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Many companies fit the description of virtual to small pharmaceutical companies; however, many people 
do not understand the challenges that the few people working in them face. It is a source of pride for 
executives in many virtual and small companies to say, “Each one of my people can do the job of five 
people in a large pharmaceutical company.” While this may be true, it does not seem fair to the small 
company employee who works hard to achieve the corporate goal of getting a product to market. 
Oftentimes, the greatest issues faced by the small or virtual company is the unknown, most easily 
summarized by the questions: “What am I supposed to do next?” and “Who can I ask?”

This conference is intended to share insights and processes to help your company answer those 
questions and many more. It is designed to help you get your product to market quicker, cheaper, and 
more efficiently. The agenda was assembled by experts in the field who have been both successful and 
unsuccessful in their efforts to bring a small company’s product to market, many times needing the lack of 
success to teach them what it takes to be successful. Their questions and concerns will ring true with you, 
as well. In fact, the lessons learned by those who were unsuccessful (the first time around) may ring more 
true to your company than the stories of success. For example:

•  Does the company really understand the problems it faces when it enthusiastically undertakes a drug 
product development program? 

•  What is the most efficient path forward for product development, and who can I trust to give me the 
right answers?

• What are the real challenges and responsibilities a company assumes when developing a drug product?
• Does the company have a clear regulatory pathway to follow, or has this been neglected?

About the Conference

•  CEOs, CSOs, and leaders of Development, 
Quality, and Regulatory will greatly benefit from 
the information and the exposure to the topics 
and people featured at the conference

•  Business Development professionals will hear 
about and discuss the important concerns facing 
them as they look to partner with large Pharma 
companies eager to find partners.

•  Members of the development teams and project 
managers will find the information to be both 
critical and foundational for their teams.

•  To receive insights and processes to help your 
company answer questions like, “What is the next 
step?”

•  To gain a better understanding of how to get your 
product to market quicker, cheaper, and more 
efficiently

•  To enable you to appropriately represent your 
company in GMP matters

Who Should Attend? Why Attend?



About the Speakers

Gary Bird, PhD – Dr. Bird is currently Senior Vice President, Quality Oversight, Veru, Inc. Formerly, he was President, PharmaConsult-
US, LLC, and Managing Partner, PharmaConsult Global, Ltd., an international cooperative supplying GXP quality consulting services. He 
served as Director of Corporate Quality for GTx, Inc. (Memphis, TN, USA) from 2003 until 2013 and was responsible for confirming all 
non-clinical (GLP), manufacturing (GMP), and clinical trial (GCP) related activities were conducted in compliance with appropriate laws and 
regulations. He has held previous positions with Eli Lilly and the FDA where he represented both PhRMA and the FDA in the International 
Conference on Harmonization negotiations on four (4) different agreed guidances.

David L. Chesney, BS, MSJ – Mr. Chesney is the Principal and General Manager for DL Chesney Consulting, LLC. He was 
formerly the Vice President, Strategic Compliance Services for PAREXEL Consulting. Prior to joining PAREXEL Consulting (then known as 
KMI) in 1995, he served 23 years with the FDA. Between 1972 and 1988, Mr. Chesney advanced from Investigator to Supervisory Investigator 
and Director, Investigations Branch, working in the Boston, Seattle and Philadelphia District Offices. In 1991, he was appointed the District 
Director, FDA San Francisco District Office, where he served until joining PAREXEL. In his time with PAREXEL, Mr. Chesney provided 
compliance consulting and training services to clients worldwide.

To receive emails on our upcoming programs, add reception@pharmaconference.com to your address book.

David Burns, RPh – Mr. Burns has over 30 years’ experience in the pharmaceutical industry. He is an industry professional with 
an extensive background in specialty pharmaceutical companies and contract development organizations. He has held roles in technical 
services, formulation development, manufacturing management and technology transfer at virtual and small pharma companies, and 
business development for CDMOs. Mr. Burns is an expert in commercial development and scale-up and is also a registered pharmacist. He 
has a degree in Pharmacy from Purdue University.

Ronald C. Branning, BBA – Throughout his more than 50 year career in the Pharmaceutical Industry, Mr. Branning has been 
focused on the development of processes necessary for the establishment of quality systems to support regulatory approval of new 
products as well as the monitoring and control of approved commercial drugs, devices, biologics, biotechnology and dermatological 
products. His last four industry positions were Genentech (SVP Global Quality), Gilead (SVP Corporate Quality and Compliance Officer), 
Genzyme (SVP Quality, Chief Quality Officer) and SVP Quality (Dermira). Mr. Branning has a successful track record of developing and 
implementing quality systems for relatively small start up organizations as well as large multinational “Big Pharma” companies, which result 
in product advancements/approvals. 

