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•  Anticipate and eliminate protocol errors and flaws to preserve the
trial without damaging the integrity of the study

•  Implement standardized processes in order to streamline precise
datasets to monitor patients for safety assessments

•  Measure the toxicity, accurately recommend a defined dose and
move toward the next phase of the clinical trial in a cost-effective,
timely manner

•  Create a more thoughtful method to manage the quality of early
stage development

•  Recognize new FDA guidelines for sponsor organizations to follow
given the risk for human volunteers

      TOP REASONS TO ATTEND

SUMMIT

October 11-12, 2018
Sonesta Hotel Philadelphia / Philadelphia, PA

Develop a Successful Relationship Between Sponsor and 
CRO that Satisfies the Interest of All Parties Involved 
•  Discuss the specific goals set forth and the outcomes

achieved during the duration of the early stages of
development

•  Recognize lessons learned to innovate and adapt during
new acquisitions

•  Explore challenges when aligning quality and consistency

http://exlevents.com/clinical-trials-phase-i-phase-iia-summit/
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Dear Colleague,

Setting the foundation of a clinical trial in order to bring a quality product to market can 
be dependent on what happens during the first two phases of the trial. When dealing with 
early phase development, it is essential to implement standardized processes in order to 
streamline precise datasets to monitor patients for safety assessments. By integrating 
and analyzing data, sponsor organizations have the opportunity to better measure the 
toxicity, accurately recommend a defined dose and move toward the next phase of the 
clinical trial in a cost-effective, timely manner.

There is no “cookie-cutter” approach and it is imperative to advance within the industry 
to create a more thoughtful method to manage the quality of early stage development. 
Technology has evolved to effectively advance the risk management process to increase 
efficiency and focus on other relevant activities. It is equally as important to anticipate and 
eliminate protocol errors and flaws to preserve the trial without damaging the integrity of 
the study.

At the 5th Clinical Trial Phase I & IIA Summit you will have the opportunity to gain key 
insights to evaluate necessary strategies to ensure early-stage clinical trials are executed 
on time and within budget while exploring how to leverage innovative approaches to 
manage clinical trials

I look forward to welcoming you to Philadelphia this fall!

Sincerely,

Michael Martinez
Michael Martinez  |  Conference Production Director
ExL Events, a Division of Questex, LLC

VENUE INFORMATION
Sonesta Hotel Philadelphia 
1800 Market St / Philadelphia, PA 19103

To make reservations, please call 888-627-7115 and request the negotiated rate for ExL’s October Meeting.  
The group rate is available until September 18, 2018.  Please book your room early, as rooms available at 
this rate are limited.  
*ExL Events is not affiliated with Exhibition Housing Management (EHM)/Exhibitors Housing Services (EHS) or any third-
party booking agencies, housing bureaus or travel companies.  ExL Events is affiliated with event company Questex, 
LLC. In the event that an outside party contacts you for any type of hotel or travel arrangements, please disregard these 
solicitations and kindly email us at info@exlevents.com.  ExL has not authorized these companies to contact you and we
do not verify the legitimacy of the services or rates offered.  Please book your guest rooms through ExL’s reserved guest
room block using the details provided.
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WHO SHOULD ATTEND
This conference is designed for 
representatives from pharmaceutical 
and biotechnology companies with 
responsibilities in the following areas:

•  Clinical Research / Operations /
Optimization / Outsourcing / Affairs

•  Early Phase Research / Development
•  Pharmacology / Pharmacokinetics /

Pharmacodynamics
•  Pharmacovigilance
•  Translational Science / Medicine
•  Biostatistics / Biometrics
•  Pharmacometrics
•  Clinical Informatics
•  Clinical Data Management / Statistics
•  Protocol / Feasibility Development
•  Clinical Innovation
•  Regulatory Affairs / Compliance
•  Medical Research / Affairs
•  Patient Recruitment / Engagement
•  Compound Development
•  Chief Science Officer / Senior Scientists
•  Biologics
•  Trial Design Management
•  Drug Safety
•  Formulation
•  Product Development
•  Clinical Investigator
•  Clinical Site Coordinators (CRCs) /

Monitors (CRAs)

This conference is also of interest to:
•  Clinical Research Organizations
•  Clinical / Quality Risk Consultants
•  Medical Informatics
•  Patient Engagement and Retention

Services
•  Clinical Technology and Data

Management Solution Providers
•  Functional Service Providers

SPONSORSHIP AND EXHIBITION OPPORTUNITIES
Do you want to spread the word about your organization’s solutions and services to potential clients who will be attending 
this event?  Take advantage of the opportunity to exhibit, underwrite an educational session, host a networking event or 
distribute promotional items to attendees.  ExL Events will work closely with you to customize a package that will suit all 
of your needs.  

