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The 2022 GMP By The Sea conference promises to be one of the best yet, with top FDA officials, former and 
current regulatory experts, and a host of top industry speakers helping you and your company understand and 
prepare for the changing landscape of GMPs.

We’ll begin with a critical look at how the last two years of the pandemic have changed the world – and the 
world of GMPs. David Chesney, who spent 23 years with the FDA, will discuss the evolution of GMPs which 
many of us have lived. With an eye to the next 25 years, Peter Marks, MD, PhD, Director of CBER, FDA, Douglas 
Throckmorton, MD, Deputy Director for Regulatory Programs, CDER, FDA, and Alonza Cruse, Director, Office of 
Pharmaceutical Quality Operations (OPQO), ORA, FDA, will share some of the most critical issues facing FDA, talks 
designed to help you dive deeply into GMPs to anticipate the ever-evolving concerns of the regulators.  

Industry speakers will turn our attention to issues facing companies of all sizes. Doug Farquhar (Hyman, Phelps 
& McNamara, PC) and Raymond Bonner (Sidley Austin LLP), in their inimitable styles, will provide a “heads up” 
legal analysis of what to watch out for. (It should be noted that these two well-known attorneys could charge up to 
$1500 for just one hour of consultation; however, you get it as part of the program.) Advances in technology will 
be addressed by Gary Dodakian from Sanofi (continuous manufacturing), while another group of top-notch experts 
will turn the focus to the CGMP for Cell and Gene Therapy Products in a comprehensive workshop. We will also 
give attention to some of the most pressing GMP concerns facing the industry with talks on the need for flexible 
and rapidly deployable manufacturing capacities as well as remote assessments, virtual inspections and audits – 
during and after the pandemic. Lynne Ensor, PhD, from Parexel International, and CDR Emily Thakur, from CDER 
FDA, will discuss the impacts of the COVID-19 pandemic on compliance and supply chains.

This year, as in the past, interaction with the regulatory authorities will be one of our best tools for learning. 
The FDA Q&A session will allow you to address your own specific questions and concerns. Too bashful to ask a 
question in public? Our numerous opportunities for interaction and networking will help you meet others who can 
help. New directions in regulatory activities will also be discussed, which will provide you and your company a leg 
up on the competition.  

Our very popular workshops allow you to customize your conference experience by providing four different 
workshop tracks. We will be offering half-day sessions in Supplier Management Systems, Data Integrity, Decision-
Making and Documentation, Foreign Inspections, and Post Market Reporting, among others. By offering repeating 
workshops on Monday and Tuesday, each participant will be able to attend two different workshop sessions each 
day to get the maximum from the program.

As an added value to your conference registration, we will be holding an optional, but very informative, post-
conference workshop on the very important topic of data integrity, led by Peter Baker.

This conference is the best opportunity you will have in 2022 to meet and interact with industry professionals, plus 
enjoy our legendary Maryland crab dinner. Make sure to register early to save money and secure your spot.

About the Conference
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Who Should Attend? Why Attend?
•  Anyone involved in FDA inspection 

preparation, hosting, or responses 
including production, quality assurance, 
quality control, regulatory affairs, or 
auditing in the pharmaceutical and 
biopharmaceutical industry in Regulatory 
and GMP matters. 

•  Supervisory personnel and managers can 
enhance Regulatory and GMP performance 
by sending production, quality, and 
regulatory personnel to this learning 
experience. They will gain a significant 
appreciation of FDA’s inspectional 
approach, and they will learn the critical 
skills needed to prepare for and properly 
host inspections.

•  Anyone who wants an exceptional GMP 
learning experience and a fun time

•  To gain a better understanding of how 
the Regulatory Authorities look at your 
operations and how to anticipate problem 
areas before they create problems for your 
company during the inspection

•  To take advantage of the knowledge of 
seasoned FDA and industry experts who 
have “been there and done that”

•  To obtain current information about FDA 
activities

•  To get those cGMP questions that cause you 
sleepless nights answered by the experts

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

Bonus Post-Conference Workshop: Data Integrity
with Peter Baker

Join us for this two-hour data-integrity-focused workshop where we examine a recent regulatory action 
in the form of an FDA warning letter for lessons learned and hints for success in the future of the ever-
evolving world of data governance. This workshop will involve initial presentation of the scenario, 
followed by case evaluation and dissection in small groups with the eventual task of presenting and 
debating our findings as we engage in information and best-practice sharing amongst new friends and 
colleagues. Join us for an afternoon of data integrity fun! (Sign up when you register for the conference.)

