
Pharmacy Practice  
and the Law

Seventh Edition

Richard R. Abood, BS Pharm, JD
Professor of Pharmacy Practice
Thomas J. Long School of Pharmacy and Health Sciences
University of the Pacific
Stockton, California

86918_FM00_Printer.indd   1 01/11/12   3:05 PM



World Headquarters
Jones & Bartlett Learning
5 Wall Street
Burlington, MA 01803
978-443-5000
info@jblearning.com
www.jblearning.com

Jones & Bartlett Learning books and products are available through most bookstores and online booksellers. To contact 
Jones & Bartlett Learning directly, call 800-832-0034, fax 978-443-8000, or visit our website, www.jblearning.com. 

Copyright © 2014 by Jones & Bartlett Learning, LLC, an Ascend Learning Company

All rights reserved. No part of the material protected by this copyright may be reproduced or utilized in any form, 
electronic or mechanical, including photocopying, recording, or by any information storage and retrieval system, 
without written permission from the copyright owner.

Pharmacy Practice and the Law, Seventh Edition is an independent publication and has not been authorized, sponsored, or 
otherwise approved by the owners of the trademarks or service marks referenced in this product.

Some images in this book feature models. These models do not necessarily endorse, represent, or participate in the 
activities represented in the images.

This publication is designed to provide accurate and authoritative information in regard to the Subject Matter covered. 
It is sold with the understanding that the publisher is not engaged in rendering legal, accounting, or other professional 
service. If legal advice or other expert assistance is required, the service of a competent professional person should be 
sought.

Production Credits
Publisher: William Brottmiller
Senior Acquisitions Editor: Katey Birtcher
Associate Editor: Teresa Reilly
Editorial Assistant: Sean Fabery
Production Editor: Jessica Steele Newfell
Marketing Manager: Grace Richards
Manufacturing and Inventory Control Supervisor: Amy 

Bacus
Composition: diacriTech

To order this product, use ISBN: 978-1-284-02136-3

Library of Congress Cataloging-in-Publication Data
Abood, Richard R.
  Pharmacy practice and the law / by Richard R. Abood. — 7th ed.
       p. ; cm.
  Includes bibliographical references and index.
  ISBN 978-1-4496-8691-8 — ISBN 1-4496-8691-5
  I. Title.
  �[DNLM: 1.  Legislation, Pharmacy—United States. 2.  Ethics, Pharmacy—United States. 3.  Legislation, Drug—

United States. 4. Liability, Legal—United States. QV 733 AA1]
  344.7304’16–dc23
                                                                                           2012032097
6048

Printed in the United States of America
16  15  14  13  12     10  9  8  7  6  5  4  3  2  1

Substantial discounts on bulk quantities of Jones & Bartlett Learning publications are available to corporations, 
professional associations, and other qualified organizations. For details and specific discount information, contact 
the special sales department at Jones & Bartlett Learning via the above contact information or send an email to 
specialsales@jblearning.com.

Interior and Cover Design: Kristin E. Parker
Front Matter Opener Image: © Photos.com
Cover Images: (scales) © Pshenichka/ShutterStock, 

Inc.; (pharmacists working) © Dmitry Kalinovsky/
ShutterStock, Inc.; (pharmacist consulting with 
customer) © Kzenon/ShutterStock, Inc.; (pills) 
© Stockbyte/Thinkstock

Printing and Binding: Edwards Brothers Malloy
Cover Printing: Edwards Brothers Malloy

86918_FM00_Printer.indd   2 01/11/12   3:05 PM



I dedicate this edition to my wife, Jeri, and 
children, Aaron and Meredith, who 

have shared in the journey of this book over 
the last 20+ years.

I wish to acknowledge David Brushwood, who 
coauthored with me the first three editions of 
this book and whose valuable contributions 

remain in this edition.