mailto:info%40exlevents.com?subject=
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8:00 Registration and Continental Breakfast

9:00 Chairperson’s Opening Remarks
Jaclyn Patterson, Senior Director, Early Development, Clinical 
Trial Management, REGENERON

9:15 Discuss Techniques for Organizing Time and 
Events Schedules for Ease of Layout and 
Understanding
• Keep a clear “line of sight” to minimize the number of study

assessments and to align objectives to endpoints of study
procedures

• Add flexibility to a study protocol by use of adaptive design
to prevent controllable amendments

• Learn checks and balances that promote the quality of a
protocol or amendment

Rosemarie Pincus, Senior Protocol Writer, 
JOHNSON AND JOHNSON

10:00 Identify, Prepare for, and Recruit Special 
Populations
• New FDA guidelines, changing early-phase studies in special

populations
• Improve community outreach and involvement in special

population studies
• Implement best practices for proof-of-concept studies to

satisfy sponsor needs and FDA regulations

Presented by High Point Clinical Trials Center 

10:45 Networking Break

11:15 Assess Specific Strategies in Order to Increase 
Communication Between Sponsor and 
Investigator 
• Understand the risks surrounding data quality
• Increase communication in order to ensure each trial will

not be delayed due to protocol errors
• Establish successful methods during recruitment that will

improve the quality and efficiency of clinical trials

Jeff Kingsley, CEO, IACT HEALTH 

12:00 CASE STUDY: What led to exponential 
developments in translational science and in all 
phases of clinical development?
• Discover the new EMA guidelines on FIH studies
• Gain access to the guide and integration using an adaptive

design, modeling and simulation tools
• Improve your clinical trial by advancing safety, precision and

efficiency processes

Presented by Q-Pharm

12:45 Luncheon

1:45 Bayesian Adaptive Design for the Treatment of 
Alzheimer’s Disease: Application to Early Stage 
Development 
• Assess the probability of success when implementing this

novel design
• Mitigate risk and apply several interim analysis in a Phase II

proof-of-concept study
• Discuss challenges and opportunities when using the

Bayesian Adaptive Design

Chad Swanson, Director, Clinical Neuroscience, EISAI

2:30 Develop a New Chemical Entity Using Phase I 
cGMP Manufacturing
• Lower the cost of drug manufacturing to vastly reduce your

overall expenditures
• Progress through your trial timeline more quickly and

efficiently to eliminate frustration during your first-in-human
studies

• Yield benefits in quality, safety, and cost when using a
cGMP pharmacy for drug development

Presented by Covance

3:15 Networking Break

3:45 Dealing with Uncertainty in First-in-Human and 
Early Clinical Trials
• Identify lessons learned and to be learned
• Recognize and manage risks – often in the setting of limited

preclinical data
• Assess risk management development between early and

late stages

Howard Uderman, M.D., Senior Medical Director Clinical 
Development and Outcomes Research, NOVO NORDISK INC.

4:30 CASE STUDY: Consider an Uncommon Method to 
Further Advance the Implementation of Standards 
During Design and Analysis
• Utilize the advancement of technology to your benefit when

collecting data
• Deliver key insights when implementing an ontological

approach when simplifying the data collection process
• Navigate through early-phase development difficulties by

applying device data to machine learning

Farhan Hameed, Director, Clinical Informatics Lead, Digital 
Medicine and Pfizer Innovation Research (PfIRe) Lab, Early 
Clinical Development, World Wide Research & Development, 
PFIZER

5:15 End of Day One

Day One / Thursday, October 11, 2018
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Testimonials

“Very rich knowledge sharing amongst audience and panelists.”
—Director, BRISTOL-MYERS SQUIBB

“Exceeded my expectations through networking, quality sessions, and applicability to current work.”
—Executive Director, WINDTREE THERAPEUTICS

8:00 Continental Breakfast

9:00 Chairperson’s Recap of Day One
Jaclyn Patterson, Senior Director, Early Development, Clinical 
Trial Management, REGENERON

9:15 Develop a Successful Relationship Between 
Sponsor and CRO that Satisfies the Interest of All 
Parties Involved 
• Discuss the specific goals set forth and the outcomes

achieved during the duration of the early stages of
development

• Recognize lessons learned to innovate and adapt during
new acquisitions

• Explore challenges when aligning quality and consistency

Jaclyn Patterson, Senior Director, Early Development, Clinical 
Trial Management, REGENERON