About the Conference

 Located on the scenic Eastern Shore of Maryland, the Hyatt Regency Chesapeake Bay Golf 
Resort, Spa and Marina is the area’s finest full-service, year-round resort. Built on over 342 
acres, the 400 room resort features an 18-acre nature preserve with guided hikes and wildlife 
observation, an 18,000 square foot European Health Spa, a glass-enclosed pool and lounge 
area, an 18-hole Keith Foster designed championship golf course, and a 150-slip marina.
 Cambridge, Maryland is 79 miles southeast of BWI Airport, 90 miles southeast of Ronald 
Reagan Washington National Airport, and 117 miles southeast of Dulles. For exact directions to 
the hotel, please log on to https://chesapeakebay.regency.hyatt.com/en/hotel/our-hotel/map-
and-directions.html 

About the Venue



Christopher Blackburn, BS – Mr. Blackburn is the Director of Quality Assurance for New Product Introduction at Sanofi’s 
Integrated Continuous Biomanufacturing Facility, which won the ISPE 2020 Facility of the Year and Facility of the Future awards. During his 
25 years in biopharma, he has held roles in Manufacturing, Validation, Quality and Operational Excellence.

David L. Chesney, MSJ – Mr. Chesney is the Principal and General Manager for DL Chesney Consulting, LLC, providing GMP 
and GCP compliance consulting and training services to clients worldwide. Previously, he served for over 20 years as Vice President and 
Practice Lead, Strategic Compliance Services for Parexel Consulting. Prior to joining Parexel Consulting, he served 23 years with the FDA as 
an Investigator, Supervisory Investigator, Director of Investigations and ultimately as District Director in San Francisco, managing all FDA’s 
compliance operations in Northern California, Nevada, and Hawaii. Mr. Chesney has an MS in Jurisprudence (Pharmaceutical and Medical 
Device Law) and a certificate in Health Care Compliance from Seton Hall University School of Law, a Bachelor’s degree in Biology from 
California State University, Northridge, and completed three years of graduate study in Biology at CSU Northridge and CSU San Diego. Mr. 
Chesney is a member of PDA, where he serves on the faculty of the PDA Training and Research Institute. He is a member of the Food and 
Drug Law Institute, where he serves as the faculty for FDLI’s continuing education programs.

Thomas J. Cosgrove, MA, JD – Mr. Cosgrove is a partner in Covington & Burling LLP’s Food, Drug and Device Practice Group. 
He joined Covington in 2017 from the Food and Drug Administration (FDA), where he was a senior official charged with ensuring the quality 
of drugs and therapeutic biologics marketed to U.S. patients. Mr. Cosgrove brings a wealth of experience to bear in helping clients navigate 
the complex world of pharmaceutical compliance and enforcement in the United States and around the globe.

Register online at www.pharmaconference.com

Peter E. Baker, MS – Mr. Baker is President of Live Oak Quality Assurance LLC. He has been consulting nationally and 
internationally since 2019. Prior to consulting, Mr. Baker spent 11 years as a USFDA Drug Investigator, with seven of those years spent 
working in FDA’s overseas offices located in India, China, and Chile. He was named FDA Investigator of the Year in 2013 for his work 
uncovering serious breaches in data integrity and has special interest in data governance and employee empowerment through training 
and education.

Raymond A. Bonner, BA, JD – Mr. Bonner is Partner at Sidley Austin LLP. He founded the firm’s Food, Drug and Medical 
Device Compliance and Enforcement practice and is a member of the firm’s Executive Committee. He concentrates his practice on 
representing life science companies in connection with government investigations, enforcement proceedings and litigation. These 
investigations and related enforcement matters involve a range of matters including clinical studies, marketing practices, pricing and 
reimbursement, product safety and reporting, good manufacturing practices (GMP), quality system regulation (QSR), and HACCP.  Prior 
to joining Sidley, Mr. Bonner served as an Assistant United States Attorney in the District of Maryland for six years, where he prosecuted 
pharmaceutical application and GMP cases and litigated other FDA-related cases. Throughout his tenure as a prosecutor, he counseled 
FDA and its Special Prosecution Staff investigating the healthcare industry. Mr. Bonner is the recipient of the FDA’s Harvey W. Wiley Medical 
and Commissioner’s special citation.

