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JESSE ATKINS is a Senior Attorney at Gardner Law, a Minnesota law firm 
advising MedTech and pharmaceutical manufacturer clients on legal, 
regulatory, healthcare compliance, privacy, and reimbursement issues. 
Jesse specializes in FDA regulatory matters, global product 
approvals/clearances, advertising and promotional activities, privacy, 
reimbursement, and fraud and abuse issues. Prior to joining Gardner 
Law, Jesse held in-house legal counsel and regulatory roles at Bright 
Health Group, Prime Therapeutics, and Medtronic. Jesse previously 
clerked on the Minnesota Court of Appeals and has served as Adjunct 
Professor at Mitchell-Hamline School of Law. Jesse earned his Juris 
Doctor from the University of Minnesota Law School and certificates in 
Arbitration and Mediation from Mitchell-Hamline School of Law. 
 
KALAH AUCHINCLOSS is Executive Vice President, Regulatory 
Compliance and Deputy General Counsel at Greenleaf Health, Inc., 
where she advises clients on compliance, policy, and regulatory issues. 
She has 15 years of food and drug legal, policy, and regulatory 
experience at the Food and Drug Administration (FDA), on Capitol Hill, 
and in the private sector. Kalah spent six years at FDA, including, as 
Deputy Chief of Staff for two FDA Commissioners: Dr. Robert Califf and 
Dr. Scott Gottlieb. As Deputy Chief of Staff, Kalah worked with senior 
FDA leadership to manage crises, develop policy decisions, implement 
communications strategies, and liaise with the Department of Health 
and Human Services, the White House, and other agencies. Kalah was 
also a primary point of contact in the immediate Office of the 
Commissioner for the six FDA centers and other components of the 

Commissioner’s Office. Prior to that role, Kalah spent time on Capitol Hill as an FDA detailee to the Senate 
Committee on Health, Education, Labor, and Pensions, working on the 21st Century Cures Act and other 
FDA-related legislation. She has also served in FDA’s Center for Drug Evaluation and Research (CDER) as a 
regulatory counsel in the Office of Regulatory Policy, and as Director of CDER’s Office of Unapproved Drugs 
and Labeling Compliance, leading a team of more than 50 staff working on pharmacy compounding, 
unapproved drugs, over-the-counter drugs, and other enforcement issues. Before joining FDA, Kalah was 
an associate at the law firm Foley Hoag LLP, in the firm’s health care practice group. As Executive Vice 
President at Greenleaf, Kalah is continuing her commitment to public health by providing strategic counsel 
to clients on compliance, enforcement, and policy matters. Kalah holds a BA with honors from Williams 
College, a JD with honors from Georgetown University Law Center, and an MPH from Harvard University. 
 
 
 
 
 
 
 



MADHAVI BELLAMKONDA is a seasoned Regulatory Affairs professional 
with over 14 years of experience in Medical Device Advertising & 
Promotion. Madhavi has in-depth experience in the successful 
establishment of enhanced global compliance standards, policy 
harmonization efforts, and leading integration management on a global 
scale. Most recently, after a 14-year career at Abbott, Madhavi moved 
on to a new role in the robotics space with Intuitive Surgical. 
 
 
 
 
 
 
 
 
 
ERIN CARDUCCI received her Doctorate in Pharmacy from Philadelphia 
College of Pharmacy. After practicing as a retail & hospital pharmacist, 
she joined Novartis Pharmaceuticals Corporation in 2006. Throughout 
her tenure at the company, she has held several roles in the organization 
including Commercial Sales Training, Medical Scientific Liaison, Field 
Medical Capabilities, and Medical Information.  She has spent over 13 
years as a Regulatory Advertising and Promotion Reviewer where she 
worked across various therapeutic areas. Currently, she is Senior 
Director, Regulatory Advertising & Promotion working across brands to 
help find compliant & forward-thinking solutions for innovative 
marketing strategies & tactics. 
 
JOHN CARUSO is an Associate Director, Promotion Compliance within 
Global Regulatory Affairs at Otsuka Pharmaceutical Development & 
Commercialization, with more than 10 years of pharmaceutical industry 
experience. Since becoming a Promotion Compliance reviewer in 2019, 
John has supported products in various therapeutic areas such as CNS, 
Nephrology, Patient Support and Digital Innovation. He formerly served 
as the Regulatory lead for Otsuka’s Digital and Social Media Committee, 
helping to create a consistent approach to the review and 
implementation of new social media initiatives. Prior to that, John spent 
several years leading Otsuka’s PRC process and system optimization, 
including facilitating enhancements to the SOP and acting as the 
business owner and SME for Veeva Vault PromoMats. John received his 
MBA from Monmouth University and BS in Pharmaceutical Marketing 
from Saint Joseph’s University.   

 
 
 
 
 



JULIE CHRONIS is a Senior Counsel II at Gilead Sciences. As a brand attorney, 
Julie supports Gilead’s HIV portfolio and advises Commercial, Medical 
Affairs, Public Affairs, and other cross-functional groups on a broad range of 
issues. Prior to Gilead, Julie spent a decade at the Food and Drug 
Administration (FDA) in the Office of Prescription Drug Promotion. 
 
 
 
 

 
RICHARD CLELAND is Assistant Director at the Bureau of Consumer 
Protection in the Division of Advertising Practices at the Federal Trade 
Commission. Mr. Cleland joined the Federal Trade Commission’s Division of 
Advertising Practices in 1991. In 1996, Mr. Cleland was appointed Assistant 
to the Director of the Bureau of Consumer Protection and, in 1998, he was 
appointed Assistant Director of the Division of Service Industry Practices. He 
currently serves as Assistant Director of the Division of Advertising Practices. 
His primary area of expertise is the advertising and marketing of health-

related products and services. He also supervises many of the Commission’s health fraud and weight-loss 
product and service law enforcement initiatives. Mr. Cleland supervised the FTC’s review of the 
Endorsement and Testimonial Guides and the revision of the FTC’s guidance on making effective 
disclosures on the Internet and other digital platforms. His recent projects have included social media 
marketing and native advertising. 
 

