKS AND INTEREST AREAS

Track # Track Title Interest Area

Track 01 Clinical Operations Academic Health Centers/Investigative Sites (AHC/IS), Clinical
Research (CR), Clinical Supplies (CS), Manufacturing (MF), Research
and Development (RD)

Track 02 Project/Portfolio Management and Strategic Planning Financing (FI), Project Management (PM), Strategic Planning (SP)

Track 03 Innovative Partnering Models and Outsourcing Strategies Outsourcing (0S)

Track 04 Preclinical and Translational Development/Early Phase Clinical Biotechnology (BT), Nonclinical (NC), Pharmacology (PC)
Development

Track 05 Regulation of Product Advertising and Marketing in an Advertising and Promotion (AP), Marketing (MA)
Ever-Changing World

Track 06 Medical Communication/Medical Writing and Medical Science Medical Communications (MC), Medical Science Liaisons (MSL),
Liaisons Medical Writing (MW)

Track 07 Technology/Data/Records and Submissions Information Technology (IT), eClinical (EC), Clinical Data Management

(CDM), Document Management (DM),Study EndPoints/Clinical
Outcomes Assessment (SE), Submissions (SUBS),Validation (VA)

Track 08 Regulatory Affairs Regulatory Affairs (RA)
Track 09 Medical Devices/In Vitro Diagnostics and Combination Products Combination Products (CmbP), Medical Devices and Diagnostics
(MDD)
Track 10 Public Policy/Health Care Compliance/Law Public Policy, Health Care Compliance/Law (PPLC)
Track 11 Innovative Approaches to Ensuring Quality in Clinical Trials and Good Clinical Practice (GCP), Quality Assurance, Quality Control
Compliance to Good Clinical Practice (QA/QC)
Track 12 Pharmaceutical Quality Chemistry, Manufacturing and Controls/Good Manufacturing Practices
(CMC/GMP)
Track 13 Comparative Effectiveness Research/Global Health Outcomes Comparative Effectiveness/Health Technology Assessment/Evidence-
and Economics based Medicine (CEHTAEbM), Pricing and Reimbursement (PR)
Track 14 Clinical Safety and Pharmacovigilance Clinical Safety and Pharmacovigilance (CP)
Track 15 Statistical Science and Quantitative Thinking Statistical Science (ST)
Track 16 Professional Development Professional Education, Training, and Development (PETD)
Track 17 Rare/Orphan Diseases Rare/Orphan Diseases (ROD), Patient Engagement (PT)
Track 18 Global Regulatory ALL
Track 19 DIAmond ALL
Track 20 Innovation Theaters ALL
Track 21 Poster Presentations ALL
Track 22 Engage and Exchange ALL

CONTENT LEVEL GUIDE

The difficulty level of each offering has been determined by the program offering chair and is indicated by one of the following symbols. This provides a
guide for registrants in their selection of program offerings to attend.

@ Basic Level Content: Primarily Intermediate Level Content: @ Primarily Advanced Level Content:
Appropriate for individuals new to the topic/ Appropriate for individuals who already Appropriate for individuals with an in-depth
subject area. have a basic understanding of the topic/ knowledge of the topic/subject area.

subject area.

DIFFERENT FORMATS FOR DIFFERENT LEARNERS
FORUM SESSION SYMPOSIUM WORKSHOP

A 60- or 75-minute blended A 60- or 75-minute presentation A blend of three 20-minute A 90-minute conceptual

presentation and panel discussion. delivered lecture-style from presentations. presentation delivered in an
the podium. interactive/simulation or role
playing format.

14 DIA 2016 The content noted on this page was made available to DIA as of May 24, 2016.



SATURDAY, JUNE 25-MONDAY, JUNE 27

The following agenda details were made available to DIA on May 24. Speaker names identified as “Invited” will be published once

confirmation and disclosure forms are completed.

@ Basic-level content; M Primarily intermediate-level content; 4 Primarily advanced-level content

SATURDAY JUNE 25

Registration Hours:
9:00aM-5:00pPM

Exhibitor Registration

SUNDAY, JUNE 26

Registration Hours:
8:00-9:00AM

Registration for Full Day and Morning
Preconference Tutorials*

8:00amM-6:00pM
12:30-6:00pM

Exhibitor Registration

Registration for Afternoon Preconference
Tutorials*, Conference Attendees, and Speakers

Schedule:
8:30AM-12:00pM
9:00amM-5:00pM
1:00-4:30pM

Half Day Morning Preconference Tutorials*
Full Day Preconference Tutorials*
Half Day Afternoon Preconference Tutorials*

*Space is limited for Preconference Tutorials. Onsite Registration is available, but not guaranteed.

11:45AmM-12:00pPM

Annual Meeting of Members
Liberty Ballroom A - Philadelphia Marriott Downtown

#001 TrAck 16 = PrRoOFESSIONAL DEVELOPMENT
Related Interest Area(s): PETD
2:45-4:00pM LEVEL: @ FormaT: WORKSHOP

Room 202AB CME and Nursing
Powerful Presentations
CHAIRPERSON

Lynn King, MHA
Senior Director, Clinical Operations, TKL Research, Inc.

SPEAKER(S)
Message Primacy: Using Imagery and Storytelling to Create
Memorable Presentations
Robin Whitsell
President, Whitsell Innovations, Inc.

#002 TrAck 16 = PrRoOFESSIONAL DEVELOPMENT
Related Interest Area(s): PETD
4:15-5:30pm LEVEL: @ FormaT: WORKSHOP

Room 202AB CME and Nursing

Networking: It’s Personal - Understanding Yourself and
Others to Maximize Personal Interaction

CHAIRPERSON

Christopher Matheus, MBA

Director, Business Development, YPrime Inc.

Facilitator
Bob Muzerall
Vice President, Sales and Sales Training, AMPLEXOR Life Sciences, LLC

The content noted on this page was made available to DIA as of May 24, 2016.

MONDAY, JUNE 27

Registration Hours:

7:00AM-6:00pPM Attendee, Speaker, and Exhibitor Registration

7:00-8:30aM

Coffee and Light Refreshments
Grand Hall and Room 108 Concourse

7:30-8:15AM

Annual Meeting Orientation and Networking
Room 104A

#101 Track O1A - CLiNicAL OPERATIONS

Related Interest Area(s): CR, EC, GCP, PT
8:30-9:45am LEVEL: @ Format: SYMPOSIUM
Room 113C CME and Nursing

Opportunities for Improving Informed Consent of Clinical
Research Volunteers

CHAIRPERSON

Jennifer Lentz

Global Informed Consent Consultant, Global Clinical Operations, Eli Lilly and
Company

SPEAKER(S)
Transforming Informed Consent: Initiatives of the Clinical Trials
Transformation Initiative and TransCelerate BioPharma, Inc.
Jennifer Lentz
Global Informed Consent Consultant, Global Clinical Operations, Eli Lilly
and Company

Engaging Investigators and Site Staff in Adoption and Implementation
of e-Consent: A World View

Susan Brink, DrPH

Executive Vice President, e-Consent Products and Services, Enforme
Interactive

Applicable Lessons Learned from the CTTI Antibacterial Drug
Development Program

Pamela Tenaerts, DrMed, MBA

Executive Director, Clinical Trials Transformation Initiative (CTTI)

Unless otherwise disclosed, DIA acknowledges that the statements made by speakers/
instructors are their own opinion and not necessarily that of the organization they
represent, or that of DIA. Speakers/instructors and agenda are subject to change
without notice. Recording of any DIA tutorial/workshop information in any type of
media is prohibited without prior written consent from DIA.
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Monday, June 27

@ Basic-level content; I Primarily intermediate-level content; 4 Primarily advanced-level content

#102 Track O1B - CLiNicAL OPERATIONS

Related Interest Area(s): CR, EC, RA, IT, VA
8:30-9:45am LEvEL: @ FormaT: FORUM
Room 113A CME and Nursing

Digital Health Debate

CHAIRPERSON

Nariman Nasser

Digital Strategist, Operational Intelligence and Innovation, Genentech, A
Member of the Roche Group

SPEAKER(S)
Move from Pilot to Platform: Four Strategies to Enable Digital Health
Approaches to Scale in Research Programs
John Reites
Senior Director, Head of Digital Health Acceleration, Quintiles Inc.

mHealth in Clinical Research and Development: Is It All Hype?
Brett Villagrand
Consultant

Site Perspective
Joshua R. Korzenik, MD
Director, Crohn’s and Colitis Center, Brigham and Women’s Hospital

#103 Track O1C - CLiNnicAL OPERATIONS
Related Interest Area(s): CR, PT, GCP, FI
8:30-9:45am LEveL: W FormaT: SESSION

Room 113B CME and Nursing

Decision Tools to Drive Efficient Recruitment and
Retention: Making Recruitment a Science

CHAIRPERSON

James Kremidas

Executive Director, Association of Clinical Research Professionals (ACRP)

SPEAKER(S)
Matchmaking: Systematizing Best Fit Tactics for Study Needs
Lewis Millen
Operational Intelligence Leader, Roche, United Kingdom

The Art and Science of Site Level Recruitment Planning: Tools, Tactics,
and Tips?

Beth D. Harper, MBA

President, Clinical Performance Partners, Inc.

#104 Track 02A - ProJect /PorTFoLIO MANAGEMENT
AND STRATEGIC PLANNING

Related Interest Area(s): RA, RD, SP, BT, ROD
8:30-9:45am LEvEL: @ FormaT: FORUM
Room 105AB CME, Pharmacy, Nursing, and PMI PDUs
Impact of Biologics, Vaccines, Oncology, and Breakthrough
Therapy Designation on Traditional Global Drug
Development Strategy
CHAIRPERSON

Eva M. Finney, PhD, PMP
Director, Global Project & Alliance Management, Merck & Co., Inc.