86918_FM00_Printer.indd   3 01/11/12   3:05 PM



86918_FM00_Printer.indd   4 01/11/12   3:05 PM



v

Contents

Preface� xv
New to the Seventh Edition� xvii

Chapter 1	 The Law and the Legal System� 1

The Nature and Role of Law� 2
Reasons to Regulate Medicinal Drugs� 3
Limits of the Law� 4

Study Scenarios and Questions� 5

Sources of U.S. Law� 6
The Constitution of the United States� 6
Law Made by Legislatures: Statutory Law� 6
Law Made by Administrative Agencies� 7
Law Made by the Courts: Common Law� 10

Study Scenarios and Questions� 12

The Legislative Process� 13
Federal Level� 13
State Level� 14

Distinguishing Criminal, Civil, and Administrative Law� 14

The Judicial Process� 15
The Federal Court System� 15
The State Court System� 16
Civil Court Procedures� 17
Criminal Court Procedures� 21
Case Citation and Analysis� 21

Study Scenarios and Questions� 22

Federal Versus State Law� 22
Federal Authority to Regulate� 23
State Authority to Regulate� 23

Study Scenarios and Questions� 23

Case Studies� 24

86918_FM00_Printer.indd   5 01/11/12   3:05 PM



Contentsvi

Chapter 2	� Federal Regulation of Medications: Development, 
Production, and Marketing� 39

Historical Overview of the Federal Food, Drug,  
and Cosmetic Act� 40

Pure Food and Drug Act of 1906� 40
Food, Drug, and Cosmetic Act of 1938� 41
Durham-Humphrey Amendment of 1951� 41
Food Additives Amendment of 1958� 42
Color Additive Amendments of 1960� 42
Kefauver-Harris Amendment of 1962� 42
Medical Device Amendments of 1976� 42
Orphan Drug Act of 1983� 43
Drug Price Competition and Patent Term Restoration Act of 1984� 43
Prescription Drug Marketing Act of 1987� 43
Safe Medical Devices Act of 1990� 43
The Generic Drug Enforcement Act of 1992� 44
Prescription Drug User Fee Act of 1992 (PDUFA)� 44
Nutrition Labeling and Education Act of 1990 (NLEA)� 44
Dietary Supplement Health and Education Act of 1994 (DSHEA)� 44
Food and Drug Administration Modernization Act of 1997 (FDAMA)� 44
Food and Drug Administration Amendments Act of 2007 (FDAAA)� 45
Patient Protection and Affordable Care Act of 2010 (PPACA/ACA)� 45
FDA Safety and Innovation Act of 2012 (FDASIA)� 45
Rationale for Federal Drug Regulation� 46

The Food and Drug Administration (FDA)� 46

Defining and Distinguishing Drugs from Foods, Dietary 
Supplements, Devices, and Cosmetics� 47

The Law� 47
Explanation of the Law� 48
Foods Versus Drugs� 50
Dietary Supplements Versus Drugs� 52
Drugs Versus Devices� 57
Drugs Versus Cosmetics� 57
Labels and Labeling� 58
Official Compendia� 59

Study Scenarios and Questions� 59

Prohibited Acts, Penalties, and Enforcement� 60
Prohibited Acts: The Law� 60
Explanation of the Law� 61
Enforcement� 61
Corporate Officer Liability� 62
Product Recalls� 62

Adulteration� 63
Adulteration: The Law� 63
Explanation of Adulteration� 63
Current Good Manufacturing Practice (CGMP)� 64
Product Tampering� 64

Misbranding� 65
Misbranding: The Law� 65
Explanation of Misbranding� 66

86918_FM00_Printer.indd   6 01/11/12   3:05 PM



Contents vii

Nonprescription Drug Labeling� 68
Prescription Drug Labels and Labeling� 70
National Drug Code Number� 73

Study Scenarios and Questions� 74

New Drug Approval� 75
Defining “New Drug”� 75
Approved Drugs as New Drugs� 76
The Road to an Approved New Drug Application� 76
Drug Efficacy Study Implementation� 81
“Paper” New Drug Applications� 82
Drug Price Competition and Patent Term Restoration Act  

(PTRA) of 1984� 83
Section 505(b)(2) NDAs� 86
Over-the-Counter (OTC) Drug Review� 86

Marketed Unapproved Drugs� 87

Drugs Intended to Treat Serious and Life-Threatening  
Diseases� 89

Patient Treatment with Investigational Drugs (§ 561)� 89
Individual Patient Access to Investigational Drugs for Serious  

Diseases (Parallel Track Policy) (§ 561)� 89
Expedited Approval of Drugs Intended to Treat Life-Threatening  

Illnesses (“Fast Track Approval”) (§ 506)� 91

Biologics� 91

MedWatch Voluntary Reporting Program� 92
Pharmacy Requirement to Provide Patients with MedWatch Number� 92