KELLIE B. COMBS is a partner in the Life Sciences group at Ropes & Gray LLP, 
where she provides legal and strategic advice to pharmaceutical, biotechnology, 
and medical device manufacturers on a broad range of issues under the Food, 
Drug, and Cosmetic Act and the Public Health Service Act. She serves as co-
counsel to the Medical Information Working Group, has represented Pacira in its 
litigation against FDA, and has extensive experience handling matters implicating 
FDA promotional rules and the First Amendment. Kellie also routinely advises 
clients on lifecycle management, regulation of clinical research, and post-
approval compliance. In addition, she conducts regulatory due diligence in 
connection with transactions involving life sciences clients and advises on 
government investigations of FDA-regulated companies. 
 

 
DALE COOKE is the President of PhillyCooke Consulting, Dale is also the 
President of FDA Ad Law, which provides legal counsel to clients marketing 
FDA-regulated products. He has worked with more than 50 pharmaceutical 
and medical device clients and more than 25 advertising agencies around 
the world. His insights have been featured in Politico, The Pink Sheet, Stat 
News, Law360, and other publications. Dale is an active member of the 
Regulatory Affairs Professionals Society (RAPS), Drug Information 
Association (DIA), Food and Drug Law Institute (FDLI), the Alliance for a 
Stronger FDA, the Digital Health Coalition, and the Google Health Advisory 
Board. Dale teaches in the Temple University School of Pharmacy RAQA 

program and Drexel University’s Kline School of Law. Dale is the author of Effective Review and Approval 



of Digital Promotional Tactics, which is now in its second edition in FDLI’s Topics in Food and Drug Law 
series. He is regularly invited to speak at industry conferences on topics including FDA enforcement trends, 
best practices for review processes, global review practices, and life sciences use of social media. Dale 
earned his BA in Philosophy from Southern Methodist University, an MA in Philosophy from the University 
of Arizona, studied Epidemiology and Biostatistics at Drexel University’s School of Public Health, received 
a graduate certificate in Healthcare Compliance from Seton Hall University’s School of Law, and his JD at 
Drexel University’s Kline School of Law. 
 

KATHRYN DENNEHY is a veterinary medical officer at the FDA Center of 
Veterinary Medicine. She works in the Division of Pharmacovigilance and 
Surveillance and is responsible for monitoring the safety and 
effectiveness of animal drugs after they are marketed as well as 
promotion and advertising of animal drugs. Prior to joining the FDA, Dr. 
Dennehy worked as a small animal associate veterinarian in private 
practice in Northern Virginia. She received her BS from The College of 
William and Mary, and her DVM from the Virginia-Maryland College of 
Veterinary Medicine. 
 
 
 

 
GUS EYLER is Director of the Department of Justice’s Consumer 
Protection Branch. In his role, Mr. Eyler supervises criminal and civil 
litigation throughout the country to enforce consumer protection 
statutes, including the Food, Drug, and Cosmetic Act and the Federal 
Trade Commission Act. Mr. Eyler previously served as a counselor to the 
Attorney General and as a prosecutor in the Criminal Division’s Fraud 
Section and the U.S. Attorney’s Office for the District of Maryland. 
Before joining the Department of Justice, he worked at an international 
law firm, as a Senate counsel, and as a law clerk. He is a graduate of 
Princeton University and Yale Law School. 
 
 
 
 

 
KYLE Y. FAGET is a partner with Foley & Lardner LLP. She is a member of 
the firm’s Government & Public Policy Practice. Her practice focuses on 
advising clients regarding regulatory and compliance matters involving 
the Food, Drug & Cosmetic Act, the False Claims Act, the Anti-Kickback 
Statute, the AdvaMed Code, and the PhRMA Code. She has extensive 
experience in health law, life sciences, and a range of Food and Drug 
Administration (FDA) corporate and regulatory areas within the medical 
device and pharmaceutical industry. Additionally, she has provided 
clients with strategic and tactical advice regarding government and 
internal investigations. Her experience includes operationalizing and 
monitoring compliance with Corporate Integrity Agreements and 

Deferred Prosecution Agreements and managing Independent Review Organizations. Prior to joining the 



firm, Ms. Faget held several in-house positions. She has experience in all health care regulatory and 
compliance matters, including medical affairs, sales, marketing and promotion issues, health care provider 
grants and charitable donations, and health care professional research grants. She also has extensive 
experience drafting and negotiating agreements commonly utilized in the life science industry, including 
health care professional consulting agreements, informed consents, pre-clinical and investigator-initiated 
and sponsor-initiated clinical trial agreements. 

 
VIRGINIA FOLEY joined Opus Regulatory, Inc. as a Principal Consultant in 
June 2017, focused on Advertising and Promotion review. Before joining 
Opus, her career spanned positions of increasing regulatory 
responsibility at a variety of pharmaceutical and biotechnology 
companies across the U.S. Immediately prior to Opus, she worked at 
Gilead Sciences as the Therapeutic Area Head of Liver Diseases, 
responsible for the Hepatitis C franchise product launches.  
 
 
 
 
 
MARK GAYDOS is Vice President and Global Head of Advertising, 
Promotion & Labeling within Sanofi's Global Regulatory Affairs 
organization, with responsibility spanning the General Medicine, 
Specialty Care, and Vaccine portfolios. In this role, Mark is accountable 
for regulatory leadership and strategy in developing competitive 
labeling, supporting impactful product promotion and, critically, 
maintaining strict regulatory compliance in the interest of promoting 
and protecting patient health. During more than 17 years at Sanofi, 
Mark has held leadership roles across numerous therapeutic areas, 
including responsibility for regulatory strategies across the product 
lifecycle. Prior to joining Sanofi, Mark held positions of increasing 
responsibility with Pfizer, Amgen, Block Drug Co. (now GSK Consumer), 
Whitehall-Robins Healthcare (now Pfizer Consumer), and Biocraft 
Laboratories (now Teva). Mark has more than 27 years of 
pharmaceutical industry experience that includes development of 

regulatory strategies in the areas of advertising and promotion, labeling, product development and 
maintenance activities. His professional experience includes effective interactions with the U.S. Food & 
Drug Administration and non-U.S. health authorities in these areas. 