16 DIA 2016

Panelists
Susan Uptain, PhD
Head of Regulatory Affairs Operations, Baxalta

David Robinson, PhD
Principal Consultant, Robinson Vaccines and Biologics LLC

#105 Track 02B - Prosect /PorTFOLIO MANAGEMENT
AND STRATEGIC PLANNING
Related Interest Area(s): RA, SP, RD
8:30-9:45aM LEveL: W FormaT: FORUM

Room 107AB CME, Nursing, and PMI PDUs

Maximize the Value of Your Product by Beginning with the
End in Mind

CHAIRPERSON

Jayanthi Reddy, MBA, MS, PMP

Director and Cardiovascular Pipeline Leader, Global Project Management,
Merck & Co., Inc.

Panelists
Bill Hanlon, PhD
Global Regulatory Affairs, Covance Inc.

Carrie Furin
Pharmaceutical Project Manager, Eli Lilly and Company

#106 Track 03 - INNOVATIVE PARTNERING MODELS AND
OUTSOURCING STRATEGIES
Related Interest Area(s): PT, CR
8:30-9:30aM Lever: m FormaT: FORUM

Room 112AB CME and Nursing

Fostering a Partnership to Advance Innovation: Niche
Service Leads to Breakthrough in Patient Recruitment and
Retention Challenges

CHAIRPERSON

Gail Adinamis
Chief Executive Officer, GlobalCare Clinical Trials

SPEAKER(S)
Breaking Through Corporate Silos to Promote Innovation
Denisa McKnight, MSc
Global Category Manager - Patient Engagement and Media, GPPS, Roche
Products Limited, United Kingdom

#107 Track 04 = PrecLINICAL AND TRANSLATIONAL
DeveLoPMENT/EARLY PHASE CLINICAL

DEVELOPMENT
Related Interest Area(s): CR, CP
8:30-9:45am LEveL: Format: FORUM
Room 202AB CME, Pharmacy and Nursing

Fatal Drug Trials in Phase 1: Understanding Risk, Subject
Safety, Timelines, and Cost
CHAIRPERSON

William B. Smith, MD
President, New Orleans Center for Clinical Research

The content noted on this page was made available to DIA as of May 24, 2016.



@ Basic-level content; I Primarily intermediate-level content; 4 Primarily advanced-level content

Monday, June 27

Panelists
Howard Greenberg, MD
Medical Safety Officer, Janssen Pharmaceuticals, Inc.

Thijs Van lersel, MD
Senior Director of Science, Early Development Services, PRA Health
Sciences, Netherlands

Mary L. Westrick, PhD
Adjunct Professor, University of Wisconsin

#108 TrAck 05 = RecuLATION OF PRODUCT ADVERTISING
AND MARKETING IN AN EVER-CHANGING WORLD

Related Interest Area(s): AP, PPLC, RA, MDD

8:30-9:45am LEveL: | FormaT: FORUM

Room 203AB CME, Pharmacy, and Nursing

Drug/In Vitro Diagnostic Device Advertising and Promotion:

Unapproved Combination Product or Awareness?

CHAIRPERSON

Kimberly Belsky, MS
Executive Director, OneSource Regulatory

Panelists
Alan G. Minsk, JD
Partner, Head of Food and Drug Team, Arnall Golden Gregory LLP

Minnie Baylor-Henry, JD, RPh
President, B Henry & Associates

#109 Track 07 - TecHNoLoGY/DATA/RECORDS AND

SUBMISSIONS
Related Interest Area(s): EC, CDM, RA, IT
8:30-9:45am LeveL: m FormaT: SESSION
Room 201C CME and Nursing

EHR in Clinical Research: Heralding a New Era

CHAIRPERSON
Trisha D. Simpson
Director, Global Biometry Standards, UCB Biosciences, Inc.

SPEAKER(S)
EHR to EDC Data Transfer: Experiences and Lessons
lan Sparks
Senior Director, Research Science, Medidata Solutions Worldwide,
United Kingdom

The eSource Stakeholders Group and Next Steps
Michael A. Ibara, PharmD
Head of Digital Healthcare, CDISC

EHR-EDC Integration Case Study: The Good, the Bad and the Beautiful
Sue S. Dubman, MA
Director, IT and Informatics, University of California San Francisco (UCSF)

The content noted on this page was made available to DIA as of May 24, 2016.

#110 Track O8A - REGULATORY AFFAIRS
Related Interest Area(s): BT, RA
8:30-9:45am LEveL: m FormaT: FORUM

Room 201B CME, Pharmacy, and Nursing
Updates and Pending Issues in the US Biosimilar Environment

CHAIRPERSON
Andrew S. Robertson, JD, PhD
Director, Global Regulatory Policy, Merck & Co., Inc.

Panelists
Karen M. Hauda, JD, MSc
Senior Director, Regulatory Policy, Novo Nordisk Inc.

Mark McCamish, MD, PhD
Global Head Biopharm and Oncology Injectables Development, Sandoz
International GmbH, Germany

Sundar Ramanan, PhD
Director, Global Biosimilars R&D Policy, Amgen Inc.

#1711 Track 08B - REGULATORY AFFAIRS
Related Interest Area(s): RA
8:30-9:45am Lever: m FormaT: SESSION

Room 204B CME, Pharmacy, and Nursing

Global Regulatory Harmonization in Asia: Is a New Trend
Occurring?

CHAIRPERSON

Akio Uemura, PhD
Senior Director, Head of Development, Japan, Allergan Japan K.K., Japan

SPEAKER(S)
Impacts of ICH E17 Guideline in Asian Drug Development
Yoshiaki Uyama, PhD
Director, Office of Medical Informatics and Epidemiology, Pharmaceuticals
and Medical Devices Agency (PMDA), Japan

Regulatory Changes in China and Its Impact for Regional/Global Trial
Planning

Dan Zhang, MD, MBA, MPH

Chairman and Chief Executive Officer, Fountain Medical Development Ltd.
(FMD), China

Update on Clinical and Regulatory Environment for Drug Development
in Korea

Min Soo Park, MD, PhD

Chair of KCGI; Professor, Pediatrics and Clinical Pharmacology, Korea
Clinical Trials Global Initiative; Yonsei University College of Medicine,
Republic of Korea

#112 Track 08C - REGULATORY AFFAIRS
Related Interest Area(s): CR, IT
8:30-9:45am LEveL: Format: SESSION

Room 204C CME and Nursing
The Upcoming European Clinical Trials Regulation

CHAIRPERSON

Anabela Marcal, PharmD

Head of Compliance and Inspections Department, European Medicines
Agency, European Union
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Monday, June 27

@ Basic-level content; I Primarily intermediate-level content; 4 Primarily advanced-level content

SPEAKER(S)
Clinical Trials in Europe: What Will Change?
Elke Stahl, PhD
Nonclinical Assessor, Clinical Trial Unit, BfArM, Germany

The EU Portal and Database: A Pillar of the Clinical Trial Regulation
Anabela Marcal, PharmD
Head of Compliance and Inspections Department, European Medicines
Agency, European Union

Getting Ready for the Changes: A Sponsor Perspective
Nick Sykes, MS
Senior Director, Worldwide Regulatory Strategy, Pfizer Ltd., United Kingdom

Transparency in Clinical Trials: A European Update

Marie-Agnes Heine, MA

Head of Communication Department, Stakeholders and Communication
Division, European Medicines Agency, European Union

#113 Track 09 - MepicaL Devices/IN ViTro
DiaGNosTics AND CoMBINATION PrRODUCTS
Related Interest Area(s): RD, CR
8:30-9:45aM LEvEL: @ FormaT: SESSION

Room 108B CME, Pharmacy, and Nursing

Clinical Developments in Inmuno-Oncology, Part 1 of 2:
Science, Current Methodologies, and Achievements

CHAIRPERSON
Holger G. Adelmann, DrMed, PhD
Senior Vice President and Managing Director, DIA EMEA, Switzerland

SPEAKER(S)
Overview of Immuno-Oncology
Ashok K. Gupta, MD, PhD
Vice President, Head of Clinical Immuno-Oncology, Medimmune

Molecular Predictors of Response to Immuno-Oncology Therapeutics
Koustubh Ranade, PhD
Associate Director, Medlmmune

Opportunities and Challenges for the Use of Biomarkers in
Anti-PD1/PD-L1 Immunotherapy

Ti Cai, PhD

Director, Global Clinical Biomarkers and Companion Diagnostics,
EMD Serono

#114 Track 11 = INNOVATIVE APPROACHES TO ENSURING
QuALITY IN CLiNIcAL TRIALS AND COMPLIANCE TO
Goob CuinicaL PracTice (GCP)
Related Interest Area(s): CR, PT
8:30-9:45am LEveL: | FormaT: SESSION

Room 204A CME, Pharmacy, and Nursing

Bringing the Trial to the Patient: Making the Patient Voice
Central from Trial Desigh Onward

CHAIRPERSON

Jonca C. Bull, MD

Assistant Commissioner for Minority Health, Office of the Commissioner, FDA

SPEAKER(S)
Patient Perspective
Jane Perlmutter, PhD, MBA
Founder and President, Gemini Group

18 DIA 2016

Patient Centric Trial Design: It’s More Than Just the Trial
Joseph Kim, MA, MBA
Senior Advisor, Clinical Innovation, Eli Lilly and Company

FDA Perspective

Elektra Johanna Papadopoulos, MD, MPH

Acting Associate Director, Clinical Outcome Assessments Staff, Office of
New Drugs, CDER, FDA

#115 TrAck 12 = PHARMACEUTICAL QUALITY
Related Interest Area(s): QA/QC, PT
8:30-9:45am LeveL: FormaT: SESSION

Room 111AB

Clinically Relevant Specifications: Translating Voice of the
Patient Into Quality Attributes of the Product

CHAIRPERSON

Richard T. Lostritto, PhD, MS

Acting Director, Office of Policy for Pharmaceutical Quality, Office of
Pharmaceutical Quality, CDER, FDA

SPEAKER(S)
Specification Setting and Biowaiver Approaches for Drug Products
Presenting Strength Dependent Dissolution Profiles
Sandra Suarez Sharp, PhD
Biopharmaceutics Lead (Acting), DB Branch Il, ODNP, Office of
Pharmaceutical Quality, CDER, FDA

CME, Pharmacy, and Nursing

Industry Perspective
Ganapthy Mohan, PhD
Head of Global CMC, Merck & Co., Inc.

