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INTRODUCTION

• Prevalence of obesity has reached epidemic proportions globally. It is 
estimated that more than 1 billion adults are overweight, of whom at 
least 300 million are clinically obese;

• During the past 20 years, there has been a dramatic increase in 
obesity in the United States affecting both children and adults.

NCHS, National Health and Nutrition Examination Survey, 2015–2016



3

INTRODUCTION
• Obesity is associated with comorbidities such as diabetes, hypertension, cardiovascular 

disease, respiratory failure, cancer etc.
•
• Major health and socioeconomic implications 

• Individuals with obesity (BMI >30 kg/m2) have been reported to have higher mortality rates as 
compared to non-obese

• Obese patients exhibit different physiology including changes in regional blood flow, and 
increases in cardiac output, fat mass, and lean mass all of which can significantly affect drug 
disposition

• These pathophysiological changes can lead to alterations in the pharmacokinetics (PK) 
and pharmacodynamics (PD) of drug products that, in turn, call for potential dosage 
regimen adjustments in both the adult and pediatric obese populations

Greenblatt DJ et al. JCP 2022,0:1-14
Ameer B et al. JCP 2018;58:S94-S107
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INTRODUCTION

Obesity is in the news!
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INTRODUCTION

• Obese patients are not routinely included in drug development 
programs

• There are no regulatory requirements at present to study obese 
population as a special population
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WORKSHOP GOALS
The goals of this workshop are:

(1) To review the implications of obesity on drug disposition in adult and pediatric 
patients

(2) Discuss:  
a. If adult and pediatric patients should be identified and studied as a specific patient 

population in new drug development programs

b. When it may be appropriate to include obese patients in drug development studies 
to develop specific dosing guidelines for this population 
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WORKSHOP AGENDA

• 8:25 am - 8:40 am Opening remarks 

• Robert M. Califf, M.D., 
Commissioner of Food and Drugs
Office of the Commissioner, FDA

• Morning session:
– Obesity as a public health problem;
– Approaches to specific patient 

populations in drug development;
– Use of modeling for drugs in obese 

patient populations;
– Case examples

• Afternoon session:
– Obesity in pediatric patient 

populations and drug development 
considerations

– Panel discussion

• Wrap up
– Dr. Issam Zineh, Director, Office 

of Clinical Pharmacology
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WORKSHOP PLANNING COMMITTEE
• FDA

– Althea Cuff, MS, Senior Regulatory Health Project Manager, CDER, OCP
– Varsha Mehta, Pharm.D., MS., Senior Staff Fellow, CDER, OCP
– Gilbert Burckart, Pharm.D, CDER, OCP
– Jaya Vaidyanathan, Ph.D., CDER, OCP
– Hao Zhu, Ph.D., CDER, OCP
– Amal Ayyoub, Ph.D., CDER. OCP
– Lauren Milligan, Staff Fellow, CDER, OCP

 Academia/Industry
 Daniel Gonzalez, Pharm.D., Ph.D., UNC
 J Gobburu, Ph.D., University of MD
 Jan Schlender, Ph.D., Bayer

• M-CERSI
– James Polli, MD co-Director, jpolli@rx.umaryland.edu
– Contact information: https://cersi.umd.edu/contact
– Learn more about the Center at:  https://cersi.umd.edu/

mailto:jpolli@rx.umaryland.edu
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