Gary Dodakian, MA – Mr. Dodakian is the Site Quality Head, Framingham Biologics for Sanofi. He is responsible for ensuring 
that effective quality systems and processes are in place to assure high product quality and compliance with current cGMPs for multiple 
rare disease products and the build out of Sanofi’s new multi-product, continuous manufacturing facility. Prior to Sanofi, Mr. Dodakian held 
various leadership positions related to QC, QA, manufacturing, development and technical support at Bristol Myers Squibb.

About the Speakers

Alonza Cruse, BS – Mr. Cruse is Director of the Office of Pharmaceutical Quality Operations within the FDA Office of 
Regulatory Affairs. The office is responsible for all pharmaceutical inspections, working in conjunction with FDA’s Center for 
Drug Evaluation & Research and Center for Veterinary Medicine. From 2013-2015 Mr. Cruse served as the Director (Acting) of 
the Office of Medical Products & Tobacco Operations within ORA. From 2000-2015, he was the Director of FDA’s Los Angeles 
District Office. Prior to this, Mr. Cruse was Director of New York District Import Operations. He first joined ORA in 1983 as a 
microbiologist.

FDA

Roman T. Drews, PhD – Dr. Drews currently is a lead of CMC regulatory affairs in Arcellx Inc. He has 30-year experience in the 
regulation and development of biological products, including recombinant and plasma derived blood proteins, antibody drug conjugates, 
and recently CAR-T therapeutic products. Prior to joining the industry in 2013 he was Team Lead in FDA CBER Office of Blood, and prior to 
that he worked on development of novel expression platforms for complex protein products and held various positions in academia.

https://www.pharmaconference.com/reg_conference122.html


Mary Farbman, PhD – Dr. Farbman leads a team of GMP experts responsible for compliance support, audit resolution, and 
inspection readiness at Merck’s human health manufacturing facilities. Previously, she worked at FDA/CDER’s Office of Compliance, where 
she was responsible for authoring and reviewing warning letters, conducting microbiological reviews of therapeutic protein manufacturing 
processes, and performing pre-license inspections of BLA products. In industry, she has worked at both the site and global levels in various 
compliance and auditing roles as well as in the R&D arena. Her areas of expertise include biotechnology, sterile products, and analytical 
techniques. Dr. Farbman holds a doctorate degree in biological chemistry from MIT.

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.

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

Kir Henrici – Ms. Henrici, CEO, The Henrici Group (HG), has been consulting domestically and internationally for 12 years in support 
of quality and compliance, with specialized focus and expertise in the area of Quality Culture/Organizational Change, Quality Management 
Systems (QMS), and Data Governance/Data Integrity Compliance. She has gained global and diverse perspective and working knowledge 
of quality, compliance and technical challenges and solutions impacting companies around the world; supporting a range of initiatives 
including tactical change in the area of Quality Culture, QMS design and remediation, and global/site data governance programs to include 
data integrity process mapping and risk analysis to support the holistic integration of a data integrity control strategies within quality 
systems. Ms. Henrici is a member of PDA and ISPE, and currently serves as a member of the PDA Regulatory Affairs/Quality Advisory Board 
(RAQAB). She co-leads the PDA Task Force addressing data management, and the PDA technical team collaborating on the upcoming PDA 
technical report addressing data integrity within the QMS.

John M. Hyde, BS, BBA, MS – Mr. Hyde is Chairman and Founder of Hyde Engineering + Consulting, Inc., a firm of 220+ 
engineers and scientists, founded in 1993 and specializing in process engineering, process and equipment validation, and compliance 
consulting for biopharmaceutical and pharmaceutical manufacturers. The company has operations in the United States, Europe, India, 
Singapore, and China. For nearly two years prior to the formation of Hyde Engineering + Consulting, Inc., Mr. Hyde was Senior Project 
Engineer with Synergen, a biopharmaceutical research and manufacturing company. From 1982 to 1992, Mr. Hyde was Manager, Process 
Design with Seiberling Associates, Inc., an engineering firm specializing in the design and start-up of biopharmaceutical, food and 
beverage process systems, and the application of CIP technology.