FDA Perspective
Laurie Graham
Acting Director, DIPAP, OPPQ, Office of Pharmaceutical Quality, CDER, FDA

#116 Track 14A = CLINICAL SAFETY AND

PHARMACOVIGILANCE
Related Interest Area(s): CP
8:30-9:45am LEveL: Format: SESSION
Room 103C CME and Nursing

Has the EU Good Pharmacovigilance Practices Delivered on
Its Intended Promise and Commitment?

CHAIRPERSON
Valerie E. Simmons, MD, FFPM
EU QPPV, Global Patient Safety, Eli Lilly and Company Ltd, United Kingdom

SPEAKER(S)
Introduction, General Overview of Implementation of the EU GVP
Guidelines: Did They Actually Deliver?
Valerie E. Simmons, MD, FFPM
EU QPPV, Global Patient Safety, Eli Lilly and Company Ltd, United Kingdom

IMI PROTECT: Challenges, Successes, and the Effect on PhV in Europe
Stella C.F. Blackburn, MD, MA, MSc, FFPM, FISPE, FRCP

Vice President, Global Head of Risk Management, Real World & Late
Phase Research, Quintiles Inc., United Kingdom

Important Risks Resulting from EU PV Legislation and Guidance: Best
Practice to Allow Optimized Patient Safety?

Leonardo Ebeling, MD, PhD

General Manager, Dr. Ebeling & Assoc. GmbH, Germany

The content noted on this page was made available to DIA as of May 24, 2016.
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#117 Track 14B - CLINICAL SAFETY AND
PHARMACOVIGILANCE
Related Interest Area(s): CP
8:30-9:30AM LeveL: m FormaT: SESSION

Room 109AB CME and Nursing

IDMP: A Compliance Project or a New Way of Conducting
Business?

CHAIRPERSON
Rune Bergendorff, MSc
Managing Consultant, NNIT A/S, Denmark

SPEAKER(S)
ISO IDMP Impact Assessment on the Risk Management Plan
Debbie Persaud, MSc
Regulatory Affairs SME, NNIT Inc.

Quality Control Perspective
Bernie Coney, MA
Head of R&D Global Regulatory Affairs and QA IT, Shire

#118 TRrAcCK 15 = STATISTICAL SCIENCE AND
QUANTITATIVE THINKING
Related Interest Area(s): ST, SE
8:30-9:45am LEveL: Format: FORUM

Room 201A CME and Nursing

The Interpretation of PRO Scores and Responder Analyses
in the Presence of Missing Data

CHAIRPERSON

Scott Komo

Mathematical Statistician, Office of Translational Sciences, CDER, FDA

Panelists
Yeh-Fong Chen, PhD
Mathematical Statistician, Office of Translational Sciences, CDER, FDA

Lisa A. Kammerman, PhD, MS
Senior Statistical Science Director, AstraZeneca

#119 Track 16A - PROFESSIONAL DEVELOPMENT

Related Interest Area(s): PETD, PT, CR
LEvEL: @ FormaT: WORKSHOP
CME, Pharmacy, and Nursing

8:30-9:45aM
Room 102AB
Narrative Medicine: Innovative Techniques for Including the
Voice of the Patient in Clinical Trials

CHAIRPERSON

Jesus Rivera, MSc
Senior Learning Manager, Bristol-Myers Squibb Company

Facilitator
Lauralee Leonard
Senior Medical Writer, Bristol-Myers Squibb Company

The content noted on this page was made available to DIA as of May 24, 2016.

#120 Track 16B = PrROFESSIONAL DEVELOPMENT
Related Interest Area(s): PETD
8:30-9:45aM LEVEL: @ FormaT: SESSION

Room 108A No CE available
DIA 2016: Student Forum

CHAIRPERSON
Danny Benau, PhD
Director, Biomedical Writing Programs, University of the Sciences

SPEAKER(S)
Government Positions: Opportunities, Considerations, and Processes
for Federal Employment
Tammy Massie
Mathematical Statistician, Office of Equal Opportunity and Customer
Outreach, National Institutes of Health (NIH)

DIA Student Chapter Membership as Part of a Career Springboard
Philip Masaitis
Student, Philadelphia College of Pharmacy, University of the Sciences

Opportunities in the Drug Safety Arena

Sameer Thapar, PharmD

Director, Global PV, Oracle; Assistant Professor, Drug Safety and PV,
Rutgers, The State University of New Jersey

#121 Track 17 - RARe/ORPHAN DiSEASES

Related Interest Area(s): ROD, CR
8:30-9:45am LEveL: Format: SYMPOSIUM
Room 103A CME, Pharmacy, and Nursing

Rare Disease Clinical Trials: Coping with Unique Challenges

CHAIRPERSON

Maureen Smith

Patient Advocate / Secretary, Canadian Organization For Rare Disorders
(CORD), Canada

SPEAKER(S)
Rare Disease: Understanding Operational Challenges
Linda Martin, MBA
President and Founder, KMR Group Inc.

Orphan Indications and Clinical Trials: Coping with Unique Challenges
and Why Rare Diseases Warrant Special Treatment

Stephan de la Motte, MD

Chief Medical Advisor, Synteract HCR, Inc., Germany

Solving Enroliment Challenges for Rare Disease Global Clinical Trials in
Latin America

Sara G. Tylosky, MBA

President, Farmacon

9:30-10:45aM

Coffee Break in Exhibit Hall

9:30AM-6:00PM

Student Poster Session in Exhibit Hall A
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#122 TrAck 20 - INNOVATION THEATERS
Related Interest Area(s): CR, DM, IT
10:00-10:30aM LeveL: m FormaT: SESSION

Exhibit Hall B No CE available

DBMS Innovation Theater: Accelerating Clinical Trial
Innovation: Technology Case Studies for Improving Data
Collection, Monitoring, and Medical Coding Processes

#123 Track O1A = CLiNicAL OPERATIONS

Related Interest Area(s): CR, RD, SP, RA, FI
10:45am-12:00pM LeveL: FormaT: SYMPOSIUM
Room 113B CME and Nursing

Global Clinical Trials: Innovative Approaches to Clinical
Trials in Japan, India, and Latin America

CHAIRPERSON

Larry A. Blankstein, PhD
Consultant, Clinical Development, Blankstein Consulting Group

SPEAKER(S)
Issues and Solutions When Conducting Complex Caucasian Clinical
Studies in Japan
Andrew Melli
Senior Manager, SOUSEIKAI Global Clinical Research Center, Japan

Clinical Trials in India: An Update on Current Status
Charu Gautam, MD
Director, Global Clinical Operations, Cliantha Research Ltd, India

Clinical Research in Latin America: Boosting Innovation Through Policy
Measures

Maria Jodo Queiroz, MD

Chief Executive Officer, Eurotrials, Portugal

#124 Track O1B - CLiNicAL OPERATIONS

Related Interest Area(s): CR, GCP, QC, CDM, RA
10:45AM-12:00pPM LEVEL: FormaT: SYMPOSIUM
Room 113C CME, Pharmacy, and Nursing

Risk-Based Monitoring in Clinical Trials

CHAIRPERSON
Ellen Kelso
Executive Director, Chesapeake IRB

SPEAKER(S)
How to Successfully Plan and Implement a Risk-Based Monitoring
Strategy
Francois Torche, MBA
Chief Executive Officer, CluePoints, Belgium

Risk-Based Monitoring: What Does It Mean for Clinical Study Sites?
Jill Collins, MEd, MS
Executive Director, Clinical Innovation, INC Research

The Impact of Risk-Based Monitoring on Site Performance: Reducing
Risks While Improving Patient Safety and Study Quality

Robin Douglas, MA

Site Solutions Director, Site and Patient Networks, Quintiles

20  DIA 2016

#125 Track O1C = CLiNnicAL OPERATIONS
Related Interest Area(s): ROD, PT, CR
10:45amM-12:00pPM LEVEL: @ FormaT: SESSION

Room 113A CME, Pharmacy, and Nursing

Patient Recruitment in Rare Diseases: Ideas and Framework
for Out-of-the-Box Exploration

CHAIRPERSON
Badri Rengarajan, MD
Medical Affairs Head, ASPIRE Unit, Actelion

SPEAKER(S)
Patient Concierge: Maximizing Patient Engagement in Rare Disease
Studies
Donny Chen, MBA
Director, Medical Affairs Research Operations, PPD

Direct-to-Patient Digital Recruitment: A Targeted Approach to
Recruitment Enroliment and Retention Problems

Bethany Bray, MBA, MSc

Chief Executive Officer, Co-Founder, AutoCruitment

Bringing Clinical Trials to Patients: Leveraging Convergent Data
Sources to Accelerate Recruitment

Scott Douglas Schliebner, MPH

Vice President, Scientific Affairs, Rare Diseases - Federal Programs, PRA
Health Sciences

#126 Track 02 - ProJecT /PorTFOLIO MANAGEMENT
AND STRATEGIC PLANNING
Related Interest Area(s): ST, CR, RD
10:45am-12:00pM LEVEL: @ FormaT: WORKSHOP
Room 102AB CME, Pharmacy, and Nursing

Hope Is Not a Strategy: Quantifying Knowledge for Better
Decision Making in Clinical Development
CHAIRPERSON

Colleen Russell, MS
Associate Director, Biostatistics, PAREXEL International

Facilitators
Sharon Cornell Murray, PhD
Associate Director, Biostatistics, PAREXEL International

David A. Burt
Director, Biostatistics, Trevena Inc.

