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Featured Speakers

All-New Sessions Include:
   Determine the Intent Behind Regulations and 

Why They’re Needed (PANEL)

   Find the Right Formula for Regulating 
Preclinical Research

   Implement a LIMS System to Enhance GLP 
Compliance (CASE STUDY)

   Build and Maintain Quality Partnerships 
Between Study Directors and Quality 
Assurance Units (QAUs) to Guarantee 
Compliance

   Explore the Requirements of the New SEND 
Initiative and How It Affects GLPs

   Develop a GLP Training Program to Improve 
Laboratory Data Compliance and Quality

   Gain Insight to Data Integrity and How to 
Benchmark Improvement

   Apply GLPs to New, Non-Animal 
Methodologies (CASE STUDY)

TOP REASONS TO ATTEND:
•  Discover the changes in technology relating to GLPs and how new machines and 

technological advancements can affect the outcomes and compliance of preclinical 
research

•  Take a dive into the areas of GLP left to practitioners’ own recognizance and hear 
techniques used by industry thought leaders

•  Review GLP compliance regulations and how they are applied in today’s preclinical 
environment

•  Examine best practices to produce quality data for the FDA and ensure preclinical success

•  Incorporate new advisories, techniques and technologies from thought leaders to improve 
preclinical quality, reproducibility and consistency 

Useful information provided by a real-life example of GLP standards being 
implemented effectively. Great application of GLPs to the industry. 
—Document Control Specialist, AERAS“

“



Dear Colleague,
Good Laboratory Practices (GLPs) are a regulated framework made to ensure the consistency, 
reliability, reproducibility, quality and integrity of chemical non-clinical safety tests. GLPs apply to 
all preclinical lab procedures and are in place to assure the FDA that all data is qualified to make 
a case for a compound. The need for an advanced summit on GLPs and industry collaboration 
has been answered by ExL Events in the form of the Good Laboratory Practice Compliance 
Summit, now in its second year. 

GLPs have been impermeable to change over the years, but the introduction of new technologies 
and management platforms into laboratories has created a need for regulatory changes. 
Additionally, the FDA’s SEND (Standard of Exchange of Non-Clinical Data) initiative has led to 
new best practices — and raised its own set of issues. SEND and related technology guidances 
have generated a lot of questions. This year’s event will address those questions by focusing on 
the technical side of GLPs, concentrating on the adaptation of new tools and systems and how 
to use them to achieve and maintain GLP compliance. 

As a comprehensive event for leaders in the preclinical, pharmaceutical and research industries, 
the 2nd Good Laboratory Practice Compliance Summit will provide a forum for delegates to 
better understand the work of peers across the industry and how they achieve success, network 
with other leaders to build partnerships in quality and compliance, and discuss the role and 
impact the FDA has in the GLP space. 

The 2nd Good Laboratory Practice Compliance Summit is where ExL Events will bring 
leaders and practitioners from all sectors of the GLP space together to foster collaboration 
and industrywide compliance and best practices. For two days, attendees will determine the 
intent behind regulations and why they’re needed, using this time to apply GLPs in a practical 
manner and examine how others are succeeding at this application, and ultimately build a better 
understanding of compliance fraud — and how to prevent it.

I look forward to welcoming you to Arlington in January of 2017!

Sincerely,

Mark Thomas
Mark Thomas
Conference Production Director
ExL Events, a Division of Questex, LLC

WHO SHOULD ATTEND:
This conference is designed for 
representatives from pharmaceutical 
companies, biotech organizations and 
laboratories with responsibilities in the 
following areas:  

• Good Laboratory Practice (GLP)

• Scientific Leadership

• Regulatory Affairs/Compliance

• Audits

• Preclinical Development

• Government Oversight

• Laboratory Management

• Product Development

•  Quality Assurance/Management/
Control

• Research/Development

• Research Labs

• Lab Safety

• Risk Management

• Business Development

This conference is also of interest to:

• SEND Technology Providers

• LIM System Service Providers

• GLP Consultants

• Compliance Services

• CROs/CMOs

• Preclinical Lab Services

• Regulatory Consultants

.