Jennifer A. Maguire, BS, PhD – Dr. Maguire is the Director of the Office of Quality Surveillance/OPQ/CDER/
FDA which assesses intelligence throughout the product lifecycle to inform stakeholders about the state of pharmaceutical 
quality. During her tenure, Dr. Maguire has contributed to initiatives aimed at modernizing the regulation of pharmaceutical 
manufacturing and product quality including QbR, QbD, ICH Q12, Site Selection Model, Advanced Manufacturing, Quality 
Metrics and Quality Management Maturity. She has a BS in Chemical Engineering from the University of Virginia and a PhD in 
Industrial and Physical Pharmacy from Purdue University.

FDA

About the Speakers
Lynne Ensor, PhD – Dr. Ensor is a Senior VP and the Head of RCS Global Compliance for Parexel. She was previously employed 
by the FDA for 21 years, having most recently served as the Deputy Director (Acting) in the Office of Process and Facilities (OPF)/OPQ/
CDER. Her previous experience includes Roche Biomedical Laboratories, the Discovery Channel, and the University of Maryland (UMD) at 
Baltimore’s School of Medicine. She earned her BS in Biology and PhD in Microbiology from UMD, College Park.

Paula R. Katz, BA, JD – Ms. Katz advises clients on pharmaceutical compliance and enforcement. She joined the law firm 
of Covington & Burling LLP after serving as Director of Guidance and Policy for the Office of Manufacturing Quality in the Center for 
Drug Evaluation and Research (CDER) at the Food and Drug Administration (FDA). While at the FDA, Ms. Katz focused on current 
good manufacturing practice (CGMP) enforcement and drug quality policy issues. She advised CDER and FDA leadership regarding 
manufacturing supply chain controls, contract manufacturing, data and application integrity, administrative law and procedure, and 
regulatory policy development and enforcement strategy.



Sharon O’Callaghan, BS, MT(ASCP) – Ms. O’Callaghan is a Consumer Safety Officer with the Division of 
Inspections and Surveillance, Office of Compliance and Biologics Quality, Center for Biologics Evaluation and Research. Prior 
to joining FDA, she worked at a community hospital as a bench tech and supervisor in all areas of the laboratory. She joined 
the FDA in 1988 as a medical technologist. Ms. O’Callaghan has managed the Biological Product Deviation Reporting since 
1990 and was instrumental in developing the regulation on Biological Product Deviation Reporting. Ms. O’Callaghan also 
developed the deviation reporting system for the Human Cells, Tissues and Cellular and Tissue-Based Products (HCT/Ps) and 
was instrumental in developing the guidance for HCT/P deviation reporting.

FDA

Register online at www.pharmaconference.com

Laurie P. Norwood, MS – Ms. Norwood, president of Norwood Biologics Consulting LLC, advises clients on regulatory pathways 
and GXP compliance required for the manufacture of biological drug products in all phases of the product life cycle. Her 33 years of FDA 
experience with regulating biological drug products in CBER, Office of Compliance, has provided her the background and knowledge to 
support clients in facility design, control and prevention of cross contamination, regulatory submissions and quality system evaluations with 
an emphasis on novel cell and gene therapy and vaccine products.

About the Speakers

Scott Nichols, PhD – Dr. Nichols graduated from the University of Iowa with a BS in Biochemistry, continued as a Fulbright Scholar 
in Microbiology at the Pasteur Institute, and completed his PhD at Johns Hopkins in Molecular Biophysics. He worked as a microbial 
control and sterility assurance lead reviewer and lead inspector at the FDA for CDER-regulated BLAs, and as a consultant for regulatory 
and compliance issues for biotechnology and cell therapy clients. He is now Director of Corporate Quality Compliance for Kite Pharma, 
a leading CAR-T manufacturing company with facilities in the US and EU, responsible for internal quality compliance audits, inspection 
readiness, regulatory commitments, and post-market reporting.

Melissa J. Mendoza, JD – Ms. Mendoza is the Deputy Director of the Office of Compliance and Biologics Quality 
(OCBQ) in the Center for Biologics Evaluation and Research at the U.S. Food and Drug Administration.  OCBQ is responsible 
for ensuring the quality of products regulated by CBER over their entire lifecycle, from pre-market review and inspection to 
post-market review, surveillance, inspection, outreach, and compliance. Before joining CBER, she served for eight years in 
FDA’s Office of the Chief Counsel where she was an Associate Chief Counsel for Enforcement.