Medical Devices� 92

Cosmetics� 94

Study Scenarios and Questions� 95

Drug Advertising and Promotion� 95
The First Amendment to the U.S. Constitution� 96
Prescription Drug Advertising: Manufacturer to Professionals� 96
Prescription Drug Advertising: Manufacturer to Consumer� 99
Promoting Prescription Drugs for Off-Label Uses� 102
Nonprescription Drug Advertising by Manufacturers� 103
The Lanham Trademark Act� 104

Study Scenarios and Questions� 105

Case Studies� 106

Chapter 3	 Federal Regulation of Medications: Dispensing� 123

The Durham-Humphrey Amendment of 1951� 124
The Law� 124
Explanation of the Durham-Humphrey Amendment� 125
Switch of Prescription Drugs to Over-the-Counter Drugs� 129
Professional Practice Considerations� 130

Study Scenarios and Questions� 135

86918_FM00_Printer.indd   7 01/11/12   3:05 PM



Contentsviii

Prescription Drug Labeling Information for the Patient� 135
Patient Package Inserts� 135
Useful Written Patient Information and Medication Guides� 136
Risk Management Programs for Very High Risk Drugs� 138
Drug Information Website for Pharmacists:  

Drug Info Rounds� 139
Drug Information Website for Consumers:  

Drugs@FDA� 139

Study Scenario� 139

Approved Drugs for Unlabeled Indications� 139

Study Scenario and Questions� 141

Pharmacy Compounding Versus Manufacturing� 141
FDA 1992 Compliance Policy Guide� 142
FDAMA’s Compounding Provisions� 143
FDA 2002 Compliance Policy Guide (CPG)� 143
New Drug Issue� 145
Patent Issues� 146

Study Scenario� 147

The Orange Book and Generic Substitution� 147
State Generic Substitution Laws� 147
Importance of the Orange Book in Generic Substitution� 148
Narrow Therapeutic Index (NTI) Drugs� 150

Study Scenario and Questions� 151

Prescription Drug Marketing Act of 1987� 151
Regulation of Prescription Drug Samples� 152
Purchases and Resales by Hospitals and Health Care Entities� 152
Product Returns� 153
Wholesale Distributors� 153
Pedigrees and Counterfeiting� 153
Reimportation of Prescription Drugs� 155
Penalties� 156

Study Scenarios and Questions� 157

Inspections Under the Federal Food, Drug, and  
Cosmetic Act� 157

Related Laws to the FDCA� 157
Use of Alcohol in Pharmacy Practice� 157
Poison Prevention Packaging Act� 158

Study Scenario and Questions� 161

Drug Advertising by Pharmacies� 161
Price Advertising� 161
Product Advertising: Strict Liability� 161
State Advertising Laws: The Virginia Case and the First  

Amendment� 162

Study Scenario� 164

Case Studies� 165

86918_FM00_Printer.indd   8 01/11/12   3:05 PM



Contents ix

Chapter 4	� The Closed System of Controlled Substance  
Distribution� 183

State Versus Federal Authority� 184

Classification of Controlled Substances� 185
Schedule I (Drugs and Other Substances)� 185
Schedule II (Drugs and Other Substances)� 187
Schedule III (Drugs and Other Substances)� 187
Schedule IV (Drugs and Other Substances)� 188
Schedule V (Drugs and Other Substances)� 188

Authority for Scheduling� 189

Manufacturer Labeling and Packaging� 189

Registration� 190
Exemptions� 190
Activities That Require Registration� 191
Applications for Registration and Reregistration� 195
Modification, Transfer, and Termination of Registration� 200
Denial, Revocation, or Suspension of Registration� 200

Security Requirements� 201

Penalties� 202
Drug Trafficking Offenses� 202
Distributing or Dispensing in Violation of the Controlled Substances Act� 202
Order Form 222 Violation� 203
Illegal Possession� 203
State Board Discipline� 203

Study Scenarios and Questions� 203

Pharmacy Inspections� 204
Constitutional Requirements� 204
DEA Inspections Under the CSA� 204
State Pharmacy Board Inspections� 208
Practical Considerations� 209

Study Scenario� 209

Opioid Treatment Programs� 210
Methadone� 211
Treatment of Addicts Outside of OTPs (DATA)� 211