#127 Track O3A - INNOVATIVE PARTNERING MODELS
AND OUTSOURCING STRATEGIES
Related Interest Area(s): OS
10:45am-12:00pPM LEveL: ® FormaT: FORUM

Room 112AB CME and Nursing

Innovative Partnerships: gOVERN - A Research and Early
Development’s Outsourcing Vision to Enable Resourcing
INovation

CHAIRPERSON

Hilary Nelson

Senior Clinical Program Leader, Genentech, A Member of the Roche Group

The content noted on this page was made available to DIA as of May 24, 2016.
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Panelists

Margaret Taylor

Associate Director, Oncology Program Group Leader, Clinical Operations,
Genentech, A Member of the Roche Group

Jami Norris
Vice President, Clinical Development Strategic Partnerships, Quintiles

Kerryn Cress, MS
Senior Director, PPD

#128 Track O3B = INNOVATIVE PARTNERING MODELS
AND OUTSOURCING STRATEGIES
Related Interest Area(s): OS, RD
10:45aM-12:00pM LEveL: | FormaT: FORUM

Room 111AB CME and Nursing
Alliance Management Forum
CHAIRPERSON

Solomon Babani, MBA
Vice President, BioPharma Solutions, Covance Inc.

SPEAKER(S)
Applying Alliance Management Principles to Help CROs Build
Successful Relationships with Small and Emerging BioPharma
Companies
Solomon Babani, MBA
Vice President, BioPharma Solutions, Covance Inc.

New and Emerging Skillsets Needed to Manage Strategic Partnerships
Andrew Townshend
Senior Vice President, Alliance Development, INC Research

Panelist
Deirdre F. BeVard
Vice President, Development Operations, Nektar Therapeutics

#129 Track 06 = MepicaL CommunicaTION/MEDICAL
WRITING AND MEDICAL SciENCE LiAISONS
Related Interest Area(s): MC, MA, SP
10:45am-12:00pM LeveL: FormaT: SESSION
Room 203AB CME, Pharmacy, Nursing, and PMI PDUs

Delivering Value Through Medical Information Metrics

CHAIRPERSON

Sara Doshi, PharmD

Director, Medical Information Strategy and Capabilities, GMI, Eli Lilly and
Company

SPEAKER(S)
Delivering Value Through Medical Information Metrics
Dipti Tankala, PharmD, RPh
Associate Medical Information Manager, Astellas Pharma Canada Inc.,
Canada

Effective and Efficient Use of Customer Interactions Data to Anticipate
Customer Needs Through Text Analytic Metrics

Edward J. Brauer, PharmD

US ML/RML Strategy and Capabilities Fellow, Lilly USA, LLC

Tools for Data Insights in Medical Information

Zachary Furqueron, MBA

Director/Team Leader, Analytics and Reporting Group, External Medical
Communications, Pfizer Inc

The content noted on this page was made available to DIA as of May 24, 2016.

#130 Track O7A - TecHNoLoGY/DATA/RECORDS AND

SUBMISSIONS
Related Interest Area(s): EC, CR, CEHTAEbM
10:45am-12:00pM LEVEL: @ FormaT: SESSION
Room 201C CME, Pharmacy, and Nursing

Take Two Aspirin and Text Me in the Morning:
Technology Suited for 20,000 Virtual Patients on the
PCORI Aspirin Trial

CHAIRPERSON
Anthony Costello
Chief Executive Officer, Mytrus, Inc.

SPEAKER(S)
ADAPTABLE: A 20,000 Patient Study Leveraging Health Systems, EHR,
and Patients to Transform Clinical Research
Adrian Hernandez
Co-PI, PCORnet Coordinating Center, Professor of Medicine, Duke Clinical
Research Institute (DCRI)

Update From REACHnet

Elizabeth Nauman, PhD, MPH

Research Director, Research Action for Health Network (REACHnet),
Louisiana Public Health Institute (LPHI)

#131 Track 07B - TecHNoLoGY/DATA/RECORDS AND

SUBMISSIONS
Related Interest Area(s): DM, IT, RA
10:45amM-12:00pPM LEveL: ® FormaT: SESSION
Room 204B CME and Nursing
IDMP Update

CHAIRPERSON
Vada A. Perkins, BSN, MSc
Deputy Associate Director for Review Management (Acting), CBER, FDA

SPEAKER(S)
ISO IDMP: Benefits Beyond Compliance
Niels Gronning, MSc
Principal Consultant, NNIT A/S, Denmark

Interoperability and Standardization Within the Life Sciences:
Justification, Mechanisms, and Opportunities

Tom Macfarlane, RAC

Director, EU Regulatory Affairs Lead, Accenture, United Kingdom

#132 Track 07C - TecHNoLoGY/DATA/RECORDS AND

SUBMISSIONS
Related Interest Area(s): SE, EC
10:45am-12:00pM LEveL: Format: FORUM
Room 204C CME, Pharmacy, and Nursing

Electronic Implementation of New PRO Measures to Assess
Treatment Benefit in Irritable Bowel Syndrome Trials:
Lessons Learned

CHAIRPERSON

Stephen Joel Coons, PhD
Executive Director, PRO Consortium, Critical Path Institute
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SPEAKER(S)
Pharmaceutical Industry Perspective
David S. Reasner, PhD
President and Founder, Albemarle Scientific Consulting LLC

ePRO Technology Provider Perspective

Cindy Howry, MS

Vice President, Product Strategy and Innovation; Vice Director, ePRO
Consortium, YPrime

ePRO Technology Provider Perspective

Adam Butler

Senior Vice President, Strategic Development and Corporate Marketing,
Bracket

FDA Perspective

Sarrit Kovacs

Clinical Outcomes Assessments Reviewer, COA Staff, Office of New Drugs,
CDER, FDA

##133 TrAck 08 = ReGULATORY AFFAIRS
Related Interest Area(s): RA, RD, CR
10:45am-12:00pM LEvEL: W FormaT: SESSION

Room 201B CME, Pharmacy, and Nursing

Take Advantage of Global Expedited Pathways:
Breakthrough, Sakigake, PRIME!

CHAIRPERSON
Khyati Roberts, RPh
Senior Director, Regulatory Policy and Intelligence, AbbVie Inc.

SPEAKER(S)

The New Japanese “Sakigake” Strategy for Accelerated Development
and Approval: Status, Procedure, and Prospects for Industry

Alberto Grignolo, PhD

Corporate Vice President, PAREXEL International

Strategies for Using the New European PRIME Pathway
Sharon N. Olmstead

Global Head, Development and Regulatory Policy, Novartis
Pharmaceuticals Corporation

#134 Track 09A - MepicaL Devices/IN ViTrRo
DiagNosTics AND CoMBINATION PrRoDUCTS

Related Interest Area(s): MDD

10:45am-12:00pM LeveL: FormaT: SESSION

Room 103A CME, Pharmacy, and Nursing
How Can We Utilize Mobile Health for Better Quality of Life
and Medical Economy?

CHAIRPERSON

Madoka Murakami

Unit Chief, Division of Regulatory Cooperation, Office of International
Programs, Pharmaceuticals and Medical Devices Agency (PMDA), Japan

22 DIA 2016

SPEAKER(S)
Academic Perspective
Hiroshi Hosoi, MD, PhD
President, Nara Medical University, Japan

Industry Perspective
Nersi Nazari, PhD
Chairman and Chief Executive Officer, Vital Connect Inc.

FDA Perspective

Bakul Patel, MBA, MSc

Associate Director for Digital Health, Office of the Center Director,
CDRH, FDA

#135 Track 09B - MepicaL Devices/IN ViTro
DiaGNosTics AND CoMBINATION PrODUCTS

Related Interest Area(s): RD, CR

10:45am-12:00pPM Lever: m FormaT: FORUM

Room 108B CME, Pharmacy, and Nursing

Clinical Developments in Immuno-Oncology, Part 2 of 2:
Clinical Implementation of Biomarkers
CHAIRPERSON

Holger G. Adelmann, DrMed, PhD
Senior Vice President and Managing Director, DIA EMEA, Switzerland

Panelists

Juergen Scheuenpflug

Global Head, Clinical Biomarkers and Companion Diagnostics, Merck &
Co., Inc., Germany

Arnold B. Gelb, MD, MS
Senior Director, Clinical Biomarkers and Companion Diagnostics, EMD
Serono Research & Development Institute, Inc.