FDA

Theresa M. Mullin, PhD – Dr. Mullin is the Associate Director for Strategic Initiatives, CDER, FDA, where she 
directs efforts including Patient-Focused Drug Development and the International Program, leads the FDA delegation to ICH, 
chairs the ICH Management Committee, and co-chairs the ICMRA Pharmaceutical Quality KMS Working Group. Previously, 
Dr. Mullin led FDA PDUFA negotiations with industry for reauthorizations in 2017, 2012, 2007 and 2002. She received the 
2019 Reagan-Udall Foundation Leadership Award for Innovations in Regulatory Science, 2017 FDLI Distinguished Service and 
Leadership Award, and Presidential Rank Awards for Distinguished Service in 2011 and Meritorious Service in 2006. Dr. Mullin 
has a BA in Economics from Boston College and a PhD in Public Policy Analysis from Carnegie-Mellon.

FDA

Tim McKendry, BS, MBA – Mr. McKendry is Director of Quality Control Technical Support at the Framingham Biologics division 
of Sanofi. He has been with Sanofi for seven years and is responsible analytical method validation, analytical life cycle management, and 
investigation of all QC deviations and OOS / OOT results. Prior to joining Sanofi, Mr. McKendry worked on research, development, and 
validation of analytical methodologies and technologies supporting biopharmaceutical start-up organizations focused on identification 
of rare disorders and new clinical indications. He is a Biochemist and Molecular Biologist by training and attended the University of 
Massachusetts at Amherst.

Peter Marks, MD, PhD – Dr. Marks is Director, Center for Biologics Evaluation and Research, FDA. He received 
his graduate degree in cell and molecular biology and his medical degree at New York University and completed Internal 
Medicine residency and Hematology/Medical Oncology training at Brigham and Women’s Hospital in Boston. He has worked 
in academic settings teaching and caring for patients and in industry on drug development. He joined the FDA in 2012 as 
Deputy Center Director for CBER and became Center Director in January 2016.

FDA

Dennis Powers, BS, MS – Mr. Powers is the Vice President of Business Development & Design Consulting for G-CON 
Manufacturing and has over 25 years of experience working in the biopharmaceutical industry on both the manufacturing and supplier 
sides of the business. He has held positions in various technical and management functions including engineering, operations, project 
management, and validation. Through his career, Mr. Powers has worked closely with numerous companies in the biopharmaceutical 
industry to provide process, equipment, and facility solutions to meet their specific needs. He is an active member of ISPE and PDA.
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About the Speakers

CDR Mahesh Ramanadham, PharmD, MBA – Commander (CDR) Ramanadham is the Deputy Director 
for the Office of Policy for Pharmaceutical Quality, within the Office of Pharmaceutical Quality (OPQ). He joined the 
Agency in November 2009. Within FDA, he has served in leadership roles in the Office of Compliance and the Office of 
Pharmaceutical Manufacturing Assessment within OPQ. Prior to joining FDA, CDR Ramanadham had experience in solid oral 
dosage manufacturing ranging from OTC products to schedule II narcotics. Outside of FDA, CDR Ramanadham continues 
to practice pharmacy in the community setting to maintain perspective on the clinical relevancy and impact of our efforts in 
pharmaceutical quality.

FDA

John Taylor, JD – Mr. Taylor is the President and a Principal at Greenleaf Health. He has over 30 years of experience working on food, 
drug, and health related issues at the Food and Drug Administration (FDA) and in private industry. Prior to joining Greenleaf in 2014, Mr. 
Taylor served in three positions at the FDA: Counselor to the Commissioner; Acting Deputy Principal Commissioner; and Acting Deputy 
Commissioner for Global Regulatory Operations and Policy. He began his career at FDA in 1991, and in 2005, Mr. Taylor left the Agency as 
the Associate Commissioner for Regulatory Affairs. He spent four years working in the private sector, first as DVP for Federal Government 
Affairs at Abbott, then in 2007, as EVP for Health at BIO. Mr. Taylor returned to FDA in the fall of 2009.

Maggie Snow, BS – Ms. Snow is the Director of Quality Compliance for Sanofi in Framingham, Massachusetts. She has more than 25 
years of experience and has held multiple positions with increasing responsibility in Manufacturing, Quality Assurance, Quality Systems, and 
Quality Compliance. Ms. Snow has extensive experience leading transformation teams improving quality systems for global compliance. 
Her current responsibilities include site Quality Compliance, Risk Management, Internal Auditing and External Inspections. She is a member 
of BioPhorum Inspections and Quality Network.