Study Scenario� 212

Laws Related to the Controlled Substances Act� 212
The Controlled Substance Registrant Protection Act of 1984� 212
The Chemical Diversion and Trafficking Act of 1988� 213
The Anabolic Steroids Act of 2004� 213
The Combat Methamphetamine Epidemic Act (CMEA) of 2005 

and the Methamphetamine Prevention Act of 2008� 214
U.S. Postal Laws: Mailing Controlled Substances� 215

Study Scenario� 216

Case Studies� 216

86918_FM00_Printer.indd   9 01/11/12   3:05 PM



Contentsx

Chapter 5	 Dispensing Controlled Substances� 231

Prescriptions� 232
Those Allowed to Prescribe Controlled Substances� 232
Those Allowed to Dispense Controlled Substances� 234
Issuance of Prescriptions� 234
Purpose of a Controlled Substance Prescription� 236
Dispensing of Schedule II Controlled Substances� 241
Dispensing of Schedule III, IV, and V Controlled Substances� 245
REMS for Long-Acting and Extended-Release Opioids and  

Transmucosal Immediate Release Fentanyl Products� 248
Electronic Transmission Prescriptions� 248
Transferring of Prescription Information� 249
Return of Controlled Substances to Pharmacy for Disposal� 250
Central Filling of Prescriptions� 251
Internet Pharmacy Prescriptions� 252
State Electronic Prescription Monitoring Programs (PMPs)� 253
Long-Term Care (LTC) Pharmacy� 254

Study Scenarios and Questions� 255

Recordkeeping� 257
The Importance of Adequate Recordkeeping� 257
General Recordkeeping Requirements� 257
Inventory Records� 258
Records of Receipt� 259
Records of Dispersal� 259
Records Required of Individual Practitioners� 262

Drug Enforcement Administration Order Form 222� 263
Execution of Order Form 222� 264
Proposed Single Copy Form 222� 265
Electronic DEA Order System (CSOS)� 265
Power of Attorney� 266
Distributions of Schedule I and II Drugs Between Registrants� 267
Lost or Stolen Order Forms� 267
Preservation of Forms� 267

Study Scenarios and Questions� 268

Case Studies� 269

Chapter 6	 Federal Regulation of Pharmacy Practice� 285

The Omnibus Budget Reconciliation Act of 1990� 286
Background� 287
Basic Framework of OBRA ‘90� 287
Components of Prospective Drug Use Review� 289

Study Scenario and Questions� 292

Health Insurance Portability and Accountability Act of 1996� 293
Examples of Privacy Abuses� 293
Who Must Comply with HIPAA� 294
Protected Health Information� 294
Notice Provision� 294
Acknowledgment of Notice� 295

86918_FM00_Printer.indd   10 01/11/12   3:05 PM



Contents xi

Use and Disclosure of PHI� 295
Patient Authorizations and Marketing� 299
Business Associates� 300
Training Programs� 300
Policies and Procedures� 300
Penalties� 301
Health Information Technology Infrastructure� 301

Study Scenario and Questions� 301

Medicare� 302
Medicare Part D� 302
Medicare and the Regulation of Hospital Pharmacy� 308

Medicaid� 310
Prescription Drug Coverage� 311

Medicare/Medicaid Fraud and Abuse Statute� 317
Safe Harbor Regulations� 317
OIG Compliance Guidance� 318

Physician Anti-Self-Referral Law (The Stark Law)� 318

Study Scenarios and Questions� 319

Federal Regulation of Long-Term Care� 320
The Trend Toward Long-Term Care� 320
Self-Administration of Drugs� 320
Unnecessary Drugs� 321
Fourteen-Day Dispensing Cycle� 321
Medication Errors� 321
Pharmacy Services� 322
Service Consultation� 322
Drug Regimen Review (Consultant Pharmacist)� 322
Labeling of Drugs and Biologicals� 323
Storage of Drugs and Biologicals� 323

Federal Antitrust Laws� 323
The Sherman Antitrust Act� 324
The Robinson-Patman Act� 331

Miscellaneous Federal Laws Related to Pharmacy Practice� 335
340B Drugs� 335
The Patient Safety and Quality Improvement Act of 2005 (PSQIA)� 335
Federal Trade Commission “Red Flag Rules”� 336
Flexible Spending and Health Savings Account Debit Cards� 336

Study Scenarios and Questions� 337

Case Studies� 338

Chapter 7	 State Regulation of Pharmacy Practice� 351

Self-Regulation in Pharmacy� 352

Approaches to Regulation� 352
Reasons to Regulate Professions� 353
Differing Perspectives on Regulation� 353