 
BRYANT M. GODFREY is a partner in the Washington, D.C. office of 
Foley Hoag and is Co-Chair of the firm’s Healthcare and Life Sciences 
and FDA Practice Groups. He advises FDA-regulated companies on a 
broad range of FDA regulatory, policy, compliance, enforcement, and 
strategic matters. His experience encompasses a wide range of issues 
relating to advertising and promotion, labeling, scientific exchange, 
investigations of off-label marketing, product jurisdiction, medical 
product development and approval/clearance, post-marketing 

commitments and requirements, Current Good Manufacturing Practices (CGMPs), drug supply chain 
issues, medical device reporting, FDA warning letters and responses, dispute resolution, FDA inspections, 



recalls, administrative detention, import alerts and refusals, combination products, digital health, food 
and dietary supplements, tobacco products, and cannabis-derived products. Mr. Godfrey served in several 
senior regulatory and policy positions at FDA, including as Senior Lead Regulatory Counsel for FDA’s Office 
of Prescription Drug Promotion and Senior Counsel/Special Assistant to the Principal Deputy 
Commissioner. 

 
KELLY F. GOLDBERG is Vice President, Law and Senior Counsel for 
Biopharmaceutical Regulation at Pharmaceutical Research and 
Manufacturers of America (PhRMA). Ms. Goldberg joined PhRMA in 
2017. Since then, Ms. Goldberg has led the legal function for the U.S. 
Food and Drug Administration (FDA) and related regulatory law issues, 
providing primary legal support on all manner of FDA and related 
legislative, regulatory, advocacy, and policy issues. Recently, Ms. 
Goldberg served as the biopharmaceutical industry legal negotiator for 

The Prescription Drug User Fee Act VII and oversaw PhRMA’s legal support for the Biosimilar User Fee 
Amendments III negotiations. Prior to joining PhRMA, Ms. Goldberg spent over a decade at Pfizer in 
Regulatory Law. Ms. Goldberg was an associate in the Food and Drug practice group at Covington & Burling 
before joining Pfizer. She earned her JD, cum laude, from the University of Pennsylvania Law School and 
clerked for the Honorable Joseph E. Irenas on the United States District Court for the District of New Jersey. 
She is a member of the bar in New York and the District of Columbia. Ms. Goldberg received her Bachelor 
of Arts in History from the University of Virginia. 
 

CATHERINE B. GRAY Catherine Gray leads the Office of Prescription Drug 
Promotion (OPDP) at the FDA. Her diverse team of professionals focuses on the 
challenging and evolving policy and operational issues pertaining to the 
promotion of prescription drugs. She oversees policy development, social 
science research, regulatory counseling, compliance activities, labeling 
development, stakeholder engagement, and operational support to the office 
as it realizes its mission to protect the public health. She previously worked in 
clinical pharmacy and the pharmaceutical industry. Dr. Gray’s education 
includes a BS from the University of Notre Dame, a Doctor of Pharmacy from 
Campbell University, and fellowships through Rutgers University and the 
Partnership for Public Service. 
 

 
MATTHEW HEGRENESS is a lawyer with a PhD in biology. He provides 
regulatory counsel to food, dietary supplement, and pharmaceutical 
clients as they develop new products, ingredients, treatments, and 
claims. He represents clients before the US FDA and other federal 
agencies. Recently, his work has focused on gene therapies, cellular 
therapies, responses to COVID-19, and the safety and status of 
ingredients for food and dietary supplements. He also has extensive 
experience with the appropriate phrasing and substantiation of labeling 
and advertising claims for food and pharmaceuticals. 
 
 
 



COLLEEN M. HEISEY is a Life Sciences Partner in Jones Day’s Washington 
office. Colleen helps clients understand and navigate the regulatory 
paradigms related to FDA-regulated therapeutic products, deploying 
her skills in traditional regulatory and compliance counseling as well as 
in transactions and litigation. Colleen graduated with honors from The 
George Washington University Law School, and leverages her other 
degrees in practice (BS in Biology with dual minors in Chemistry and 
Environmental Science, Lycoming College; MPH, Johns Hopkins 
University). She is admitted to practice in California and DC, and before 
the U.S. District Court for DC and the U.S. Supreme Court. 
 
 

 
MELISSA HOFFMAN is VP, Regulatory Counsel at Edwards Lifesciences. 
She serves as Lead Counsel to the Transcatheter Mitral and Tricuspid 
Therapies (TMTT) business, which recently announced the U.S. 
approval of its transcatheter mitral repair device, the PASCAL Precision 
system. Melissa sits on the business leadership team for TMTT and 
manages a broad range of legal issues for the business, with a primary 
focus on regulatory legal issues.  Prior to Edwards, Melissa served as 
regulatory and commercial counsel at Johnson & Johnson and Abbott 
Laboratories, supporting ophthalmic devices at both companies.  Prior 
to that, Melissa was a corporate and securities attorney in private 
practice in Southern California. Melissa holds a JD from Notre Dame 

Law School and BAs in Business-Economics and Psychology from UCLA. 
 
KRISTIN M. KAPLAN is of counsel at Shook, Hardy & Bacon LLP. She is a 
recognized leader in FDA regulatory practice with extensive experience 
working in the tobacco, animal health, pharmaceutical and medical 
device and food industries. She provides critical leadership—legal 
insights, advice and recommendations—to clients on sensitive and 
controversial regulatory topics affecting their products. Kristin counsels 
on the approval, marketing and defense of FDA-regulated products and 
guides clients on their responses to actions taken by regulatory 
agencies. She also negotiates with regulatory agencies on behalf of 
clients, and assists clients in creating and implementing best practices. 
She advises her clients on proactive steps to avoid litigation and to 
implement risk mitigation recommendations. Before joining Shook, 
Kristin was the deputy general counsel in charge of global regulatory 

legal support and litigation at a global animal health company. She also worked for more than eight years 
as associate chief counsel for FDA, advising the agency on sensitive, controversial and precedent-setting 
matters, including the approval of novel drug applications. She also developed, reviewed, and evaluated 
various legal and regulatory documents while at FDA. She uses her insider’s knowledge of the U.S. 
government regulatory environment to clients’ advantage in their legal matters. 
 