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) following a 22-year FDA career. He held various positions with PAREXEL, with his final position as Vice-President 
Technical. 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, where he managed the Foreign Inspection Program. He is a highly experienced public speaker and 
trainer in GMP and FDA inspection readiness topics.

CDR Emily Thakur, BS, RPh – CDR Thakur is a Team Leader with the Drug Shortage Staff at the FDA. She joined 
the FDA in 1999 as a Consumer Safety Officer for the Regulatory Support Branch in the Office of Generic Drugs. She then 
joined the Office of Regulatory Policy in the Center for Drug Evaluation and Research in 2005. CDR Thakur has been in her 
current position with the Drug Shortage Staff since February 2011.

FDA

Derek S. Smith, PhD – Dr. Smith has served as the Office of Pharmaceutical Manufacturing Assessment’s Deputy 
Director since January 2021. During his 12 year career at FDA, he has worked in various offices in both the pre-approval 
inspection and review programs. As Deputy, he has leveraged this experience to lead and support OPMA’s integrated 
manufacturing assessment program. In addition, he is a co-chair of the New Inspection Protocol Project, oversees OPQ’s 
Biologics Inspection program, and is the CDER lead for manufacturing inspections during the COVID-19 pandemic.

FDA

Register online at www.pharmaconference.com

Douglas Throckmorton, MD – As Deputy Director for Regulatory Programs, in the Center for Drug Evaluation 
and Research at the FDA, Dr. Throckmorton shares the responsibility for overseeing the regulation of research, development, 
manufacture and marketing of prescription, over-the-counter, and generic drugs in the United States. He is committed 
to ensuring that the benefits of approved drugs outweigh their known risks. Among his responsibilities in CDER, Dr. 
Throckmorton works on issues related to controlled substances, including cannabis and cannabis-derived products.

FDA

Kara Stockett Quinn, BS, MS (2023) – Ms. Quinn joined ValSource Consulting as a Senior Consultant in 2021. Prior to 
consulting, she was employed with Merck & Co., Inc. for 28 years providing Process Technical and Quality Systems support across the small 
and large molecule product portfolios. Ms. Quinn has a broad range of end-to-end pharmaceutical experience, having held positions 
supporting non-clinical and clinical investigations, clinical development, process scale-up and technology transfer, facility and process 
validation, commercialization and licensing, PAIs, and quality management systems support for market supply. In recent years Ms. Quinn 
honed her skills as a subject matter expert in the fit-for-function qualification of bio/pharmaceutical raw materials and novel excipients. She 
led a team of industry peers in the development and publication of a practical tool for Raw Material Risk Assessments. Ms. Quinn expects to 
complete her MS degree in Regulatory Science from Johns Hopkins University in 2023. 
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Monday, August 15, 2022
Morning Session: Moderator – David Chesney
 
8:00 – 9:00 Registration 

9:00 – 9:10 Welcome 

9:10 – 9:25 Icebreaker – What Just Happened the Last Two Years? John Taylor
 What Is Happening? 

9:25 – 9:55 Milestones in the History of the GMP Regulations David Chesney

9:55 – 10:25 Center Update: CBER   Peter Marks, MD, PhD, 
CBER, FDA

10:25 – 10:45 Break* 

10:45 – 11:15 Center Update: CDER   Douglas Throckmorton, 
MD, CDER, FDA

11:15 – 12:10 Center Update: ORA  Alonza Cruse, ORA, FDA

12:10 – 12:30 Question and Answer Session Morning Speakers

12:30 – 1:45 Lunch*

Afternoon Workshops

1:45 – 3:15 Workshop 1: What Does FDA Expect Supplier CDR Mahesh Ramanadham, 
 Management Systems to Look Like? – Best Practices, PharmD, OPQ, CDER, FDA
 What Does Your Company Do? Industry Perspective –
 The evolving landscape of global supply chains presents increased Kara Stockett Quinn 
 challenges for quality oversight. To build a robust supplier quality
 program requires implementation of more mature processes beyond just
 auditing and testing. This workshop will focus on utilizing the concepts of
 Risk Management, Quality Maturity Indices and a life cycle approach to
 vendor management especially when aligning such requirements in the
 CDMO environment.

 Workshop 2: Designing Data Integrity: Visualizing Data Kir Henrici
 Integrity Using Data Process Mapping Peter Baker
 Breaches in data integrity continue to be a common theme in recent
 FDA Warning Letters. But how were these critical gaps previously
 overlooked? Often, the root case can be traced to inappropriate
 Quality Risk Management Tools being used during the design stage,
 leading to critical blind spots in the process. In this workshop, we will
 discuss and work through group exercises using one QRM tool, data
 process mapping, that can be easily deployed across a company network
 to efficiently and comprehensively identify potential gaps.