K. Gary Barnette, PhD – Dr. Barnette is the Chief Scientific Officer of Veru. Prior to joining Veru, Dr. Barnette was Senior Vice 
President of Scientific and Regulatory Affairs at Camargo Pharmaceutical Services, LLC from 2012 to August 2018 and had responsibility 
of the oversight and development of scientific and regulatory drug development strategies across virtually all therapeutic areas, including 
urology, reproductive, oncology, cardiovascular, and analgesics/anesthetics. From 2000 to 2012, Dr. Barnette served in various positions 
at GTx, Inc. including Vice President, Clinical Development Strategy with responsibilities in regulatory, clinical, and clinical pharmacology 
in the development of drug products in urology (men’s health) and cancer supportive care. Prior to that, Dr. Barnette was a Clinical 
Pharmacology and Biopharmaceutics Reviewer at the US FDA, receiving numerous awards for review, mentoring, and serving on various 
FDA guidance development groups and FDA initiative task forces. 

Judith Cohen, BSc, FACS – Ms. Cohen joined LLS Health in 2013 as Associate Director, Quality Assurance. Prior to joining LLS 
Health, she held leadership roles for over 22 years at Johnson & Johnson within the Pharmaceutical and Medical Device Sectors. She has 
extensive experience developing and implementing quality systems to support the manufacture and analytical characterization of clinical 
trial materials and commercial product. She has held senior management roles throughout her career in Quality Systems, manufacture 
of Active Pharmaceutical Ingredients and excipients to support clinical/commercial manufacturing, the development/validation of novel 
analytical methods, and the development of medical devices including knowledge of regulatory compliance and the design control 
process.
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Peter D. Smith, BS – Mr. Smith, Principal, Smith GMP Consulting, began an independent consulting company upon retiring from 
PAREXEL in April 2018 after 23+ years. He continues to work with clients in the pharmaceutical and biologics industry worldwide. Mr. Smith 
joined PAREXEL (then KMI) in 1994 following a 22-year FDA career. He held various positions with PAREXEL, with his final position as Vice-
President Technical in the Strategic Compliance group. At the FDA, Mr. Smith worked as an Investigator, specializing in pharmaceutical 
GMP/GCP and medical device inspections in the field and at headquarters, and later served as Associate Director, International and 
Technical Operations Branch, Division of Field Investigations at FDA headquarters in Rockville, MD, where he managed the Foreign 
Inspection Program. During his FDA career, he conducted inspections of pharmaceutical plants in the U.S., Europe, Asia, South America, 
and Australia. He is a highly experienced public speaker and trainer in GMP and FDA inspection readiness topics.

Jun Zhao, PhD – Dr. Zhao is Senior Vice President, Quality at TG Therapeutics, Inc., where he leads the quality organization and is 
responsible for ensuring that all GxP related activities are in compliance with global regulations. He has 20 years’ experience in Quality, 
Regulatory Compliance and CMC for both small molecules and biologics. Throughout his career, Dr. Zhao has held various leadership 
positions at pharmaceutical and biotech organizations, including Procter & Gamble Pharmaceuticals, MGI Pharma, Eisai Inc. and NewLink 
Genetics.

Kenneth V. Phelps, BS – Mr. Phelps, President and Founder of Camargo Pharmaceutical Services, has more than three decades of 
industry experience. Camargo partners with companies worldwide and has led the largest percentage of 505(b)(2) submissions of any team 
submitting to the FDA. Mr. Phelps’ diverse background in drug development includes executive-level assignments in the areas of quality 
control, project management and regulatory, clinical and medical affairs.

Leigh Anne Myers, BA – Ms. Myers is the Principal and Owner of Myers Quality Consulting, LLC and works primarily as a Good 
Clinical Practice (GCP) consultant. She is a former FDA Investigator with 14 years of experience working in the Bioresearch Monitoring 
(BIMO) Program and Biologics. She has conducted clinical investigator site and vendor inspections/audits worldwide with a total of 30 
years’ experience in Quality. 

Kyle Kalbarczyk, PhD – Dr. Kalbarzcyk is the Director of Process Development and Manufacturing at Olon Ricerca Bioscience. He 
received his PhD in Organic Chemistry from SUNY Buffalo and has over 12 years of experience in the CDMO/CRO Drug Substance industry. 
He has been involved as a process chemist, engineer, and project and operations manager for ~100 APIs and has been essential in bringing 
several APIs from early phase to commercial for small and large pharmaceutical companies.