VENUE
Hilton Crystal City at Reagan National Airport 
Arlington, Virginia

If you require overnight accommodations please 
contact the hotel. ExL Events has reserved a block of 
rooms at a group rate. To make reservations, please 
call 1-800-695-7551 and request the group rate for ExL’s 
January Meetings. The group rate is available until 
January 5, 2017. 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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Day Two Friday, January 27, 2017
8:00 Continental Breakfast

9:00 Chairperson’s Recap of Day One

Implement New Techniques 

9:15 CASE STUDY: Implement a LIMS System to Enhance GLP 
Compliance
• Capitalize on the benefits of a laboratory information

management system and use it to improve compliance
• Guarantee the proper preparation for a successful LIMS 

implementation and examine how Sloan Kettering prepared their
organization

• Avoid and reduce LIMS implementation mistakes in order to drive
success and balance expenditures

Veron Browne, Ph.D., Preclinical Development Scientist - GLP 
Program Manager, MEMORIAL SLOAN KETTERING CANCER 
CENTER

10:15 Networking Break

10:45 CASE STUDY: Apply GLPs to New, Non-Animal 
Methodologies
• Examine the use and regulatory acceptance of in vitro test

methods and the increased need to apply GLP regulations to
these systems

• Discover the scientific advancements in recent years that have
moved the test methods used in non-clinical laboratory research
beyond the historical use of animals as the test systems to more
human-relevant models

• Explore the new regulatory initiatives like Toxicology in the 21st
Century (Tox21) and recent updates to the EPA’s Toxic Substances
Control Act (TSCA) and OECD guidance documents

• Understand how the Institute for In Vitro Sciences performs these
newer test methods within a GLP/regulatory context in non-animal
testing

• Navigate the unique aspects of applying GLPs to non-animal test
methods

Amanda Ulrey, Director, Quality and Compliance, INSTITUTE FOR IN 
VITRO SCIENCES
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Day One Thursday, January 26, 2017
8:00 Registration and Continental Breakfast

9:00 Chairperson’s Opening Remarks

Review GLP and the Industry 

9:15 PANEL: Determine the Intent Behind Regulations and 
Why They’re Needed
• Review current regulations and any new guidances from

regulatory agencies to bring issues or grievances to light
• Interpret the meaning of the regulations and why they’re pivotal to

the success of GLP compliance
• Discuss how the industry will move forward to capitalize on

regulations and the quality they usher and nurture
Panelists:
Anna-Maria Escherich, Research Regulations Specialist, THE 
UNIVERSITY OF TEXAS MD ANDERSON CANCER CENTER, 
MICHALE E. KEELING CENTER FOR COMPARATIVE MEDICINE 
AND RESEARCH
Timothy R. Olin, Associate Director, GLP Quality Assurance and 
Compliance, IONIS PHARMACEUTICALS

10:15 Build and Maintain Quality Partnerships Between 
Study Directors and Quality Assurance Units (QAUs) to 
Guarantee Compliance
• Define the role of the Study Director as the single point of control

of the study while the QAU is separate and independent of the
personnel engaged in the direction and conduct of a GLP study

• Compare the responsibilities of the Study Director and QAU to
outline inherent differences — and learn how to work through
conflicting points of view and contradicting interpretations

• Study GLP regulations that were established to ensure both
compliance and scientific validity, which are ultimately inextricable

• Maintain an effective partnership between the Study Director and
QAU

Reginald Santos, Associate Manager, Quality, EDWARDS LIFE 
SCIENCES

11:15 Networking Break

11:45 Find the Right Formula for Regulating Preclinical 
Research
• Harness the regulatory bodies to improve and support preclinical

research, using them as a resource
• Delve into the necessities of regulation while challenging the

current status quo

• Build a partnership to find solutions with regulatory bodies while
maintaining a level of quality and oversight

Thomas Schaer, B.S., VMD, Director, Preclinical Research Services in 
GLP, UNIVERSITY OF PENNSYLVANIA 