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

Agenda



 Workshop 3: CGMP for Cell and Gene Therapy Products Roman Drews, PhD
 Cell and gene therapy manufacturing processes and facilities are often Scott Nichols, PhD
 complex. In this workshop, we will discuss how CGMP may be applied Laurie Norwood
 to control product quality in a variety of manufacturing scenarios, including
 facility controls, aseptic process validation, process equipment, contract
 manufacturing, container closure systems, and multiproduct facilities.

 Workshop 4: Case Study: Decision-Making Douglas Farquhar
 and Documentation Raymond Bonner
 FDA has issued numerous Warning Letters to manufacturers faulting Tim McKendry
 them for inadequate investigations, be they into impurities, complaints, David Chesney
 stability failures, or deviations.  Indeed, FDA criticisms directed at how
 investigations are conducted and documented have risen to a level nearly
 as predominant as data integrity issues were five or six years ago. Similarly,
 FDA’s inspection reports frequently cite a company’s failure to document
 decisions about whether to conduct recalls, about whether to file Field
 Alert Reports or Adverse Event Reports, and about whether a manufacturing
 change needs to be reported to FDA prior to implementation. This workshop
 will concentrate on different techniques to guide investigations and other
 deliberative processes (Kepner-Trego, 5Ys, Fishbone Analysis, Deming, etc.)
 and provide a toolkit to Quality professionals that they can consider using
 to guide documentation of investigations and the decision-making process.

3:15 – 3:35 Break* 

3:35 – 5:05 Workshops Session 2 - the above workshops will be repeated  

6:00 – 7:30 Networking Reception*

Tuesday, August 16, 2022
Morning Session: Moderator – Peter Smith

8:30 – 8:35 Announcements 

8:35 – 9:05 The Legal Perspective on What to Watch Out for Raymond Bonner
  Douglas Farquhar

9:05 – 9:35 Sanofi Continuous Manufacturing: A Transformational Gary Dodakian
 Journey (Case Study of Implementation)

9:35 – 10:05 CDER Compliance Update – A Practitioner’s Perspective Paula Katz

10:05 – 10:25 Break*  

10:25 – 11:05 Quality Metrics and Quality Maturity – Jennifer Maguire, PhD, 
 The Journey Forward FDA, CDER 

Register online at www.pharmaconference.com
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11:05 – 12:20 The Impacts of the COVID-19 Pandemic on Lynne Ensor, PhD
 Compliance and Supply Chains  CDR Emily Thakur, CDER, 

FDA

12:20 – 12:45 Question and Answer Session  Morning Speakers

12:45 – 2:00 Lunch* 

Afternoon Workshops

2:00 – 3:30 Workshop 1: Foreign Inspections, including Remote Peter Baker
 Inspections, using a Mixed Reality Device Douglas Farquhar
 Join us in this interactive workshop where we will discuss lessons learned
 from diverse experiences gained conducting remote (and foreign)
 inspections. In this workshop we will demo a mock inspection of a foreign
 facility using mixed reality, and then discuss and share ideas surrounding
 the strengths and weaknesses of this new approach toward facility
 oversight - is this the future of site inspection... or not? Let’s discuss and debate!

 Workshop 2: Post Market Reporting to CBER: Field Alert Sharon O’Callaghan, CBER, 
 Reports (FARs) and Biological Product Deviation FDA
 Reports (BPDRs)
 This workshop will cover the regulations and requirements for reporting
 Field Reports (FARs), Biological Product Deviation Reports (BPDRs), how
 to submit reports, and provide examples of reportable and
 non-reportable events.
  
 Workshop 3: New or Retrofit Manufacturing Facility John Hyde (lead)
 Modalities to Meet the Need for Flexible and Rapidly Dennis Powers
 Deployable Capacities Christopher Blackburn
 With the need for flexible and rapidly deployable manufacturing
 capacities to meet current new therapy demands and continuous
 bioprocess requirements, innovative and much more outside the box
 facility designs are required. Traditional cleanroom build-outs and facility
 construction do not meet the aggressive manufacturing timelines, do not fulfill
 the reliability needs for delivery and cost budgets and often are too expensive
 to make the upfront investments. New facility modalities and designs allow the
 delivery of cleanroom infrastructures or entire turnkey facilities between 6-12
 months. In addition, autonomous cleanroom infrastructures allow scalability of
 the processing footprint in a staggered approach without interrupting existing
 processes. Since these structures are mobile, capacities can be regionally shifted.
 The workshop will discuss the needs of the industry and regulators for new facility
 designs and modalities. It will review the strengths and weaknesses of the traditional
 solutions versus the new solutions.