 
 



JAE KIM is an associate in DLA Piper's FDA Regulatory Group, and advises 
clients in the life sciences, food and beverage, hemp and CBD, and consumer 
products industries. Jae provides regulatory compliance and risk 
management advice to companies with products and operations subject to 
regulation by FDA, USDA, TTB, DEA, and FTC, as well as state regulatory 
authorities. Her broad regulatory practice encompasses medical devices, 
drugs (prescription and OTC), dietary supplements, food and beverage, 
alcohol, hemp and CBD products, tobacco/ENDS, and cosmetics. As part of 
her regulatory practice, she regularly counsels clients on regulatory issues 
that arise throughout the product life cycle, including product development 
and approval strategy, current good manufacturing practices (cGMPs), state 
and federal licensing and registration, labeling, advertising and promotion, 

inspections, agreements pertaining to quality and regulatory issues, recall management, and regulatory 
enforcement actions. Jae has extensive experience in conducting regulatory due diligence on behalf of 
companies seeking to acquire or invest in companies with a portfolio of regulated products. She also has 
experience in providing strategic regulatory advice and counseling for companies facing internal 
investigations, litigation, and arbitrations. Jae serves on the Philadelphia office's Diversity & Inclusion 
Committee, and is the co-manager of Cultivate, a DLA Piper blog focused on the hemp and CBD industry. 
She is also actively involved in the regulatory community, and serves on the Food and Drug Law Institute 
(FDLI)'s Cannabis Products Committee, as well as the Membership Committee of Women in Bio - 
Philadelphia Metro chapter. 
 

COLEEN E. KLASMEIER is a partner at Sidley Austin, LLP, where she leads the 
firm’s Food, Drug and Medical Device Regulatory practice within the global 
Life Sciences team, managing matters on behalf of leading 
biopharmaceutical, medical technology, and food and consumer product 
companies. Since joining Sidley from the Office of the Chief Counsel at the 
Food and Drug Administration in 2005, Coleen has concentrated her practice 
on FDA litigation and dispute resolution, and on regulatory strategy and risk 
management. She has been deeply involved as FDA regulatory counsel in 
defending numerous off-label marketing investigations, as well as in a wide 
variety of product liability, consumer fraud, Hatch-Waxman, criminal, and 
appellate matters on behalf of life sciences industry clients. Coleen has 
testified before Congress on manufacturer communication issues and related 
constitutional considerations. 

 
MICHAEL S. LABSON is Co-Chair of the Global Life Sciences practice and 
a Partner in the Food, Drug, and Device group of Covington & Burling.  
He is based in the firm's Washington, DC office.  He advises 
pharmaceutical and biotechnology companies on a wide range of FDA 
and healthcare compliance matters. 
 
 
 

 
 
 



DARA KATCHER LEVY is Director at Hyman, Phelps & McNamara, PC 
where she helps pharmaceutical and medical device companies on a 
wide range of issues relating to product communications and marketing. 
Dara assists clients with products in all stages of development to design 
engaging communications compliant with FDA legal and regulatory 
requirements. In the pre-marketing stage, Dara works with companies 
to strategically communicate with investors, potential marketing 
partners, and the scientific community, as well as implement effective 
disease awareness initiatives. At launch and in the post-marketing 
stage/environment, Dara works closely with corporate communications 
and marketing departments to help achieve their goals. Dara serves as 

the legal reviewer on promotional review committees for branded products. Clients range from small start-
ups to global Fortune 500 companies. Dara has assisted on products ranging from orphan drugs to 
blockbuster pharmaceuticals, providing key support for successful launch campaigns, new marketing 
initiatives, social media and digital tactics, television advertisements, and traditional healthcare 
professional and direct-to-consumer materials. Dara also conducts company training programs on 
implementing effective promotional review procedures. 

 
MARK CARLISLE LEVY is a partner with the Philadelphia Office of Eckert 
Seamans Cherin & Mellott, LLC. He is a member of the Litigation 
Department, and a Co-Chair of the firm’s Life Sciences, Mass Tort and 
White Collar Defense Practice Groups. Mr. Levy represents prescription 
product companies including medical device manufacturers, cosmetic 
companies, supplement manufacturers, and athletic performance 
retailers, and counsels them in managing the risks associated with 
products liability and regulatory compliance including counseling on 
sales and marketing activities. He has successfully represented 
pharmaceutical, medical device, cosmetic and food and beverage 
companies in multi-jurisdictional litigation and conducted numerous 

internal investigations in response to enforcement issues including those arising from FDA inspections, 
warning letters and related subpoenas as well as FDA/FTC enforcement actions involving advertising and 
promotion. Mr. Levy is an editor of the Eckert Seamans Artificial Intelligence Blog and has authored 
numerous blogs on AI and healthcare. He is also involved in counseling athletic apparel companies on AI 
related matters, including wearable technology. Mr. Levy is the author of two Compliance Training 
Handbooks for Medical Device Sales Representatives and has published numerous articles, papers, and 
chapters in several books on product liability and government enforcement including Inside the Minds—
Working with Government Agencies in Food and Drug Law (Aspatore) and is the editor and an author of 
The Food & Drug Institute’s “Off-Label Communications: A Guide to Sales & Marketing Compliance”. He 
graduated from Wesleyan University and from Villanova Law School, where he was the Managing Editor of 
the Law Review. He also served as a federal law clerk to the Honorable Judge James T. Giles (ED. PA). 
 
 
 
 
 
 
 



RITA LIVADAS is currently Director of Public Affairs for the Life Sciences 
segment at BD. Previously, Dr. Livadas was a Senior Policy Advisor to U.S. 
Senator Michael Bennet (D-CO) where she was responsible for 
developing policies pertaining to federal health programs and regulatory 
authorities. In addition, she advanced Senator Bennet’s health initiatives 
in a range of areas from diagnostics to digital health services and 
solutions to appropriate use of real-world evidence. Dr. Livadas holds a 
Doctorate in Pharmacy as well as a Masters in Public Health and serves 
as adjunct faculty at the Virginia Commonwealth University (VCU) School 
of Pharmacy. Prior to her service on Capitol Hill, Dr. Livadas worked in 

pharmacy administration at Allegheny Health Network (AHN)/Highmark Health and pharmacy operations 
at the Robert Wood Johnson University Hospital. 
 