10:00 Identify Recruitment Challenges with Special 
Populations 
• Recognize the role inclusion and exclusion has when

recruiting special populations 
• Discuss strategic methods to successfully navigate through

the challenges with populations to reduce safety concerns
• Use an adaptive approach when noticing irregularities in the

lab with special populations

William B. Smith, M.D., FACC, President, NEW ORLEANS 
CENTER FOR CLINICAL RESEARCH 

10:45 Networking Break

11:15 Get the Insights You Need to Confidently Navigate 
Unexpected Issues in Early-Phase Trials — From 
Study Start to Close-Out
• Understanding regulatory changes and how to adjust your

study design
• Avoiding common mistakes in protocol design for ECG

collection
• Implementing practical solutions to ECG data collection

challenges in Phase 1 Oncology studies
• Getting the most out of your Phase 1 study for ECG

endpoints and potential TQT waivers

Presented by: Brian Smith, VP, Operations, ERT

12:15 Luncheon

1:15 Investigate the Biomarker Disparities and 
Applications in Early Stage Clinical Development
• Recognize the different varieties of biomarkers to provide a

dynamic and powerful approach to the study
• Justify the benefits of applying biomarkers during early

stage development
• Strategically utilize biomarkers to reduce cost and ensure

timelines

Ramon Mohanlal, Chief Medical Officer, BEYONDSPRING 
PHARMACEUTICALS

2:00 PANEL: Evaluate Different Methods to Improve 
Safety and Efficacy while Diminishing Risk 
• Expand safety research in order to effectively balance risk in

human studies
• Recognize alternative dosing methods to ensure safety in

human subjects
• Organize specific expectations between sponsor and CRO

to yield cost savings and achieve deadlines

Pranab Mitra, Associate Principal Scientist, MERCK 
Sudeesh K. Tantry, Ph.D., Vice President, Clinical 
Development, GLENMARK PHARMACEUTICALS 

2:45 Summit Closing Remarks
Jaclyn Patterson, Senior Director, Early Development, Clinical 
Trial Management, REGENERON

Day Two / Friday, October 12, 2018
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Registration
TERMS AND CONDITIONS: By registering for an ExL Events (“ExL”) event, 
you agree to the following set of terms and conditions listed below:
REGISTRATION FEE: The fee includes the conference‚ all program 
materials‚ and designated continental breakfasts‚ lunches and 
refreshments.
PAYMENT: Make checks payable to ExL Events and write C1047 on your 
check. You may also use Visa, MasterCard, Discover or American Express. 
Payments must be received in full by the conference date. Any discount 
applied cannot be combined with any other offer and must be paid in full 
at the time of order. Parties must be employed by the same organization 
and register simultaneously to realize group discount pricing options.
**Please Note: There will be an administrative charge of $300 to 
substitute, exchange and/or replace attendance badges with a colleague 
within five business days of any ExL conference.**
CANCELLATION AND REFUND POLICY: If you cancel your registration 
for an upcoming ExL event, the following policies apply, derived from the 
Start Date of the event:
•   Four weeks or more: A full refund (minus a $295 processing fee) or 
a voucher to another ExL event valid for 12 months from the voucher 
issue date.
•   Less than four weeks: A voucher to another ExL event valid for 
12 months from the voucher issue date.
•  Five days or less: A voucher (minus a $395 processing and documentation 
fee) to another ExL event valid for 12 months from the voucher issue 
date.
To receive a refund or voucher, please email cancel@exlevents.com or fax 
your request
CREDIT VOUCHERS: Credit vouchers are valid for 12 months from date 
of issue. Credit vouchers are valid toward one (1) ExL event of equal or 
lesser value. If the full amount of said voucher is not used at time of 
registration, any remaining balance is not applicable now or in the future. 
Once a credit voucher has been applied toward a future event, changes 
cannot be made. In the event of cancellation on the attendees’ behalf, the 
credit voucher will no longer be valid.
ExL Events does not and is not obligated to provide a credit voucher to 
registered attendee(s) who do not attend the event they registered for 
unless written notice of intent to cancel is received and confirmed prior to 
the commencement of the event.
SUBSTITUTION CHARGES: There will be an administrative charge of $300 
to substitute, exchange and/or replace attendee badges with a colleague 
occurring within five business days of the conference. 
ExL Events reserves the right to cancel any conference it deems necessary 
and will not be responsible for airfare‚ hotel or any other expenses 
incurred by registrants.
ExL Events’ liability is limited to the conference registration fee in the 
event of a cancellation and does not include changes in program 
date‚ content‚ speakers and/or venue. 