 Workshop 4: Remote Assessments, Virtual Inspections Mary Farbman, PhD
 and Audits – During and After the Pandemic Maggie Snow
 The worldwide travel restrictions triggered by the Covid-19 pandemic Alonza Cruse, ORA, FDA
 have prevented regulators and companies from performing onsite
 inspections and audits. Various forms of remote assessments or virtual

To receive emails on our upcoming programs, add reception@pharmaconference.com to your address book.
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 audits have been implemented for essential compliance activities, each
 having advantages and disadvantages. The workshop will explore these
 alternative approaches to assuring compliance, along with possible ways
 to mitigate some of the unique challenges these approaches present.
 Attendees can explore how and when the newer methods of assessments
 or inspections have been used or could be used. The impact of lifting travel
 restrictions on inspections and audits will be discussed.

3:30 – 3:50 Break* 

3:50 – 5:20 Workshops Session 2 - the above workshops will be repeated  

6:00 – 8:00 Evening Social
 An informal gathering for drinks and dinner. Included in the price
 of your registration fee. Dress casual.

Wednesday, August 17, 2022
Morning Session: Moderator – Lynne Ensor, PhD

8:30 – 9:05 Data Governance: Are We Inspection Ready? Peter Baker

9:05 – 9:35 Interacting with FDA – Sharing Good and Bad News  Thomas Cosgrove

9:35 – 9:50 Question and Answer Session Morning Speakers

9:50 – 10:25  Using Regulatory Reliance Strategies and Flexible Post Theresa Mullin, PhD, 
 Approval Change Processes to Mitigate Drug Shortages CDER, FDA

10:25 – 10:45 *Break 

10:45 – 11:15 The Integration of Regulatory Application Review Derek Smith, OPQ,
 and Inspection CDER, FDA
 
11:15 – 11:45 CBER Compliance Update  Melissa Mendoza, CBER, 

FDA

11:45 – 12:30 Ask FDA Q&A Session FDA Speakers

12:30 Closing

12:30 – 1:45 *Lunch on your own

1:45 – 3:45 Bonus Post-Conference Workshop for All Attendees Peter Baker
 (Sign up with your online Registration)
 Click here for more information 

*Denotes non-educational activity

Register online at www.pharmaconference.com

Agenda

https://www.pharmaconference.com/reg_conference122.html


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

The conference area in the hotel is large enough to allow for proper social distancing, and the hotel has 
agreed to disinfect everything in the meeting rooms and dining areas daily. Visit Hyatt.com for more 
details on the hotel.

26TH ANNUAL

GMP BY THE SEA
EARLY DISCOUNT: Payment Received By May 20, 2022

Payment Received After May 20, 2022

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, networking reception, evening social, and post-conference workshop per agenda.

q $2695 q $1895
q $2895 q $1895

Industry U.S. Gov’t & PressFees

•     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 the early registration 

price, 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 conference start date.

Payment

A limited number of rooms have been blocked at the special rate listed per night. Rate is available 3 nights either side of the 
conference dates, based upon availability of rooms. Hotel reservations must be made on or before July 29, 2022, in order to 
guarantee the special rate. Individuals are responsible for making their own hotel reservations. You must mention the title of 
the program AND Pharma Conference when making your reservation in order to obtain these special rates. Please do not use 
travel agents for reservations.

Reservations:
Online:  https://www.hyatt.com/en-US/group-booking/CHESA/G-JWPH

Copy and paste the URL in your browser to make hotel reservations online or call (410) 901-1234.

Hyatt Regency Chesapeake Bay Hotel
100 Heron Blvd, Cambridge, MD 21613 | (410) 901-1234 

$245 single/doubleHotel

CLICK HERE TO REGISTER ON OUR SECURE SERVER

Registration

Conference qualifies for 16.0 hours of CE credit.
Bonus Workshop qualifies for 2.0 hours of CE credit.Continuing Education

https://www.pharmaconference.com/reg_conference122.html