Brandon Higgs, PhD
Principal Scientist, MedImmune

Marc Theoret, MD
Medical Officer, Office of Oncology Drug Products, CDER, FDA

#136 Track 10 - PusLic PoLicy/HeALTH CARE

CompLIANCE/Law
Related Interest Area(s): CR
10:45am-12:00pM LEvEL: @ FormaT: FORUM
Room 202AB CME and Nursing

Clinical Data Disclosure and Transparency: ClinicalTrials.
gov Final Rule, EU Requirements, and Other Key Updates
CHAIRPERSON

Robert Paarlberg, MS
Principal, Paarlberg & Associates LLC

Panelists
Rebecca J. Williams, PharmD, MPH
Assistant Director, ClinicalTrials.gov, NCBI, National Library of Medicine, NIH

Marla Jo Brickman, PhD
Senior Director/Team Leader, Clinical Trial Disclosure Group, Pfizer Inc

The content noted on this page was made available to DIA as of May 24, 2016.
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#137 Track 11 = INNOVATIVE APPROACHES TO ENSURING
QuALITY IN CLINICAL TRIALS AND COMPLIANCE TO
Goob CrinicaL PracTice (GCP)
Related Interest Area(s): GCP, CR, IT
10:45aM-12:00pPM LEvEL: FormaT: SESSION

Room 204A CME and Nursing

Using Technology to Make Trials Accessible to More Clinical
Trial Participants

CHAIRPERSON
Linda M. Coleman, Esq., JD
Director, Human Research Protection Program, Yale University

SPEAKER(S)
Mobile Clinical Trial Technologies: Use Cases and GCP Compliance
Considerations
Philip J. Coran, Esq., JD, MBA
Senior Director of Quality and Regulatory Affairs, Medidata Solutions
Worldwide

Mobile Technology in Research: A Compliance and Ethics Review
Perspective

Linda M. Coleman, Esq., JD

Director, Human Research Protection Program, Yale University

Mobile Health Applications and eConsent: A Sponsor’s Perspective
Kevin Hudziak, MS
Consultant, Innovation Lead, Eli Lilly and Company

#138 TrAcK 12 = PHARMACEUTICAL QUALITY
Related Interest Area(s): QA/QC, RA
10:45am-12:00pM LEveL: FormaT: SESSION

Room 109AB CME, Pharmacy, and Nursing

Risk Communication and Management: The Art of
Communicating Risk - Challenges and Best Practices

CHAIRPERSON
Kristin Murray, MS
Director, Global CMC Regulatory Affairs, Shire Pharmaceuticals

SPEAKER(S)
Benefit-Risk Considerations and Strategies for Investigation and
Control of Impurities
David White
Principle Scientist, AstraZeneca, United Kingdom

Risky Communication: Best Practices for Communicating Product
Quality Risks and Uncertainty

Wendy Wilson-Lee, PhD

Chemist, Office of New Drug Products, Office of Pharmaceutical Quality,
CDER, FDA

Applications of Risk Management Tools to Quality by Design and
Control Strategy Creation in Rare Disease

Joseph Kauten

Biologics CMC Control Strategy Leader, Shire Pharmaceuticals

The content noted on this page was made available to DIA as of May 24, 2016.

#139 Track 13 = CoMPARATIVE EFFECTIVENESS
ResearcH/GLoBAL HEALTH OUTCOMES AND

Economics
Related Interest Area(s): CEHTAEbM, PT
10:45am-12:00pM LEveL: FormaT: SESSION
Room 105AB CME, Pharmacy, and Nursing

Measuring the Impact and Influence of Patient Input on
Regulatory and Health Technology Assessment Decision
Making: What Are the Key Considerations?

CHAIRPERSON

Neil McAuslane, PhD, MSc

Director, Centre For Innovation In Regulatory Science (CIRS), United
Kingdom

SPEAKER(S)
FDA Perspective
Theresa M. Mullin, PhD
Director, Office of Strategic Programs, CDER, FDA

Empowering Patients as Organizational Change Agents

Durhane Wong-Rieger, PhD, MA

President and Chief Executive Officer, Canadian Organization For Rare
Disorders (CORD), Canada

HTA Perspective

Victoria Thomas, MSc

Head of Public Involvement, Public Involvement Programme, National
Institute For Health and Care Excellence (NICE), United Kingdom

#140 Track 14 = CLINICAL SAFETY AND
PHARMACOVIGILANCE
Related Interest Area(s): CP, RA
10:45am-12:00pM LEveL: W Format: SESSION

Room 108A CME, Pharmacy, and Nursing

Understanding, Developing, and Implementing an
Anticipated Events Review Process: Adoption of the FDA
IND Rule on Safety Reporting Requirements
CHAIRPERSON

Robert (Mac) Gordon, MS
Biostatistician, Janssen Pharmaceutical Companies of Johnson & Johnson

SPEAKER(S)
Using Case Studies to Facilitate Implementation of the FDA Rule for
IND Safety Reporting
Marsha Millikan
Advisor, Expedited Reporting Global Patient Safety, Eli Lilly and Company

FDA Perspective
Jonathan P. Jarow, PhD
Director (Acting), Office of Medical Policy, CDER, FDA

One Company's Approach to Developing and Implementing an
Anticipated Events Review Process

Robert (Mac) Gordon, MS

Biostatistician, Janssen Pharmaceutical Companies of Johnson & Johnson
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#141 TrAck 15 = STATISTICAL SCIENCE AND
QUANTITATIVE THINKING
Related Interest Area(s): ST
10:45am-12:00pM LeveL: FormaT: SESSION

Room 201A CME and Nursing

Transforming Health Care Data for Clinical Research:
Strategy and Experiences from the PCORnet Common Data
Model

CHAIRPERSON

Shelley Rusincovitch

Project Leader in Applied Informatics and Architecture, Duke Translational
Research Institute

SPEAKER(S)
Leveraging a Common Data Model for a Pragmatic Clinical Trial in a
Distributed Research Network: The PCORnet ADAPTABLE Study
Lesley H. Curtis, PhD
Professor of Medicine; Director, Center for Pragmatic Health Services
Research, Duke Clinical Research Institute (DCRI)

A Common Data Model and Diversity of Stakeholder Beliefs: How Do
You Know What You Actually Know, Collectively?

Aaron Sorensen, MA

Senior Bibliometrics Consultant, Digital Science

Applying the PCORnet Common Data Model to the EHR Ancillary
Study of the HARMONY Trial: Strategy and Design Considerations
Carol E. Koro, PhD

Senior Director, Worldwide Epidemiology, GlaxoSmithKline

#142 TrAck 16 = PrROFESSIONAL DEVELOPMENT
Related Interest Area(s): PETD
10:45-11:45am LEVEL: @ FormaT: SESSION

Room 107AB No CE available

Why We All Need Mentors (and How to Be a Good Mentor
to Others)
CHAIRPERSON

David B. Stein
Independent eClinical Consultant, D. Bartley Consulting

SPEAKER(S)
CRA Retention: Insider’s Perspectives on Interventions to Anchor a
Tenured, Talented Workforce
Nadia Bracken
Clinical Trials Manager, Gilead Sciences, Inc.

#143 Track 17 - RARE/ORPHAN DiSEASES
Related Interest Area(s): ROD
10:45am-12:00pM LeveL: FormaT: SYMPOSIUM

Room 103C CME and Nursing
Priority Review Vouchers: Past Experiences, Legislative
Reform, and Tips for Sponsors

CHAIRPERSON
Andrew S. Robertson, JD, PhD
Director, Global Regulatory Policy, Merck & Co., Inc.

24 DIA 2016

SPEAKER(S)
Priority Review Vouchers: A New Paradigm for Funding Research?
Patricia Rose Anderson, RAC
Vice President, Regulatory Services, MAPI, Canada

The Priority Review Voucher: The Value, the Pipeline, and the
Opportunities for R&D

Andrew S. Robertson, JD, PhD

Director, Global Regulatory Policy, Merck & Co., Inc.

Priority Review Vouchers: Legislation and History - What You Need to
Know

Alexander Varond, JD

Associate, Hyman, Phelps & McNamara, PC

#144 Track 22 - ENGAGE AND EXCHANGE
Related Interest Area(s): GCP
10:45-11:45am Lever: m FormaT: WORKSHOP

Exhibit Hall A No CE available

Root Cause Analysis: Getting to ‘Why’ When Something
Goes Wrong in Your Trial

CHAIRPERSON

Keith John Barber
Executive Director, INC Research, United Kingdom

Facilitator
Helen Howitt
Director, Process Quality Management, INC Research, United Kingdom

11:45AM-2:30PM

Luncheon in Exhibit Hall

#145 TrAck 21: PosTER PRESENTATIONS
12:15-2:15pM
Exhibit Hall A No CE Available

Student Poster Session and Oral Presentations 1A

#146 Track 20 - INNOVATION THEATERS
Related Interest Area(s): IT, DM
12:15-12:45pm LeveL: m FormaT: SESSION

Exhibit Hall B No CE available

Tata Consultancy Services Innovation Theater: Data
Transparency Initiative: An Innovative Solution

The content noted on this page was made available to DIA as of May 24, 2016.
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#147 Track 22 - ENGAGE AND EXCHANGE
Related Interest Area(s): CEHTAEbM, ST
12:15-1:15pM LEvEL: W FormaT: WORKSHOP

Exhibit Hall A No CE available

Interpreting Meaningful Change on PRO Instruments:
Methods in Action

CHAIRPERSON
Cheryl D. Coon, PhD
Principal, Outcometrix

Facilitator
Scott Komo
Mathematical Statistician, Office of Translational Sciences, CDER, FDA