MARKHAM C. LUKE serves as FDA Supervisory Physician (Dermatology) 
and Director of the Division of Therapeutic Performance (DTP1) in the 
Office of Research and Standards, Office of Generic Drugs at FDA. 
Markham has been at FDA since 1998 serving various roles, including as 
the Lead Medical Officer for dermatology drugs in the Office of New 
Drugs at CDER, Chief Medical Officer and Deputy Director for the Office 
of Device Evaluation in CDRH, and as Acting Director for Cosmetics in 
CFSAN. Markham has an MD degree and a PhD in Pharmacology from 
Johns Hopkins University, internal medicine training at Johns Hopkins 
Bayview Medical Center, and dermatology residency and fellowship at 
Washington University, St. Louis, MO and at NCI/NIH, Bethesda, MD. 

Markham is an Associate Professor in Dermatology at the Uniformed Services University of the Health 
Sciences, in Bethesda, MD. Markham has research interests in dermato-pharmacology, clinical 
pharmacology, health care economics (including access and outcomes assessments), product innovation 
and design – especially for combination drug-device products, clinical study design and endpoints 
assessment (including patient-reported outcomes) for medical, surgical, and aesthetic products and serves 
as consultant dermatologist to various parts of FDA. 
 

PHILOMENA McARTHUR has diversified business experience in the 
health care industry with expertise in health care fraud & abuse and FDA 
regulatory matters. She is currently Senior Counsel Regulatory Law at 
Johnson & Johnson, where she collaborates with her clients in the 
pharmaceutical sector to develop appropriate and compliant strategies 
for various activities including sales & marketing, product advertising & 
promotion, interactions with providers, payors and other stakeholders. 
She joined Johnson & Johnson in 2003 and has held various positions, 
including Global Vice President, Health Care Compliance Policy, Training 
& Communication; and Senior Director Regulatory Advertising & 
Promotion.  Philomena holds a Bachelor of Arts in biology from Bucknell 
University; and a Juris Doctoris cum laude from Seton Hall University 

School of Law. 
 
 
 



FRED MEDICK is Assistant General Counsel at Genentech, where he 
oversees legal support for Personalized Healthcare and Digital Health in 
the U.S. Previously Fred was Senior Counsel at Amgen, where he was a 
Practice Group Lead and served as lead counsel to Amgen's cell therapy 
program. Before joining Amgen, Fred was a Trial Attorney in the 
Healthcare Fraud Unit in the U.S. Department of Justice’s Criminal 
Division, where he focused on corporate investigations of life sciences 
companies. Fred clerked on the U.S. Court of Appeals for the Fifth Circuit 
and the U.S. District Court for the Central District of California. He 
graduated cum laude from Harvard Law School where he was a Heyman 
Fellow and Executive Editor of the Civil Rights-Civil Liberties Law Review, 
and he received his BA from Stanford University. 

 
ALAN G. MINSK is a partner and leader of the Food and Drug Practice 
Team at Arnall Golden Gregory LLP. Alan is licensed to practice in Georgia 
and Washington, D.C. He works out of AGG’s Atlanta and Washington 
offices. Alan is recognized by Chambers USA America’s Leading Lawyers 
for Life Sciences, Regulatory/Compliance and has been selected for 
inclusion in the International Who’s Who of Life Sciences Lawyers from 
2013 – 2021. He serves as general counsel of The Sharing Alliance Inc. 
Alan focuses his practice on advising pharmaceutical, biologic, medical 
device, cosmetic, and food (including dietary supplements and medical 
foods) companies on all legal and regulatory matters relating to the US 
Food and Drug Administration. He counsels on the following areas: 
clinical trial issues, communications with the FDA during the review 
process, imports and exports, regulatory strategy including 505(b)(2) 
new drug applications, orphan drug designation, Fast Track and 

Breakthrough Therapy designations, combination product determinations, market exclusivity, premarket 
notification (510(k)) submissions, premarket approval applications, and pre-approval discussions. In 
addition, Alan works with life science companies and venture capital firms on regulatory diligence matters 
involving acquisitions, divestitures, regulatory opinion letters, co-promotions, and licensing agreements. 
He also drafts and reviews agreements relating to clinical trials, quality, and contract manufacturing. He 
conducts in-house training on FDA and fraud and abuse topics. He currently serves on a number of editorial 
boards for professional publications, including the Food and Law Drug Institute’s Food and Drug Law 
Journal. 
 

ELIZABETH MULKEY is a senior associate in Goodwin’s Technology and 
Life Sciences groups and a member of the firm’s FDA regulatory practice. 
She counsels pharmaceutical, biologic, medical device, digital health, 
and consumer product companies on FDA regulatory compliance issues, 
including advertising, promotion and labeling review, drafting and 
review of standard operating procedures, drug and device development 
issues, interactions with FDA, internal corporate investigations, and 
responding to FDA inspection observations and enforcement actions. 
Ms. Mulkey also advises FDA-regulated entities in corporate 
transactions, offerings, and licensing matters. 
 



SONIA W. NATH is a partner in the litigation and healthcare, life science, 
and FDA regulatory groups at Cooley LLP. Before joining Cooley, Sonia 
served for nearly a dozen years in the FDA's Office of the Chief Counsel 
(OCC), handling litigation matters for the agency across the gamut of 
FDA-regulated products, including pharmaceuticals, medical devices, 
conventional foods, dietary supplements, OTC drugs, animal drugs, 
tobacco, and biologics. Sonia handled civil enforcement actions and 
defensive matters for her first eight years in OCC. During her last four 
years in the office, she also handled criminal prosecutions involving a 
wide variety of FDA-regulated products in her appointed role as Special 
Assistant United States Attorney (SAUSA) with the U.S. Attorney’s Office 

in the Central District of California. In 2018, Sonia received the Award of Merit, the agency's highest award, 
for her dedication to the agency's mission through enforcement activities. 
 

KARL NOBERT focuses his practice in FDA Regulatory law, representing 
U.S. and international clients in the food and drug industries with regard 
to pharmaceuticals and OTC drugs, biologics, medical devices, food and 
beverages including dairy products, cosmetics, vitamins and dietary 
supplements, and veterinary products. He has particular experience in 
the areas of prescription drugs and regenerative medicine, and has 
counseled numerous clients seeking FDA approval for Rx drugs and 
cellular-based products to treat both humans and animals. 