86918_FM00_Printer.indd   11 01/11/12   3:05 PM



Contentsxii

State Boards of Pharmacy� 354

Licensing� 355
Licensing of Pharmacists� 355
Licensing of Pharmacies� 356

Actions Against a License� 359
Grounds for Discipline� 360
Reinstatement of a Revoked License� 362
Impaired Pharmacist Programs� 362

Actions Against a Pharmacy License� 363

Standards of Practice� 363
Practice of Pharmacy Defined� 364
Ancillary Pharmacy Personnel� 365
Interns� 366
Automation� 366
Absence of a Pharmacist� 367
Continuing Education� 367
Collaborative Practice Agreements� 368
Prospective Drug Utilization Review (DUR)� 368

Repository or Take-Back Programs� 368

State Hospital Pharmacy Licensure Issues� 369

State Regulation of Long-Term Care� 370

State Regulation of Third-Party Plans� 371
State Legislative Efforts to Regulate Third-Party Plans� 371
Regulation of Managed Care Plan Formularies� 373

Regulation for Outcomes� 373
Structure, Process, and Outcomes� 374
An Alternative Approach to Regulation� 374
Continuous Quality Improvement Programs� 375

Study Scenarios and Questions� 376

Case Studies� 377

Chapter 8	� Pharmacist Malpractice Liability and Risk Management 
Strategies� 393

Legal Procedure� 394

The Malpractice Action� 395
Elements of Negligence� 395
Defenses to Negligence� 402
Vicarious Liability� 403

Study Scenarios and Questions� 404

Liability for Failure to Perform Expanded  
Responsibilities� 405

Expanded Responsibilities in Perspective� 406
An Expanded View of Pharmacist Duty� 407
Rationale for Expanded Pharmacist Duties� 410
Expanded Responsibilities: A Judicial Compromise� 413

86918_FM00_Printer.indd   12 01/11/12   3:05 PM



Contents xiii

Study Scenarios and Questions� 413

Risk Management Strategies� 414
Institutional Controls� 415
Continuous Quality Improvement (CQI) Programs as Risk Management� 417

The Pharmacist as Risk Manager� 418
Problems and Pitfalls of Risk Management� 419
Rules for Effective Risk Management� 419

Malpractice Insurance� 421

Study Scenarios and Questions� 421

Drug Product Liability� 423
Drug Product Defect� 423
Grounds for Liability Actions� 423
Duty to Warn Under Strict Liability� 424
Duty to Warn Under the Learned Intermediary Doctrine� 425
Whether FDA-Approved Labeling Preempts State Product Liability Actions� 427
Pharmacists and Product Liability� 428

Study Scenarios and Questions� 431

Case Studies� 432

Table of Cases� 453
Glossary� 457
Index� 463

86918_FM00_Printer.indd   13 01/11/12   3:05 PM



86918_FM00_Printer.indd   14 01/11/12   3:05 PM



xv

Preface

In this seventh edition of Pharmacy Practice and the Law, I have continued the effort 
David Brushwood and I began several years ago with the very first edition: to provide a 
resource that is useful for teaching the facts of pharmacy law, providing a degree of depth 
to support those facts, and stimulating critical thinking about issues in the field. The 
Seventh Edition retains the format of the Sixth Edition while incorporating several of the 
relevant changes that have recently occurred in pharmacy law. Please refer to “New to 
the Seventh Edition” for a more detailed description of the changes between the previous 
edition and this updated Seventh Edition.

Some of the changes and updates are the result of suggestions from faculty who 
use this book as an assigned text in their pharmacy law courses. I greatly appreciate the 
valuable feedback from those using this book, and I hope that I continue to receive this 
feedback. My thanks to Professor Rajul Patel, PharmD, PhD, for reviewing and editing 
the Medicare Part D section in Chapter 6. Although I acknowledge with gratitude the 
input from many trusted colleagues, I accept full responsibility for any omissions or 
deficiencies anyone might find in this Seventh Edition.

This text generally appeals to faculty who believe that a pharmacy law course should 
be much more than preparation for the board examination. The book reflects my position 
that a pharmacy law course should not be just about memorizing laws and regulations and 
learning the “rules of the game.” Rather, the course should prepare students to under-
stand and critically analyze the law that governs both the profession and the products 
they distribute. Understanding requires that students know some history behind the 
laws, why they exist, how they affect pharmacy practice, and subsequently how to apply 
the law and how to analyze whether there is a better approach. Understanding pharmacy 
law is critical to understanding the profession. Pharmacy law reflects the history, social 
policy, and standards of practice that have created and shaped the profession into its 
current form. My hope is that this book helps students to understand pharmacy law and, 
in the process, to develop an awareness and appreciation of the profession they otherwise 
might not have.