Douglas B. Farquhar, BA, JD – Mr. Farquhar is Director, Hyman, Phelps & McNamara, P.C., the most prominent U.S. firm for 
medical device and pharmaceutical product regulation and enforcement. He has more than 30 years of experience as a prosecutor and 
defense and regulatory attorney. Since 1997, when he joined the firm, he has advised pharmaceutical and medical device manufacturers 
and wholesalers, compounding pharmacies, and individuals on a wide range of enforcement activities. Mr. Farquhar has a broad-based 
understanding of the investigatory process, having negotiated settlements and resolutions for both industry and government. He also 
advises companies and individuals on adverse findings after FDA and other regulatory agency inspections. He was an assistant U.S. 
Attorney in the District of Maryland from 1990 to 1997.



Monday, March 30, 2020
The Regulatory Side of the Business
Moderator – David Chesney

7:30 – 8:30 Registration and Continental Breakfast* 
8:30 – 8:40 Convene Conference and Welcome* David Chesney, Moderator

8:40 – 9:20 Keynote Address: The Messages FDA Wants To be determined
 Small Companies to Understand

9:20 – 10:00 Keynote Address: IND Enabling: What It Really Means K. Gary Barnette, PhD
 (Getting Your Product to the Clinic at Break-Neck Speed)

10:00 – 10:15 Break*
 
10:15 – 10:45 Uncommon Regulatory Pathways for Product Approval Ken Phelps

10:45 – 11:15 FDA Inspections of Virtual Companies: Reasons, David Chesney
 Risks and Probabilities

11:15 – 11:45 The FDA Procedures for Auditing Sponsors and Leigh Anne Myers
 Clinical Trial Sites: What You Need to Know

11:45 – 12:10 Question and Answer Session Morning Speakers

12:10 – 1:20 Lunch*

1:20 – 1:50 Legal Challenges for Virtual and Small Companies  Douglas Farquhar

1:50 – 2:20 Open Forum Discussion: How Do We Overcome the Gary Bird, PhD
 Inherent Challenges Facing a Small or Virtual Company?

2:30 – 3:45 Workshop Sessions: 
 1)  The FDA Procedures for Auditing Sponsors and Clinical Trial Sites: David Chesney
     What You Need to Know in Much More Depth Leigh Anne Myers

 2) Mechanisms for “Speed to Market” that Virtual and Ken Phelps
     Small Companies Can Use: (505)(b)2, NDAs, ANDAs,
     Orphan Drugs, Fast Track, Combination Drug Products, etc.
      Traditional small molecule drug development via the 505(b)1 NDA
     route is expensive, high risk and takes many years. We will explore
     other pathways that are shorter, cheaper and take a lot less time
     to market.

 3) Interacting with FDA to Resolve Technical and K. Gary Barnette, PhD
     Regulatory Issues – A “How-To” FDA, CDER – invited

3:45 – 4:00 Break*
 
4:00 – 5:15 Previous Sessions Repeat
 
5:45 – 7:00 Evening Networking Event*

Agenda
The following agenda and speakers for this conference continue to be confirmed and enhanced. Please check back for updates.

To receive emails on our upcoming programs, add reception@pharmaconference.com to your address book.



Tuesday, March 31, 2020
The Development and Production Side of the Business with a Focus on Quality
Moderator – Gary Bird, PhD

7:30 – 8:30 Continental Breakfast*

8:30 – 8:40 Welcome* Gary Bird, PhD

8:40 – 9:20 How to Establish a Rational QMS Structure for a Virtual Company David Chesney

9:20 – 10:00 The Most Critical Relationship: Role of the Sponsor in a Judith Cohen
 Contracted Relationship

10:00 – 10:30 What Big Pharma Looks for in Partner Companies Ronald Branning

10:30 – 10:45 Break*
 
10:45 – 11:15 Quality by Design: What Does It Really Mean in a David Burns, RPh
 CDMO Relationship?

11:15 – 11:45 Building Critical Regulatory Requirements into Your To be determined
 Development Program (with Almost No Effort)

11:45 – 12:15 Development Program Oversight – What it Entails to be Compliant Gary Bird, PhD

12:15 – 12:30 Question and Answer Session Morning Speakers

12:30 – 1:40 Lunch*

1:40 – 2:30 What it Takes to do a Proper Vendor Qualification and
 Meaningful Audit from the CDMO Perspective To be determined

2:40 – 3:55 Workshop Sessions: 
 1) The Goldilocks Syndrome: Right sizing (The Quality System): Gary Bird, PhD
     The Appropriate SOP at the Appropriate Time