 
WAYNE L. PINES, president of healthcare at APCO Worldwide, provides 
strategic counsel to companies and organizations facing FDA-related 
media, legislative, and regulatory or marketing challenges. He has 
published extensively on promotional regulatory issues and serves on 
several company promotional review committees. Mr. Pines served ten 
years at the FDA, including as Chief of Consumer Education and 
Information, Chief of Press Relations and Associate Commissioner for 
Public Affairs. He was the Chief Media spokesman for the FDA for seven 
years and was the founding editor of FDA Consumer magazine. He has 
authored or edited more than a dozen books about FDA regulatory 
processes and the regulation of medical communications. His latest co-

edited book, published by FDLI, is “How FDA Really Works: Insights from the Experts.” Mr. Pines is former 
chairman of the board of the MedStar Health Research Institute; co-founder and former president of the 
Alliance for a Stronger FDA; former director of the FDA Alumni Association; a member of the Public Health 
Service’s first Task Force on AIDS Education; Executive Vice President of a large, international public 
relations agency; and chairman of a healthcare market research firm. He is a member of the Executive 
Committee of the Regional Board of the Anti-Defamation League. 
 
 
 
 
 
 
 



RAQIYYAH R. PIPPINS co-leads the Consumer Products Practice Group 
and the Consumer Products & Retail Industry Team at Arnold & Porter 
LLP. She has extensive experience representing companies that are 
engaged in the development, marketing, import, and export of 
consumer products, including FDA-regulated consumer products, 
apparel, appliances, and devices. Ms. Pippins focuses her practice in the 
areas of FDA's regulation of food, dietary supplement, cosmetic, drug 
and medical-device products sold directly to consumers as well as FTC 
and state regulation of the marketing and sale of consumer 

products. She collaboratively partners with litigation teams to defend clients against consumer litigation 
demands alleging unfair and deceptive advertising practices. She also routinely represents consumer 
product companies in advertising challenges before the National Advertising Division (NAD) of the Better 
Business Bureau National Programs and defends companies in investigations conducted by FDA, FTC, and 
state agencies regarding product marketing practices. Ms. Pippins has particular experience assisting 
companies develop promotional strategies that account for the federal and state regulations governing 
direct-to-consumer product promotion. Her experience includes advising consumer product companies on 
relevant federal and state laws and regulations governing health-related, performance, and sourcing claims 
(e.g., natural, organic, and green claims) for apparel, conventional food, dietary supplements, cosmetics, 
and devices; assisting FDA-regulated companies with product development, monograph compliance, and 
Rx-to-OTC switches; and counseling companies regarding the development of clinical and sensory studies 
intended to substantiate advertising claims. She is a trusted advisor of trade organizations supporting 
manufacturers of FDA-regulated products regarding FTC and state standards that also impact the risk 
profile for companies' product portfolios, and is regularly invited to work directly with clients' marketing 
and research and development teams to help identify marketing strategies that are consistent with the 
desired risk threshold for the company. 

 
ARUN G. RAO has served as the Deputy Assistant Attorney General for 
the Consumer Protection Branch since May 2021. In that capacity, he 
leads Department of Justice efforts to enforce laws that protect 
Americans’ health, safety, economic security, and identity integrity 
through both criminal and affirmative civil enforcement cases across 
the country. Arun also supervises defense of the Food and Drug 
Administration and other federal consumer protection agencies in 
district court litigation. Arun previously served as the President of 
Investigative Group International, Inc. (IGI) and Principal of The Lenzner 
Firm, P.C., where he directed due diligence and corporate internal 
investigations and advised clients on crisis and risk management. From 
2015 to 2017, he served as Chief of the Southern Division of the U.S. 
Attorney’s Office for the District of Maryland. Arun also was a Deputy 
Associate Counsel in the Office of the White House Counsel from 2012 

to 2013. Arun initially joined the Department of Justice in 2007 as an Assistant U.S. Attorney in the U.S. 
Attorney’s Office for the Western District of Tennessee. Before that, he worked as an Assistant District 
Attorney in the New York County District Attorney’s Office and an associate at Cravath, Swaine & Moore 
LLP in New York, New York.  He is a graduate of New York University School of Law and clerked for the 
Honorable Julia Smith Gibbons of the U.S. Court of Appeals for the Sixth Circuit. 
 
 



KINSEY S. REAGAN is a partner in the Washington, DC law firm of 
Kleinfeld, Kaplan & Becker, LLP. After serving in the Office of the 
General Counsel in the U.S. Department of Health and Human Services, 
Mr. Reagan joined the firm in 1981. He specializes in pharmaceutical 
regulation (e.g., drug marketing approval and enforcement policies, 
drug advertising and promotion, controlled substances, drug 
manufacturing regulations); medical device regulation (e.g., Quality 
System requirements, combination products, in vitro diagnostics, 
medical device recalls); and food and beverage production, labeling, 
and promotion (e.g., food safety, organic labeling, agricultural 
products). He has a specialty in veterinary drug regulation, assisting 
companies seeking FDA or USDA approval of animal drugs and biologics, 
and advising veterinary drug manufacturers on product labeling and 
promotion. He also represents pharmaceutical and medical device 

clients on health care financing, price reporting, and fraud and abuse issues. Mr. Reagan received his BS, 
cum laude, from Rensselaer Polytechnic Institute and his JD, cum laude, from Harvard Law School. 

 
KATIE ROGERS is special counsel at Kelley Drye & Warren where she 
focuses her practice on regulatory counseling and compliance, 
including in the areas of advertising and consumer protection, FDA-
regulated products, privacy, and consumer product safety. She 
routinely helps companies navigate complex and technical federal and 
state laws and regulations relating to the safety of food, drugs, and 
dietary supplements. Katie also advises companies on environmental 
benefit claims and consumer product safety issues. She also has more 
than two years of experience working in house seconded at a Fortune 
500 major software technology company handling privacy, marketing, 
and promotions matters. Katie represents companies in FTC, NAD, and 
competitor challenges against advertising in all types of media. 
 
