
A Practical Guide to 
FDA’s Food and Drug 
Law and Regulation 
Sixth Edition
Edited by Kenneth R. Piña and Wayne L. Pines

FOOD AND DRUG LAW INSTITUTE
1155 15th Street NW, Suite 910
Washington, DC 20005
p: 202-371-1420
fdli.org
info@fdli.org

A
 Practical G

uide to FD
A’s Food and D

rug Law
 and Regulation, Sixth Edition  I  Edited by Kenneth R. Piña and W

ayne L. Pines



Contents

Introduction............................................................................................................................................................. v

About the Editors.................................................................................................................................................vii

About the Authors................................................................................................................................................ ix

Chapter 1................................................................................................................................................................... 1
Overview of the U.S. Legal System
	 Edward P. Richards, III, J.D., M.P.H., Director, Program in Law, Science, and Public Health, and  

Clarence W. Edwards Professor of Law, Louisiana State University Law Center, Baton Rouge, LA
	
Chapter 2 ................................................................................................................................................................19
U.S. Food and Drug Law and FDA—A Historical Background
	 Paul Hyman, Hyman, Phelps & McNamara, PC, Washington, D.C.

Chapter 3 ................................................................................................................................................................67
The Philosophy of Food and Drug Law
	 Richard M. Cooper & Benjamin M. Greenblum, Williams & Connolly LLP, Washington, D.C.

Chapter 4 ................................................................................................................................................................91
The Food and Drug Administration—How It Is Organized and Works
	 Fred H. Degnan & Smitha Stansbury, King & Spalding, LLP, Washington, D.C.

Chapter 5.............................................................................................................................................................. 125
The Drugs/Biologics Approval Process
	 Geoffrey M. Levitt, Pfizer Inc, New York, NY

Chapter 6 ............................................................................................................................................................. 179
A Pharmacovigilance Primer
	 Edward John Allera, Genevieve M. Spires, Tina Hu-Rodgers, & Alexandre Gapihan, Buchanan  

Ingersoll & Rooney PC, Washington, D.C.

Chapter 7.............................................................................................................................................................. 193
Approval of New Animal Drugs
	 Joseph W. Cormier, J.D., Ph.D., Hyman, Phelps & McNamara, PC, Washington, D.C.

Chapter 8.............................................................................................................................................................. 211
The Medical Device Approval Process
	 Steve Kanovsky, GE Healthcare, Waukesha, WI and Edward C. Wilson, Jr. &  

Michael S. Heyl, Hogan Lovells US LLP, Washington, D.C.

Chapter 9.............................................................................................................................................................. 249
Combination Products
	 Suzanne O’Shea, Paula Gray, Sarah Baumann, Gina LaBella Tulin, Dorothy Henckel, &  

Miles Johnson, all of Navigant Consulting, Chicago, IL

FDLI_Practical_Guide_FM.indd   3 8/19/17   1:06 PM



iv

Chapter 10 .........................................................................................................................................................  275
The Cosmetics Regulatory Process
	 Thomas F. Myers, Personal Care Products Council, Washington, D.C.

Chapter 11........................................................................................................................................................... 295
The Regulation of Foods and Food Additives
	 Daniel A. Kracov & Raqiyyah R. Pippins, Arnold & Porter Kaye Scholer LLP, Washington, D.C.

Chapter 12..........................................................................................................................................................  361
The Regulation of Dietary Supplements
	 James William Woodlee, Cynthia L. Meyer & Anthony L. Young, Kleinfeld, Kaplan and Becker,  

LLP, Washington, D.C. 

Chapter 13..........................................................................................................................................................  387
FDA Regulation of Tobacco Products
	 Joseph A. Page, Georgetown University Law Center, Washington, D.C.

Chapter 14........................................................................................................................................................... 439
Regulation of Promotion and Distribution
	 Wayne L. Pines, APCO Worldwide Inc., Washington, D.C.
	  
Chapter 15........................................................................................................................................................... 467
Review of FDA Inspections and Related Regulations
	 Ronald F. Tetzlaff, Ph.D., PAREXEL Consulting, Duluth, GA & David L. Chesney,  

DL Chesney Consulting, LLC, Exeter, NH
	  
Chapter 16........................................................................................................................................................... 505
FDA Enforcement: How It Works
	 Vernessa T. Pollard, Partner, & Anisa Mohanty, Associate, McDermott Will & Emery,  

LLP, Washington, D.C.

Chapter 17........................................................................................................................................................... 541
Managing an FDA Regulatory Crisis
	 William Vodra, Retired Partner, Arnold & Porter Kaye Scholer LLP, Washington, D.C. &  

Wayne L. Pines, APCO Worldwide Inc., Washington, D.C.

Chapter 18........................................................................................................................................................... 555
Research and the FDA
	 Gary L. Yingling, J.D., B.S.Pharm., M.S., & Ann M. Begley, J.D., B.S.N., Morgan Lewis,  

Washington, D.C.

Chapter 19........................................................................................................................................................... 567
International Regulation
	 Sam Halabi, The University of Missouri School of Law, Columbia, MO & Richard Kingham,  

Covington & Burling LLP, Washington, D.C.

Index	...................................................................................................................................................................... 581

A Practical Guide to FDA’s Food and Drug Law and Regulation, SIXTH Edition

FDLI_Practical_Guide_FM.indd   4 8/19/17   1:06 PM