#148 Track 20 - INNOVATION THEATERS
Related Interest Area(s): RA
1:00-1:30pm LEvEL: FormaT: SESSION

Exhibit Hall B No CE available

PAREXEL Innovation Theater: Balancing Rapid Approval
with Demonstration of Value

#149 TrAck 22 - ENGAGE AND EXCHANGE
Related Interest Area(s): PPLC, RA
1:30-2:15pM LEvEL: FormaT: WORKSHOP

Exhibit Hall A No CE available

EMA’s Publication Policy 0070: Best Practices for
Implementation

CHAIRPERSON

Robert Paarlberg, MS

Principal, Paarlberg & Associates LLC

Facilitator

Helle-Mai Gawrylewski, MA

Senior Director, Medical Writing and Alliance Management, Janssen
Research & Development, LLC

#150 TrAck 20 - INNOVATION THEATERS
Related Interest Area(s): CR, CEHTAEbM
1:45-2:15pM LEVEL: W FormaT: SESSION

Exhibit Hall B No CE available

Quintiles Innovation Theater: Evidence Optimization:
Fueling Smarter Clinical Development and Value
Generation

#151 TrAck 23 = OPENING PLENARY

2:30-4:00pMm LEvEL:
Ballroom AB No CE available

Plenary Session and Keynote Address

FormaT: SESSION

Opening Remarks
Hans-Georg Eichler, MD, MSc
Senior Medical Officer, European Medicines Agency, European Union

The content noted on this page was made available to DIA as of May 24, 2016.

Gigi Hirsch, MD
Executive Director, Massachusetts Institute of Technology (MIT) Center
For Biomedical Innovation

Welcome Remarks
Barbara Lopez Kunz
Global Chief Executive, DIA

Sandra A. Milligan, JD, MD
Senior Vice President, Head of Regulatory Affairs and Safety, Merck
Research Laboratories

Tatsuo Kurokawa, PhD
Professor, Div. of Drug Development and Regulatory Sciences, Faculty of
Pharmacy, Keio University

Keynote Address: Bad Bugs, Good People, and Big, Bold Ideas
Larry Brilliant, MD, MPH
Chairman, Skoll Global Threats Fund

4:00-6:00prM

Opening Reception in Exhibit Hall

#152 TrAck 21: PosTER PRESENTATIONS
4:15-5:30pM
Exhibit Hall A No CE Available

Student Poster Session and Oral Presentations 1B

#153 TrAck 20 - INNOVATION THEATERS
Related Interest Area(s): CR, PT
4:30-5:00prM LEvEL: W FormaT: SESSION

Exhibit Hall B No CE available

BBK Innovation Theater: Reimagining the Patient
Experience Through mHealth Technologies

#154 TrAck 20 - INNOVATION THEATERS
Related Interest Area(s): CP
5:15-5:45pm LEveL: FormaT: SESSION

Exhibit Hall B No CE available

Deloitte Innovation Theater: Leveraging Sentinel Data,
Methods, and Tools to Support Postmarket Product
Safety and Surveillance - Innovation in Medical Evidence
Development and Surveillance Program

Student Poster Awards Ceremony
DIA Booth #1425
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TUESDAY, JUNE 28

Registration Hours:

7:00aM-5:15pM Attendee, Speaker, and Exhibitor Registration

7:00-8:00AM

Coffee and Light Refreshments
Grand Hall and Room 108 Concourse

&= DIAmond
#201 Track 19A V' SESSIONS
Related Interest Area(s): RA
8:00-9:45am LEVEL: M FormaT: FORUM
Room 114 CME and Nursing

International Regulatory Convergence, Collaboration,
and Cooperation

CHAIRPERSON

Emer Cooke, MBA

Head of International Affairs, European Medicines Agency, European Union
Panelists
Guido Rasi, MD
Executive Director, European Medicines Agency, European Union

Robert M. Califf, MD
Commissioner, FDA

Tatsuya Kondo, MD, PhD
Chief Executive, Pharmaceuticals and Medical Devices Agency
(PMDA), Japan

Anil Arora
Assistant Deputy Minister, Health Products and Food Branch, Health
Canada

Lorraine Nolan, PhD
Vice-Chair of the ICMRA; Chief Executive, Health Products Regulatory
Authority (HPRA), Ireland

lan Hudson, MD, FFPM, FRCP
ICMRA Project Lead; Chief Executive, Medicines and Healthcare
Products Regulatory Agency (MHRA), United Kingdom

John Skerritt, PhD
ICMRA Project Lead; Deputy Secretary for Health products
Regulation, Department of Health, Australia

Jarbas Barbosa, PhD, MPH
ICMRA Project Lead; Director-President, Agéncia Nacional De
Vigilancia Sanitaria (ANVISA), Brazil

26 DIA 2016

& DIAmond
#202 Track 19B V' SESSIONS
Related Interest Area(s): CR

8:00-9:30AM LeveL: Format: FORUM
Room 103ABC CME, Pharmacy, and Nursing

Changing Cultures to Advance Patient Engagement
CHAIRPERSON

Kimberly McCleary
Director of Strategic Initiatives, FasterCures, A Center of the Milken
Institute

Panelists
Lode Dewulf, MD, FFPM
Vice President and Chief Patient Affairs Officer, UCB, Belgium

Andrea Stern Ferris
President and Chairman, LUNGevity Foundation

Mary Stober Murray, MBA
Associate Director, Diversity and Patient Engagement, Bristol-Myers
Squibb Company

Durhane Wong-Rieger, PhD, MA
President and Chief Executive Officer, Canadian Organization For Rare
Disorders (CORD), Canada

& DIAmond
#203 Track 19C V' SESSIONS
Related Interest Area(s): RD
8:00-9:30AM LEVEL: W Format: FORUM
Ballroom A CME, Pharmacy, and Nursing

Next Generation Collaborations: Transforming the
Industry

CHAIRPERSON

Dalvir Gill, PhD
Chief Executive Officer, Transcelerate Biopharma Inc.

Panelists
Jonathan P. Jarow, PhD
Director (Acting), Office of Medical Policy, CDER, FDA

C. David Nicholson, PhD
Executive Vice President, Brand R&D, Allergan Inc.

Margaret A. Anderson, MA
Executive Director, FasterCures, A Center of the Milken Institute

9:30-10:30AM

Coffee Break in Exhibit Hall

#204 TrAck 21: PosTER PRESENTATIONS

9:40-10:20aM
Exhibit Hall A No CE Available

Professional Poster Session and Oral Presentations 1A

The content noted on this page was made available to DIA as of May 24, 2016.
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Tuesday, June 28

#205 TrAck 22 - ENGAGE AND EXCHANGE
Related Interest Area(s): PETD
9:40-10:25am LEVEL: @ FormaT: WORKSHOP

Exhibit Hall A No CE available

It’s Not You; It’s Me: Dealing with Team Challenges,
Critique, and Criticism

CHAIRPERSON

Robin Whitsell

President, Whitsell Innovations, Inc.

#206 TrAck 20 = INNOVATION THEATERS
Related Interest Area(s): IT, CR
9:45-10:15aM LeveL: Format: SESSION

Exhibit Hall B No CE available

Covance Innovation Theater: Leveraging Patient Data
and Historical Investigator Performance Data to Realize
Faster Patient Recruitment

#207 Track O1A - CLINIcAL OPERATIONS

Related Interest Area(s): CR, EC, RA, GCP, PPLC
10:30-11:30AM LEVEL: @ Format: SESSION
Room 108A

Advancing the Appropriate Use of Mobile Clinical Trials:
The Clinical Trials Transformation Initiative
CHAIRPERSON

Kristen Miller

Health Scientist Policy Analyst, Office of Medical Policy, CDER, FDA

SPEAKER(S)
Clinical Trials in the 21st Century: If They Could Put a Man on the
Moon...
Robert A. DiCicco, PharmD
Vice President, Clinical Pharmacology Sciences and Operations,
GlaxoSmithKline

CME, Pharmacy, and Nursing

Patient Perspective
Cynthia Geoghegan
Patient Representative, Patients and Partners LLC

#208 Track O1B = CLiNicAL OPERATIONS
Related Interest Area(s): CR, PT
10:30-11:45am LEvEL: W FormaT: FORUM

Room 108B CME and Nursing

Measuring Return on Engagement: An Interim Report on
the DIA-Tufts CSDD Metrics Study

CHAIRPERSONS
Mary Jo Lamberti, PhD, MA
Senior Research Fellow, Tufts University
Elizabeth Lincoln, MA
Global Director of Engagement, DIA
Panelists
Kathleen A. Foley, PhD
Manager Outcomes Research, Merck & Company

The content noted on this page was made available to DIA as of May 24, 2016.

John Manganaro, PharmD, MS
Deputy Director, Regulatory Policy and Intelligence, Bayer HealthCare
Pharmaceuticals

Jeffrey W. Sherman, MD, FACP
Chief Medical Officer and Executive Vice President, Research
Development and Regulatory, Horizon Pharma, Inc.

#209 Track 02A - ProJecT /PorTFoLIO MANAGEMENT
AND STRATEGIC PLANNING
Related Interest Area(s): PM, PETD
10:30-11:45am LeveL: Format: WORKSHOP

Room 102AB CME, Nursing, and PMI PDUs

The Promotable Project Manager: Leadership Behaviors
Critical to Success in the Life Sciences

CHAIRPERSON
Richard J. Heaslip, PhD
Founder, Programmatic Sciences LLC

#210 Track 02B - ProJect /PorTFOLIO MANAGEMENT
AND STRATEGIC PLANNING
Related Interest Area(s): PM, RD, PETD
10:30-11:45am LEvEL: @ FormaT: SESSION

Room 105AB CME, Nursing, and PMI PDUs

Effective Strategies to Leverage PMO Best Practices for
Program and Portfolio Management

CHAIRPERSON

Karen M. Marks

Vice President, Global Program Management Office, Baxter International, Inc.