 
 

 
KRYSTEN ROSEN MOLLER is a partner at Covington & Burling LLP, based 
in Washington, D.C. Krysten focuses her practice on representing clients 
in internal investigations, government investigations, and follow-on 
litigation, with an emphasis on serving clients in the life sciences and 
healthcare industries.  Krysten assists companies with complex internal 
and government investigations covering a broad range of issues, 
including fraud and abuse, advertising and promotion, and bribery and 
corruption.  Krysten’s complementary litigation practice focuses on 
defending life sciences and healthcare companies in related litigation, 
including cases arising under the False Claims Act and other follow-on 
litigation arising from government investigations. Krysten also counsels 
clients on compliance matters. She regularly represents companies 

negotiating HHS OIG Corporate Integrity Agreements (CIAs) and advises companies on implementing and 
operating under CIAs. 
 



ALEXANDER ROUSSANOV, a former senior legal adviser in the Legal 
Department of the European Medicines Agency (EMA), focuses his 
practice on a broad range of issues related to the life-cycle of medicinal 
products and medical devices. His experience includes product 
classification, authorization and conduct of clinical trials for medicinal 
products and clinical investigations for medical devices, marketing 
authorization for medicinal products and CE marking of medical 
devices, pharmacovigilance and device vigilance, marketing and 
promotion activities, privacy and data protection counseling, and 
interactions with health care professionals. He is well-versed in certain 
EMA-specific regulations, including those surrounding advanced 
therapy medicinal products, marketing authorization procedures, 
referral procedures, GxP inspections, and the Agency's freedom of 

information policy and clinical data transparency. In addition, he has represented the EMA in litigation in 
the Court of Justice of the European Union. Mr. Roussanov advises clients on the form and terms of various 
types of agreements important for the efficient conduct of research activities including clinical study 
agreements, sponsor's representative agreements, registry agreements and CRO agreements. He also has 
experience in internal investigations, audits and regulatory due-diligence projects. He has extensive 
practical experience counseling organizations on data security and privacy matters. Mr. Roussanov has 
assisted clients with compliance requirements of Regulation (EU) 2016/679 (GDPR). He advises on many 
aspects of the GDPR that are of particular importance in the Life Sciences sector. These include the 
collection and processing of patients' personal health data and genetic data, transfer of personal health 
data outside the EU, and the territorial scope of the GDPR. 
 

MARC J. SCHEINESON is a partner in the Washington, DC office of 
Alston & Bird. He heads the firm’s food and drug law practice. He has 
practiced food and drug law, health care law, and administrative law for 
over 30 years in national law firms and at the Food and Drug 
Administration (FDA). His practice focuses on determining the 
“regulatory course of least resistance” to market medical products, and 
assisting clients with legal and regulatory issues, drug and medical 
device applications, marketing, compliance, and enforcement matters. 
He also represents small businesses engaged in tobacco and e-product 

manufacture and sale. Mr. Scheineson provides legal, regulatory, and legislative counsel to a variety of 
marketers, research institutions, professional associations, and manufacturers of pharmaceutical and 
biological drug products, medical devices, cosmetics, dietary supplements, tobacco and traditional foods. 
He is a frequent speaker in industry forums. He is also experienced with the application of the Office of 
Inspector General (OIG) anti-kickback statute, HIPAA privacy rules, clinical trial regulation, human 
research protection, scientific misconduct, technology transfer and licensing, advertising and promotion 
law, and advises on the FDA regulatory aspects of health care transactions. He previously served as 
Associate Commissioner for Legislative Affairs at FDA. He received his BA and JD from the University of 
Cincinnati and its College of Law, and his LLM from the Georgetown University Law Center. 
 
 
 
 
 



NATHAN C. SHEERS is an FDA Regulatory and Enforcement partner at Paul 
Hastings, based in the firm’s Washington D.C. office. Mr. Sheers concentrates 
his FDA practice on civil, criminal, and regulatory matters. He has led numerous 
internal corporate investigations involving allegations of FDA violations by 
global companies in the pharmaceutical, biotech, and medtech industries, 
including recombinant and gene therapy technologies. Mr. Sheers has defended 
clients in related civil and criminal proceedings, including grand jury inquiries, 
whistleblower lawsuits, and employment matters. Mr. Sheers’ practice also 
supports products throughout their regulatory lifecycles, including product 
development, clinical practice, product manufacturing, and post-marketing 

reporting requirements, including field alert reports, medical device tracing, adverse event reports; and 
product removals, including recalls. Mr. Sheers helps clients prepare for FDA submissions and related 
meetings, routine and for cause inspections, FDA observations and enforcement action responses, and 
Regulatory Meetings. Mr. Sheers also regularly counsels clients on effective oversight and compliance 
systems, the identification of regulatory risk, and proactive steps for mitigating risk. 

 
COLLIN STABLER is a senior associate at Exponent. Dr. Stabler's expertise is 
medical device and drug delivery platform development for implantable 
cardiovascular devices, pulmonary therapies, and tissue engineered medical 
products. His experience includes design evaluation and mechanical behavior 
of nitinol-based cardiovascular implants functional evaluation of balloon 
catheters and expandable stents, 3D-printing for biomedical purposes tissue 
engineering and regenerative medicine, bioreactor design, in vivo disease 
modeling, and ex vivo microphysiologic assay development. Dr. Stabler is 
proficient in mechanical testing of medical devices and biomaterials, 
histological analyses, cell and molecular biology techniques, and has extensive 

experience working with animal models for disease and regeneration studies, as well as a multitude of 
microscopy and dry lab techniques. As a data scientist, he has expertise in handling large datasets, market 
and strategic analysis, and data visualization tools. Dr. Stabler’s research has included the development 
of methods for manufacturing bioengineered lungs, bioreactor design for stem cell culture, disease 
modeling of acute respiratory distress syndrome and pulmonary fibrosis, and tissue engineering of lung, 
tracheal, and bone tissues. Dr. Stabler's experience provides him with the necessary skill sets for solving 
complex technical problems in the pharmaceutical and medical device industries, enabling companies to 
address patient needs more effectively and efficiently. Dr. Stabler has published a number of papers in 
the field of tissue engineering and regenerative medicine, and his research contributed to the founding of 
a medical device startup company.  
 