12:45 Luncheon

Achieve GLP Compliance

1:45 CASE STUDY: Refine Best Practices to Ensure Success 
in Preclinical Development
• Drive best practices to improve preclinical development and

success
• Investigate processes organizations use and what makes their

best practices work in the space
• Identify the benefits of best practices and how to apply them to

future studies
Sandy Hancock, M.S., RQAP-GLP, Scientist, Laboratory for 
Neurotoxicity Studies Phase II, VIRGINIA TECH 

2:45 Networking Break

3:15 Gain Insight to Data Integrity and How to Benchmark 
Improvement
• Review the current regulatory documents concerning data

integrity and governance to disclose the changes
• Discuss the top-down and bottom-up approaches to data integrity
• Internalize on-hand techniques to aid in incorporating new

approaches to data integrity
• Prepare for vendor audits and understand what is expected
Irma Annecharico, M.S., RQAP-GLP, Manager, Quality Assurance, 
ALKERMES

4:15 Develop a GLP Training Program to Improve Laboratory 
Data Compliance and Quality
• Build a program that provides best practices while allowing input

and innovation from all stakeholders
• Target problem areas in your organization that cause GLP non-

compliance and focus resources on correcting their issues
• Utilize the training program to promote and improve compliance in

laboratory data and ensure clinical success
Willis H. Thomas, Ph.D., PMP, CPT, Director, Training and 
Development, AKORN PHARMACEUTICALS 

5:15 Day One Concludes
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Registration Information

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 C854 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.

.

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.

Registration Fees for Attending ExL’s 2nd Good Laboratory Practice 
Compliance Summit:
EARLY BIRD PRICING — Register by Friday, December 9, 2016

Conference:                                      $1,695

STANDARD PRICING — Register after December 9, 2016

Conference:                                      $1,895

ONSITE PRICING

Conference:                                      $2,095

Group Discount Program
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   
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 of every registration.

Media Partners:

Day Two Friday, January 27, 2017
11:45 CASE STUDY: Use LIMS Systems to Remain Compliant

• Manage studies and data to ensure accuracy and compliance
• Discuss data analytics provided by LIMS systems and how to

harness the analytics to improve quality
• Utilize LIMS to prevent compliance fraud and reduce risk in

preclinical studies

12:45 Luncheon

Apply Technologies to Enhance GLP Compliance

1:45  Explore the Requirements of the New SEND Initiative and 
How It Affects GLPs
• Review the requirements of the initiative and the changes it will

usher into the GLP space
• Craft a strategy to ensure SEND readiness in the organization and

at the laboratory level
• Adopt and modify the correct processes to ensure compliance,

data quality and preclinical success
Bonnie Pappacena, Vice President, Quality, G&W LABORATORIES 

2:45 Networking Break

3:15  Use End-to-End Electronic Capture to Ensure 
Compliance and Laboratory Success
• Understand the laboratory’s evolution into a paperless world and

its progression into electronic-based operations
• Delve into Janssen’s employment of an end-to-end electronic

capture of all laboratory operations from sample receipt through
to bioanalytical result reporting

• Assess cross-functional efforts to implement validated global
systems and their significant role in the procurement and
validation of laboratory-based systems

• Analyze the process that Janssen uses to effectively process,
store and report on samples and results in validated electronic
systems in a secure and compliant manner

Edward Eirikis, Computer Validation and Compliance Manager, 
JANSSEN

4:15 Chairperson’s Closing Remarks

4:30 Conference Concludes
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q YES! Register me for this conference!

Name: _______________________________________________________

Title: ________________________________________________________

Company: ___________________________________________________

Dept.: _______________________________________________________

Address: ____________________________________________________

City: ______________________________ State: _____ Zip: __________

Email: _______________________________________________________

Phone: ______________________________________________________

Fax: _________________________________________________________

Method of Payment: q Check    q Credit Card

Make checks payable to ExL Events.

Card Type: q MasterCard  q Visa  q Discover  q AMEX

Card Number: ________________________________________________________

Exp. Date: ____________________________________________ CVV: _________

Name on Card: ______________________________________________________

Signature: ___________________________________________________________

Please contact me:

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: C854
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