SPEAKER(S)
What Value Can a Project Management Office Bring to Your
Organization?
Kristin Fitzgerald, MBA, PMP
Director, Global Project Management, Project Management Office,
Merck & Co., Inc.

Driving Innovation by Expanding the Role of Integrated Project
Portfolio: Challenges and Best Practices

Dinesh Singh, MBA

Client Partner, Life Sciences, Cognizant Technology Solutions Corporation,
United Kingdom

#211 Track 03 - INNOVATIVE PARTNERING MODELS AND
OUTSOURCING STRATEGIES
Related Interest Area(s): RD
10:30-11:45am Lever: m FormaT: FORUM

Room 111AB CME and Nursing
Collaboration with a Purpose

CHAIRPERSON
Christine Pierre, RN
President, Society for Clinical Research Sites

DIAglobal.org/DIA2016 | #DIA2016 27



Tuesday, June 28

@ Basic-level content; I Primarily intermediate-level content; 4 Primarily advanced-level content

Panelists

Rehbar H. Tayyabkhan, MBA, MSc

Executive Director, Global Clinical Operations, Bristol-Myers Squibb
Company

Douglas J. Peddicord, PhD
Executive Director, Association of Clinical Research Organizations (ACRO)

#212 Track 04 = PRreCLINICAL AND TRANSLATIONAL
DeveLopMENT/EARLY PHASE CLINICAL

DEVELOPMENT
Related Interest Area(s): PC, ST, ROD
10:30-11:45am LEvEL: B FormaT: SYMPOSIUM
Room 113A CME, Pharmacy, and Nursing

Special Populations in Clinical Pharmacology Studies

CHAIRPERSON
William B. Smith, MD
President, New Orleans Center for Clinical Research

SPEAKER(S)
Special Populations in Clinical Pharmacology Studies: Evolving
Challenges
William B. Smith, MD
President, New Orleans Center for Clinical Research

Investigational Product and Drug-Drug Interactions in Specialty
Populations with Comorbidities: Options in Addressing Safety, Data,
Timelines, and Costs

Harry W. Alcorn, Jr., PharmD

Chief Scientific Officer, DaVita Clinical Research

Fast to Patient: Shifting from Healthy Volunteer to Patient Population
Richard Scheyer, MD
Vice President, Medical Affairs, Medpace

QTCcF in Special Populations
Robert Kleinman, MD
Chief Medical Officer and Vice President, Global Cardiology, ERT

#213 TrAck 05 = ReGuLATION oF PRoODUCT ADVERTISING
AND MARKETING IN AN EVER-CHANGING WORLD
Related Interest Area(s): AP, RA, MA, PPLC
10:30-11:30am LEVEL: @ FormaT: FORUM
Room 107AB CME, Pharmacy, and Nursing

FDA Enforcement Update: Advertising and Promotion

CHAIRPERSON

Philomena McArthur, JD

Senior Director, Regulatory Advertising and Promotion and Healthcare
Compliance, Johnson & Johnson International

SPEAKER(S)
CDER Perspective
Thomas W. Abrams, MBA, RPh
Director, Office of Prescription Drug Promotion, OMP, CDER, FDA

CBER Perspective

Lisa L. Stockbridge, PhD

Branch Chief, Advertising and Promotional Labeling Branch, OCBQ, CBER,
FDA

28  DIA 2016

#214 Track 06A - MepicaL ComMunicaTioNn/MEDICAL
WRITING AND MEDICAL ScIENCE LiAisONS
Related Interest Area(s): MC, MW
10:30-11:45am LEveL: m FormaT: SESSION

Room 203AB CME and Nursing

Product Management Strategies: Maximizing Content
Re-Use to Meet Diverse Customer Information Needs

CHAIRPERSON
Frank Hubbard, PhD
President, Global Regulatory Writing Solutions, Inc.

SPEAKER(S)
An Overview of Content Re-use and Product Information Management
Strategies: What’s In It for Me?
Frank Hubbard, PhD
President, Global Regulatory Writing Solutions, Inc.

Content Management and Re-Use: Efficient Streamlining of Product
Information Content and Life Cycle

Susan Bairnsfather, MSc

Chief Executive Officer, Regulatory Writer, Regulatory Affairs Professional
and Statistical Analyst, EPharmaTech LLC

Developing a Strategy for Content Transformation

Cecil Lee, RPh

Knowledge Management Consultant, Global Medical Information, Eli Lilly
and Company

#215 Track 06B - MebicaL CommuNicaTiON/MEDICAL
WHRITING AND MEDICAL ScIENCE LiAISONS
Related Interest Area(s): MSL, MC
10:30-11:30aM Lever: m FormaT: SESSION

Room 202AB CME, Pharmacy, and Nursing

Exploring the Use of Virtual Technologies Within Medical
Affairs Organizations
CHAIRPERSON

J. Lynn Bass, PharmD, RPh
Director, Medical Affairs, Jazz Pharmaceuticals

SPEAKER(S)
Experience of Leveraging External Virtual Teams to Expand the
Capabilities of a Newly Formed Medical Affairs Organization
Rachel Couchenour, PharmD, MBA
Senior Director, Medical Affairs, Oxigene, Inc.

Meeting Thought Leader Needs with Technology

Craig J. Klinger, RPh

Consultant, Field Medical Liaison Strategy and Capabilities - Trainer, Lilly
USA, LLC

The content noted on this page was made available to DIA as of May 24, 2016.
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#216 Track O7A - TecunoLoGY/DATA/RECORDS AND
SUBMISSIONS
Related Interest Area(s): CDM, RA, IT, ST
10:30-11:45aM LEvEL: W FormaT: SESSION

Room 204C CME and Nursing

Implementing a Successful Metadata Repository: The
Journey of a Thousand Milestones Begins with a Single
Step

CHAIRPERSON
David Handelsman
Senior Director, Industry Strategy, d-Wise

SPEAKER(S)
Semantic Metadata Repository at the Core of E2E eClinical Solutions
Isabelle M. de Zegher, MD, MSc
Vice President, PAREXEL Informatics, Belgium

Implementing a Metadata Repository Based on Value and Not
Technology

David Handelsman

Senior Director, Industry Strategy, d-Wise

Metadata Repositories: From the Outside In
Wayne R. Kubick, MBA
Chief Technology Officer, HL7

#217 Track 07B - TecHNoLoGY/DATA/RECORDS AND
SUBMISSIONS
Related Interest Area(s): SUBS, CDM, IT, RA
10:30-11:45am LEVEL: W FormaT: FORUM

Room 201C CME and Nursing
Electronic Submissions Gateway: Next Generation

CHAIRPERSON
Ron D. Fitzmartin, PhD, MBA
Senior Advisor, Office of Strategic Programs, CDER, FDA

SPEAKER(S)
FDA eCTD v4.0 Two-Way Communication
Mark A. Gray
Senior Project Manager, BSS, CBER, FDA

Panelists

Virginia Hussong

Director, Division of Data Management Services & Solutions, OBI, Office of
Strategic Programs, CDER, FDA

La Misha Fields
IT Program Manager, Electronic Submissions Gateway, Office of
Information Management Technology, Office of the Commissioner, FDA

#218 Track O8A - REGULATORY AFFAIRS
Related Interest Area(s): RA, RD, CP
10:30-11:30aM LEvEL: Format: FORUM

Room 201B CME, Pharmacy, and Nursing
Lessons Learned from Eight Years of Drug Development
Tool/Novel Methodology Qualification

CHAIRPERSON

Martha Ann Brumfield, PhD
President and Chief Executive Officer, Critical Path Institute

The content noted on this page was made available to DIA as of May 24, 2016.

SPEAKER(S)
EMA Perspective
Sabine Haubenreisser, PhD, MSc
Liaison to the US FDA, European Medicines Agency, European Union

FDA Perspective
ShaAvhree Y. Buckman-Garner, MD, PhD
Director, Office of Translational Sciences, CDER, FDA

#219 Track 08B - REGULATORY AFFAIRS

Related Interest Area(s): BT, CEHTAEbM, RA, RD
10:30-11:45am Lever: ¢ Format: SESSION
Room 204B CME, Pharmacy, and Nursing

Regulatory Science Considerations Applying to Novel
Combinations of Biologics and Bifunctional Biologics
Development

CHAIRPERSON

Owen Fields, PhD

Vice President, Inflammatory and Immunology, WW Safety and Regulatory,
Pfizer Inc

SPEAKER(S)
Unique Challenges in the Regulation of Bispecific Antibodies
Raj G. Nair, MD, PhD
Medical Officer, DPARP, Office of New Drugs, CDER, FDA

Unique Preclinical and Clinical Aspects of Bifunctional Development
Rakesh Dixit, PhD

Vice President, R&D, Global Head, Biologics Safety Assessment,
Medlmmune

Q and A Panel

Badrul Chowdhury, MD, PhD

Director, Division of Pulmonary, Allergy, and Rheumatology Products,
Office of New Drugs, CDER, FDA

$#220 Track 08C - REGULATORY AFFAIRS
Related Interest Area(s): RA
10:30-11:30aM LeveL: FormaT: SESSION