LISA L. STOCKBRIDGE has been a reviewer in FDA for over 30 years, and she has 
been Chief of the Advertising and Promotional Labeling Branch (APLB) for the 
Center for Biologics Evaluation and Research’s Office of Compliance and Biologics 
Quality (CBER/OCBQ) since 2010. CBER’s APLB is responsible for reviewing 
product labeling and promotional material. Dr. Stockbridge is a recognized 
subject matter expert in labeling in FDA; serving on many workgroups, taskforces, 
and special projects. She is best known for her role in the implementation of 
Structured Product Labeling across the Agency, providing electronic 
pharmaceutical labeling to the healthcare community and the public via 
DailyMed. Dr. Stockbridge holds a BA in Biology and Psychology from 
Manhattanville College, and an MS and PhD in Medical Physiology from New York 



Medical College. Her postdoctoral experience includes a Research Associateship in Physiology at the 
University of Alberta- Edmonton and a Senior Staff Fellowship in Biophysics at NIH’s National Institute on 
Alcohol Abuse and Alcoholism. 
 

EVA TEMKIN is a partner in the King & Spalding US Food and Drug 
Administration (FDA) and Life Sciences practice where she provides 
strategic counsel to clients on a wide variety of FDA regulated products, 
ranging from biosimilars to cell and gene therapies and complex 
combination products. Temkin advises pharmaceutical and 
biotechnology companies at every stage of product development and 
life-cycle, from data generation to application submissions, exclusivity 
matters, and dispute resolution. Before joining King & Spalding, Eva 

acted as Director for Policy at the FDA’s Office of Therapeutic Biologics and Biosimilars, where she oversaw 
regulatory policy related to biosimilars and other therapeutic biologics. Additionally, as Associate Chief 
Counsel at the FDA’s Office of Chief Counsel, Eva provided strategic counseling to FDA’s biomedical 
product centers on a wide range of drug, biologic, and combination product issues. 

 
JULIA (JULIE) C. TIERNEY is the Chief of Staff of the FDA, overseeing the 
daily management of the agency and leading agency activities on major 
initiatives. In this role, she provides strategic direction to senior 
leadership to advance the FDA’s policy priorities and works closely with 
the leadership of all FDA product centers and field operations to 
support their implementation of agency policies. She also serves as the 
Acting Commissioner’s direct liaison to other executive agencies and 
organizations and engages across government on critical public health 
initiatives. Ms. Tierney also plays a key role in legislative engagement, 
communications, and stakeholder outreach. Most recently, Ms. Tierney 
was the Chief of Staff for FDA’s Center for Biologics Evaluation and 

Research (CBER). In that capacity, she served as the principal advisor to CBER Center Director Peter Marks 
and facilitated planning and implementation of CBER priorities. Ms. Tierney first joined CBER in early 2017 
as a Senior Policy Advisor for Strategic Planning and Legislation. From 2015 to 2016, Ms. Tierney was FDA’s 
detailee to the U.S. Senate Health, Education, Labor & Pensions (HELP) Committee as a Senior Health 
Policy Advisor. She joined the FDA in 2008, as an Associate Chief Counsel for Drugs in FDA’s Office of Chief 
Counsel, providing ongoing legal counsel to FDA leadership and program staff on drug and biologic-related 
legal issues. Prior to working at the FDA, Ms. Tierney practiced food and drug law at private law firms. She 
received her JD from Georgetown University Law Center and her undergraduate degree in Biology and 
History from Johns Hopkins University. 

 
ZHENG WANG is an attorney with BBB National Programs’ National 
Advertising Division. He joined the organization in 2020, and in his role, 
Mr. Wang resolves disputes over the truthfulness and accuracy of 
national advertising campaigns, writing and publishing detailed 
decisions that provide guidance and critical insights to the advertising 
industry. Prior to joining BBB National Programs, Mr. Wang worked at 
Debevoise & Plimpton LLP, where he focused on trademark and 

advertising litigation. He earned his BA from Johns Hopkins University and his JD from the University of 
Chicago Law School. 
 



MADISON WHEELER serves as EMMA International’s Director of 
Technical Operations. She has experience in technical writing, 
nonconforming product management, issue evaluations, and 
implementing corrective and preventative actions in the 
pharmaceuticals and medical device industries. She has experience 
cross-functionally between R&D, lean manufacturing operations, and 
RA compliance. Ms. Wheeler holds a Bachelor of Science in Biosystems 
Engineering with a concentration in Biomedical Engineering from 
Michigan State University. 
 
 
 
 
 
CAROLINA M. WIRTH provides regulatory and strategic counsel to 
companies involved in the development and marketing of 
pharmaceuticals, medical devices, cosmetics, dietary supplements, and 
animal drug products; and helps clients navigate the complex and ever-
changing landscape of FDA regulation. Having served as regulatory 
counsel in the Center for Drug Evaluation and Research’s ("CDER") 
Office of Regulatory Policy at the FDA, Carolina is uniquely positioned 
to help clients understand the inner workings of the administrative 
process. She works closely with domestic and international clients on 
compliance and regulatory concerns in the marketing, labeling, 
packaging, and advertising of prescription and over-the-counter drugs; 

biologics, HCT/Ps, medical devices, cosmetics, and animal products. She also serves as the legal 
representative for promotional review committees and routinely advises clients on issues related to the 
advertising and promotion of prescription drugs and medical devices, including review of brand 
promotional and non-promotional materials targeted to health care providers and patients; training 
materials, competitor issues, and compliance with Federal Trade Commission laws and regulations. 
 
DEBORAH A. WOLF is an attorney and regulatory counsel in the Office of Product Evaluation and Quality, 
and is currently on detail to the Regulations, Policy and Guidance staff. She advises CDRH staff, who 
address enforcement and other policy aspects related to device labeling and advertising regulation. She 
has worked in CDRH since 1995. 
 

ASHLEY A. ZBOROWSKY is a Principal Legal Counsel at Medtronic plc 
where she currently focuses her practice on a variety of medical device 
legal-regulatory matters, including advertising and promotion. Prior to 
joining Medtronic, she was an Associate Chief Counsel at the US Food 
and Drug Administration, Office of the Chief Counsel, where she 
focused primarily on the regulation of foods, dietary supplements, and 

veterinary products. During her seven-year tenure at FDA, she worked on a number of high-profile 
matters, most notably, advising and implementing key legal infrastructure for the regulation of 
agricultural biotechnology products. Ms. Zborowsky holds a joint JD/MPH from the University of 
Minnesota. 
 
 