This book contains a great deal of information. Faculty should use their judgment 
as to how much they expect students to learn. Some might even wish to supplement 
this text with current articles or additional cases on the various legal topics. The text 
contains several cites to the Federal Register, Code of Federal Regulations, statutes, public 
laws, and websites for those wishing to delve deeper into the many topics presented.

The edited cases at the end of each chapter are the same as those in the Sixth Edition. 
Cases are included because they lead to challenging discussions, stimulate critical 
thinking, help students learn legal rules better and in greater depth, and kindle student 
interest. Each case starts with an overview designed to provide a brief explanation of 
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Prefacexvi

the case and to generally cue the students as to what issues to think about as they read 
the case. As much as possible, the court’s own language has been retained. By doing so, 
students learn that law is seldom “black and white” but rather requires a considerable 
measure of reasoning and analysis to reach a decision. Faculty should recognize that the 
questions raised in the overview are designed to stimulate discussion. A specific correct 
answer might not always exist; rather, there could be several answers to some of the 
questions. The notes following each case serve to address the questions arising from the 
case and to clarify certain points about the case.

The structure of all eight chapters remains essentially the same as that of the previous 
edition except, of course, for the updates. As in the Sixth Edition, this edition includes 
study scenarios and study questions after various chapter sections. The instructor can 
use these to lead class discussions. Additional study scenarios and study questions can be 
found in the Instructor Manual.

Chapter 1 provides an overview of law and the legal system. Chapters 2 and 3 cover 
the federal regulation of medications, with Chapter 2 describing the basic regulatory 
framework of food and drug law and Chapter 3 applying that framework to pharmacy 
practice.

Chapters 4 and 5 discuss relevant provisions of the federal Controlled Substances Act 
(CSA). Chapter 4 provides an overview of the framework of the CSA while Chapter 5 
applies that framework more specifically to pharmacy practice.

The main focus of Chapter 6 is the significant influence of the federal government 
on the state-regulated practice of pharmacy and on business and financial issues related 
to the profession. From the standards established in the Omnibus Budget Reconciliation 
Act of 1990 (OBRA ’90) to the Medicare and Medicaid laws and the federal antitrust 
laws, federal requirements for drugs have a profound effect on the professionals who 
dispense and monitor drugs. This chapter also discusses some very important recent 
developments involving privacy, electronic records, and pharmacy reimbursement.

Chapter 7 describes some of the basic principles of state regulation of pharmacy 
practice, including licensure and standards setting. Chapter 7 is intended to provide 
only a general overview of state law issues and contains a discussion of some important 
recent regulatory trends occurring among the states and discussions of the similarities 
and differences among state pharmacy practice acts.

Finally, Chapter 8 provides an overview of malpractice and product liability for order 
processing and pharmaceutical care activities, with specific tips on liability avoidance 
through risk management programs. Chapter 8 is important, not just to understand 
legal risk but also to understand the conflicting judicial opinions of the societal expec-
tations of pharmacists, why those expectations exist, and whether they are changing. 
Courts mirror societal values and sometimes provide us with both flattering and unflat-
tering perspectives of our profession.

Because the overall structure of the text remains the same, faculty who have used 
this text in the past should not have to make major adjustments in the way they use this 
new edition.

I am indebted to David Brushwood, for his friendship and for being my coauthor 
for the first three editions of this book, and also to those who have used this text in their 
classrooms and provided valuable suggestions.
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New to the Seventh Edition

Several legal/regulatory developments directly affecting pharmacy practice or drug 
products have occurred since the publication of the Sixth Edition in 2010. This Seventh 
Edition attempts to include many of these recent developments relevant to the profession. 
A brief chapter-by-chapter description of those changes follows.

Chapter 1
Chapter 1 remains largely unchanged. Important legal terms have been accented with 
quotation marks so as to be more readily identifiable. A recent federal court decision 
where inmates sued the Food and Drug Administration (FDA) for allowing unapproved 
thiopental to be shipped into the country was added to the notes of Heckler v. Chaney.