 2) Good Practices to Improve Efficiency and Comply with To be determined
     Important Elements of the Rules
     • Batch Records
     • Accurate Documentation
     • Deviations and Change Control
     • Document Control and Archiving for Rapid Access
     • Product Complaints

 3) Preparing Foreign Sites/CDMOs for FDA Inspections Peter Smith
     from the Virtual Company Perspective

3:55 – 4:10 Break*
 
4:10 – 5:25 Previous Sessions Repeat

Agenda

Register online at www.pharmaconference.com



Wednesday, April 1, 2020
Creating Efficient Systems to Maximize Capabilities and Outcomes
Moderator – David Burns, RPh

7:30 – 8:30 Continental Breakfast*

8:30 – 8:40 Convene the Session* David Burns, RPh

8:40 – 9:20 Your Reporting Responsibilities: Legal and FDA Douglas Farquhar

9:20 – 10:00 Creating and Destroying Your Relationships with CDMOs and CROs Kyle Kalbarczyk, PhD

10:00 – 10:40 Quality Agreements and Assignment of Responsibilities To be determined
 to Third Parties

10:40 – 11:00 Break*

11:00 – 11:30 Creating Phase Appropriate Systems for Development Jun Zhao, PhD
 and Commercialization 

11:30 – 12:00 Critical Third Party Relationships in the Eyes of the FDA Peter Smith

12:00 – 12:30 Open Forum: The Challenges for Small and Virtual Companies Gary Bird, PhD

12:30 – 1:00 Question and Answer Session Morning Speakers

*Denotes non-educational activity

Continuing Education This conference qualifies for 17.0 hours of
continuing education credit.

Ranked #1 on Condé Nast Traveler’s 
2019 Reader’s Choice Awards for 
Orlando Resorts, the Hyatt Regency 
Grand Cypress resort sits on 1,500 
lush acres with a private lake, tennis 
courts, and a unique lagoon-style 
pool. Tee off at the Jack Nicklaus 
Signature golf course or unwind 
at the spa. The resort also runs 
scheduled shuttles to Walt Disney 
World® Resort, Universal Orlando 
Resort™, and SeaWorld® Orlando.

About the Venue

Agenda

To receive emails on our upcoming programs, add reception@pharmaconference.com to your address book.



The Unique Regulatory and GMP Challenges for
Virtual and Small Pharmaceutical Companies

CLICK HERE TO REGISTER ON OUR SECURE SERVER

For additional information, contact Pharma Conference Inc:
(830) 315-0055 • e-mail: contactus@pharmaconference.com

A limited number of rooms have been blocked at the special rate listed per night. Rate is based on single or double occupancy.  
Rate is available 3 nights either side of the conference dates based upon availability of rooms. Hotel reservations must be made 
on or before March 9, 2020, in order to guarantee the special rate. Individuals are responsible for making their own hotel 
reservations. You must mention the title of the conference AND Pharma Conference when making your reservation in order to 
obtain these special rates. Please do not use travel agents for reservations.

Phone: 1-800-233-1234
Link to make reservations:

https://www.hyatt.com/en-US/group-booking/VISTA/G-PHCF
(If page does not open, copy and paste the URL in your browser to make hotel reservations online.)

Hyatt Regency Grand Cypress Resort
One Grand Cypress Boulevard

Orlando, Florida 32836
(407) 239-1234 

$259 single/double

Hotel

CLICK HERE TO REGISTER ON OUR SECURE SERVER

Register

Cancellation Policy: 30 days or more for a full refund less $250 USD cancellation fee; under 30 days, no refund, but attendee substitutions may be made at any 
time. Cancellations and substitutions must be made in writing to Pharma Conference (email registration@pharmaconference.com). In the event of any civil 
disorder, extremely adverse weather conditions, or other Acts of God, Pharma Conference reserves the right to reschedule the meeting dates in the interest of 
attendee safety.

Includes conference materials, continental breakfasts, breaks, lunches and networking reception per agenda

Fees
q $2395 q $1795
q $2495 q $1795

EARLY DISCOUNT:     Payment Received By January 17, 2020
Payment Received After January 17, 2020

Industry U.S. Gov’t & Press

Payment

•     All credit card transactions are processed in US Dollars (your bank will convert to your local exchange rate when billing)
•  You will receive a confirmation via email as soon as the registration is processed. In order to receive any early registration 

discounts, payment must be made by the deadline specified in the brochure. (Taxpayer ID #27-1438344)
• Registrations must be accompanied by full payment.

Payment Terms: Conference attendees must be paid in full prior to program start date.

https://pharmaconference.com/reg_conference118.html
https://pharmaconference.com/reg_conference118.html
https://www.hyatt.com/en-US/group-booking/VISTA/G-PHCF