*The opinions of ExL’s conference speakers do not necessarily reflect 
those of the companies they represent, nor ExL Events.
Please Note: Speakers and agenda are subject to change without notice. 
In the event of a speaker cancellation, significant effort to find a suitable 
replacement will be made. The content in ExL slide presentations, 
including news, data, advertisements and other information, is provided 
by ExL’s designated speakers and is designed for informational purposes 
for its attendees. It is NOT INTENDED for purposes of copywriting or 
redistribution to other outlets without the express written permission of 
ExL’s designated speaking parties. Neither ExL nor its content providers 
and/or speakers and attendees shall be liable for any errors, inaccuracies 
or delays in content, or for any actions taken in reliance thereon. EXL 
EVENTS EXPRESSLY DISCLAIMS ALL WARRANTIES, EXPRESSED OR 
IMPLIED, AS TO THE ACCURACY OF ANY CONTENT PROVIDED, OR AS TO 
THE FITNESS OF THE INFORMATION FOR ANY PURPOSE. Although ExL 
makes reasonable efforts to obtain reliable content from third parties, 
ExL does not guarantee the accuracy of, or endorse the views or opinions 
given by any third-party content provider. ExL presentations may point 
to other websites that may be of interest to you, however ExL does not 
endorse or take responsibility for the content on such other sites.

Ways to Register

PMA Conference Management, POB 2303 Falls Church VA 22042

201-871-0474

253 663 7224 CLICK HERE

rregister@pmaconference.com

Registration Fees for Attending ExL’s 5th Clinical 
Trials Phase I & IIA Summit
EARLY BIRD PRICING—Register by Friday, 9/7/2018 $1,895 

STANDARD PRICING—Register After Friday, 9/7/2018 $2,095

ONSITE PRICING $2,195

Questions? Comments? 
Do you have a question or comment that you would 
like  addressed at this event? Would you like to get  
involved as a speaker or discussion leader? 
 

Group Discount Program

Save 25% per person when registering four 
For every three simultaneous registrations from your company, 
you will receive a fourth complimentary registration to the 
program (must register four at one time). This is a savings of 
25% per person. 

Save 15% per person when registering three 
Can only send three? You can still save 15% off every 
registration. 

Offers may not be combined. Early bird rates do not apply. To 
find out more about how you can take advantage of these 
group discounts, please call 201-871-0474.

Media Partners

Save 
25%

Save 
15%

mailto:register@pmaconference.com
http://events.constantcontact.com/register/event?llr=7esc4ioab&oeidk=a07eflxqdwwb14163b9


Rosemarie Pincus
Senior Protocol Writer
JOHNSON AND JOHNSON

Ramon Mohanlal, 
Chief Medical Officer, 
BEYONDSPRING 
PHARMACEUTICALS

Sudeesh K. Tantry, Ph.D.
Vice President, Clinical Development
GLENMARK PHARMACEUTICALS

Farhan Hameed,
Director, Clinical Informatics Lead, Digital 
Medicine and Innovation Research 
(PfIRe) Lab, Early Clinical Development, 
World Wide Research & Development, 
PFIZER

Jeff Kingsley
CEO
IACT HEALTH

Chad Swanson
Director, Clinical Neuroscience
EISAI

William B. Smith, M.D., FACC,
President, 
NEW ORLEANS CENTER FOR 
CLINICAL RESEARCH

FEATURED SPEAKERS

q  I’m interested in marketing opportunities at this event. 

q  I wish to receive email updates on ExL Pharma’s upcoming events. 

CONFERENCE CODE: C1067/790618

Ways to Register

PMA Conference Management, POB 2303 Falls Church VA 22042

201-871-0474

253-663-7224 Click Here

register@pmaconference.com
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Streamline Processes to Ensure Safety, Measure Toxicity and  
Accurately Recommend a Defined Dose While Efficiently Retrieving Data to Access the Right Patients

SUMMIT

October 11-12, 2018
Sonesta Hotel Philadelphia / Philadelphia, PA

To register, call 201-871-0474

Name: ___________________________________________ Title: ___________________________ 

Company: _______________________________________ Dept.: ___________________________ 

Address: __________________________________________________________________________ 

City: ______________________________________________________ State: ____ Zip: _________ 

Email: ____________________________________________________________________________ 

Phone: ____________________________________ Fax: ___________________________________

Method of Payment: 
q Check  q Credit Card

Make checks payable to PMA Conference Management. 

Card Type: 

q MasterCard  q Visa  q Discover  q AMEX

Card Number: _____________________________________________________________________ 

Exp. Date: ________________________________________________________ CVV: ___________ 

Name on Card: ____________________________________________________________________ 

Signature: _________________________________________________________________________

q YES! Register me for this conference!

Please contact me:

mailto:register@pmaconference.com
http://events.constantcontact.com/register/event?llr=7esc4ioab&oeidk=a07eflxqdwwb14163b9