Room 109AB CME and Nursing

Regulatory Changes in China and the Impact to Global
Drug Development Planning

CHAIRPERSON

Dan Zhang, MD, MBA, MPH

Chairman and Chief Executive Officer, Fountain Medical Development Ltd.
(FMD), China

SPEAKER(S)
Innovative Biopharmaceutical Drug Development in China: Trends and
Transformations
Helena Zhang, MD, MBA
Senior Director and Chief Medical Officer, Quintiles, China

Regulatory Changes in China

Feng Yi

Former Assistant to the Director-General, CFDA; Senior Vice President,
Medical and Regulatory Affairs, Fountain (Beijing) Medical Technology
Development Co., Ltd., China
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#221 Track 09 - MepicaL Devices/IN ViTRo
DiagNosTics AND CoMBINATION PrRoDUCTS
Related Interest Area(s): RA
10:30-11:45am LeveL: m FormaT: SESSION

Room 103A CME, Pharmacy, and Nursing

Envision the Future: How Big Data and Artificial
Intelligence Change Our Regulatory Environment

CHAIRPERSON

Joseph C. Scheeren, PharmD

Senior Vice President, Head Regulatory Affairs, Pharma and Consumer
Health, Bayer Consumer Care AG, Switzerland

SPEAKER(S)
Current Status of Big Data Use in the Health Care Sector: View from the
Market
Luke D. Dunlap, MSc
Senior Principal, Real World Evidence Solutions, IMS Health

Big Data Being Part of FDA eHealth Policy: Viewpoint of the Regulator
Robert M. Califf, MD
Commissioner, FDA

Challenges of Big Data in the Regulatory Environment from the Legal
Point of View

Denise Esposito

Partner, Covington & Burling LLP

#222 TrAcK 11 = INNoVATIVE APPROACHES TO ENSURING
QuALITY IN CLiNIcAL TRIALS AND COMPLIANCE TO
Goob CuinicaL PracTice (GCP)
Related Interest Area(s): CR, PT
10:30-11:30am LEveL: | FormaT: FORUM

Room 204A CME, Pharmacy, and Nursing
Valuing the Clinical Trial Patient

CHAIRPERSON
Jane Perlmutter, PhD, MBA
Founder and President, Gemini Group

SPEAKER(S)
Bioethical Considerations with the Return of Individual Research
Results and Incidental Findings to Clinical Trial Research Participants
Sandra Prucka, MS
Consultant Scientist, Tailored Therapeutics-Oncology, Eli Lilly and
Company

Panelist

Deborah Howe

Associate Director, TA Lead, Specialty and Vendor Alliance Lead, Bristol-
Myers Squibb Company

#223 TrAcK 12 = PHARMACEUTICAL QUALITY
Related Interest Area(s): RA
10:30-11:45am LEveL: Format: SESSION

Room 112AB CME, Pharmacy, and Nursing

Global Harmonization: Current ICH Quality Initiatives

CHAIRPERSON
Moheb M. Nasr, PhD, MS
Vice President, CMC Regulatory Strategy, GlaxoSmithKline

30 DIA 2016

SPEAKER(S)
A Holistic Approach for Global Management of Manufacturing Changes
Romuald Braun, MSc
Managing Director, uanotau GmbH, Switzerland

ICH Q11 IWG Update
Timothy J.N. Watson, PhD
Research Fellow, GCMC Advisory Office, Pfizer Inc

What Is Needed to Make ICH Q12 a True Transformational Guideline?
Roger Nosal, MA, MS
Vice President and Head, Global CMC, Pfizer Inc

$#224 Track 13 = CoMPARATIVE EFFECTIVENESS
ResearcH/GLoBAL HEALTH OUTCOMES AND

Economics
Related Interest Area(s): SE, CR
10:30-11:30aM LeveL: @ Format: SESSION
Room 201A CME, Pharmacy, and Nursing

Identifying Patient-Centered Outcomes for Use in
Observational Research: Why and How

CHAIRPERSON
Michelle Leavy, MPH
Director, Scientific Relations, Better Outcomes

Panelist

Elise Berliner, PhD

Director, Technology Assessment Program, Agency For Healthcare
Research and Quality (AHRQ)

$#225 Track 14A = CLINICAL SAFETY AND
PHARMACOVIGILANCE
Related Interest Area(s): CP
10:30-11:45am LeveL: FormaT: SESSION

Room 113B CME, Pharmacy, and Nursing

One Size Does Not Fit All: Best Practices for Right-Sized
Signal Management Systems

CHAIRPERSON
Deirdre McCarthy, MS
Senior Benefit Risk Management Director, Quintiles

SPEAKER(S)
What Is the Utility of GIS Technology in the Postmarket Setting?
Henry “Skip” Francis, MD
Director for Data Mining and Informatics Evaluation and Research, Office
of Translational Sciences, CDER, FDA

Practical Tools for Signal Management: How Do You Overcome
Challenges and Meet the Regulatory Needs of Pharmacovigilance?
Shelley Gandhi, MS

Strategic Advisor, Pharmacovigilance & Drug Safety, NDA Group, United
Kingdom

Global Signal Detection with Regional Relevance: Development and
Field Testing of Surveillance Strategies for the Emerging Indian Market
Ola Caster, PhD

Senior Researcher, Uppsala Monitoring Centre, Sweden

The content noted on this page was made available to DIA as of May 24, 2016.
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#226 TrAck 14B - CLINICAL SAFETY AND
PHARMACOVIGILANCE
Related Interest Area(s): CP
10:30-11:45am LeveL: m FormaT: FORUM
Room 113C CME and Nursing

The Global Conundrum: Herding Cats - Identifying
Risk Across Pharmacovigilance Networks and Seeking
Simplicity in Multi-Country Pharmacovigilance Activities

CHAIRPERSON
Hershell William Thompson, MBA, MSc
Managing Consultant, Navitas Life Sciences, Inc.

SPEAKER(S)
Managing a PV Affiliates Network: The Challenges and Considerations
in Maintaining Oversight and In-Country Connections
Lesia Tontisakis, BSN
Director, Pharmacovigilance, Global Patient Safety and Epidemiology,
Allergan

A Global Conundrum: Seeking Simplicity in Multi-Country
Pharmacovigilance Activities

Marco Anelli

Head of Pharmacovigilance and Medical Affairs Advisory Services,
Productlife Group, Italy

#227 Track 17 - RARE/ORPHAN DiSEASES

Related Interest Area(s): ROD, RA
10:30-11:30AM LEVEL: W Format: SESSION
Room 103C CME, Pharmacy, and Nursing

Unique Global Regulatory Considerations and Drug
Development Incentives in Rare Disease and Orphan
Drug Development

CHAIRPERSON

Maureen Smith

Patient Advocate / Secretary, Canadian Organization For Rare Disorders
(CORD), Canada

SPEAKER(S)
Maximizing the Advantages of US and EU Orphan Drug Designation
Incentives
Irene Pan, MSc
Senior Research Scientist, UBC: An Express Scripts Company, Canada

Global Regulatory Considerations in Rare Disease and Orphan Drug
Development: When Patients Are Waiting and Everyday Counts
Lauren Peterson Tornetta, MBA, MS

Director, Global Regulatory Affairs, Pfizer Inc

#228 TrAck 22 - ENGAGE AND EXCHANGE

Related Interest Area(s): CR
10:45-1:45am LEVEL: W FormaT: WORKSHOP
Exhibit Hall A No CE available
Increase Value of Clinical Trials Through Impactful
Branding
CHAIRPERSON

Neil Weisman
Executive Vice President and General Manager, Continuum Clinical

The content noted on this page was made available to DIA as of May 24, 2016.

Facilitators
Robert Klein
Chief Strategy Officer, Continuum Clinical

Marie Eckerd
Global Feasibility and Recruitment Partner, AstraZeneca
Pharmaceuticals LP

11:30amM-2:00PM

Luncheon in Exhibit Hall

#229 TrAck 21: PosTER PRESENTATIONS
12:00-1:45pM
Exhibit Hall A No CE Available

Professional Poster Session and Oral Presentations 1B

#230 Track 20 - INNOVATION THEATERS

Related Interest Area(s): CR, PT
12:00-12:30pM Lever: m FormaT: SESSION
Exhibit Hall B No CE available
Quintiles Innovation Theater: Transforming Patient
Recruitment Through Site and Patient Engagement

#231 TrAack 22 — ENGAGE AND EXCHANGE
Related Interest Area(s): MW, SUBS

12:00-1:00pM LEveL: @ FormaT: WORKSHOP

Exhibit Hall A No CE available

Introduction to Structured Content

CHAIRPERSON
Ann Rockley, MLIS
Chief Executive Officer, The Rockley Group Inc., Canada

12:00-1:00pm

DIA Community Meet & Eat
Exhibit Hall A

12:00-1:45pM

Innovation Row Tour
Room 104A

#232 Track 20 - INNOVATION THEATERS

Related Interest Area(s): IT
12:40-1:10pm LEveL: Format: SESSION
Exhibit Hall B No CE available

PRA Innovation Theater: Transforming EMR to EDC
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#233 TrAck 20 - INNOVATION THEATERS
Related Interest Area(s): RA
1:20-1:50pMm LEVEL: W Format: SESSION

Exhibit Hall B No CE available

Veeva Innovation Theater: The Great RIM Throwdown!
How Are You Managing Regulatory Events?

#234 Track O1A = CLiNicAL OPERATIONS
Related Interest Area(s): CR
2:00-3:15pM LEveL: FormaT: SESSION

Room 109AB CME and Nursing

TransCelerate