Chapter 2
To the historical section was added a brief description of the Patient Protection and 
Affordable Care Act (PPACA, or ACA) and the FDA Safety and Innovation Act 
of 2012. Important provisions from each of these laws as they relate to pharmacy were 
added throughout Chapter 2 and in other chapters of the book.

Other changes in the chapter include new or updated discussions of the following 
topics:

•	Whether the FDA can regulate electronic cigarettes as drug/device combination 
products

•	Probiotics as nutraceuticals
•	The FDA’s enforcement emphasis on the Park Doctrine
•	The FDA’s reconsideration of the linear bar code requirement for labeling
•	Risk evaluation and mitigation strategy (REMS) generally and REMS for 

extended-release and long-acting opioid drugs
•	Litigation related to the legality of “pay for delay”
•	Brand-name manufacturer use of a REMS requirement restricting drug 

distribution
•	 505(b)(2) drugs
•	 FDA enforcement actions directed at unapproved drugs and revised compliance 

guidance
•	FDA website where approved drug products can be identified
•	Biosimilars under the Biologics Price Competition and Innovation Act
•	FDA’s Bad Ad Program
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Chapter 3
Chapter 3 changes from the previous edition include new or updated discussions of 
these topics:

•	 State-standardized prescription labels
•	A proposed class of drugs called “nonprescription under conditions of safe use”
•	Emergency contraception product issues
•	Conscientious objection and whether pharmacists can refuse to dispense prescrip-

tions to which they are morally opposed
•	FDA compliance guide related to MedGuides and REMS
•	Proposed single-page consumer medication guides
•	A drug information website for pharmacists
•	Federal court decision analyzing whether compounding medications for animals 

constitutes manufacturing rather than compounding
•	FDA’s position on whether current bioequivalence standards are adequate for 

narrow therapeutic drugs
•	The pedigree requirement under the Prescription Drug Marketing Act
•	 “Track and trace” requirements required by the FDA Amendments Act (FDAAA)

Chapter 4
Changes in Chapter 4 include new or updated discussions of the following items:

•	 “Herbal incense” and “bath salts” as schedule I substances
•	Federal government policy related to state medical marijuana laws
•	Carisoprodol as a schedule IV substance
•	Reverse distributors included under the law as distributors
•	The Drug Enforcement Administration’s (DEA’s) Distributor Initiative Program
•	The DEA’s interpretation of “constructive delivery”
•	The Combat Methamphetamine Epidemic Act of 2005 and the Methamphetamine 

Production Prevention Act of 2008

Chapter 5
Changes in Chapter 5 include new or updated discussions of the following topics:

•	Recent DEA actions as to whether a pharmacist can make changes to a written 
schedule II prescription

•	Electronic refill records
•	REMS for long-acting and extended-release opioid products
•	REMS for transmucosal immediate release fentanyl products
•	Electronic transmission prescription requirements
•	Return of controlled substances to pharmacy by nonregistrants
•	The Secure and Responsible Drug Disposal Act of 2010
•	Central fill pharmacies
•	 Internet pharmacy prescriptions
•	 State electronic prescription monitoring programs
•	Recent long-term care facility (LTCF) pharmacy issues including

•	LTCF nurses as agents of the prescriber
•	Dispensing from LTCF emergency kits
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•	Central recordkeeping requirements
•	The filing of controlled substance prescriptions
•	Disposal of controlled substances by a pharmacy
•	Records of theft or loss
•	Form 222 requirements
•	Controlled substance ordering system (CSOS)

Chapter 6
Within the past few years there have been several significant changes or proposed 
changes in law related to electronic records, Medicare Part D, federal reimbursement 
determinations for prescriptions, and average wholesale prices. Perhaps there has never 
been a more uncertain financial climate for pharmacies.

Changes in Chapter 6 from the previous edition include new or updated discussions 
of these topics:

•	Medicare Part D
•	Enrollment period
•	Beneficiary cost
•	Covered drugs
•	Electronic prescribing
•	Printed notice requirement
•	Fraud and abuse
•	Durable medical equipment accreditation exemption

•	Average manufacturer price (AMP) regulation
•	Centers for Medicare & Medicaid Services (CMS) proposed new benchmark to 

determine estimated acquisition cost
•	U.S. Supreme Court decision on state Medicaid reimbursement cuts
•	Fourteen-day dispensing cycle for long-term care facilities
•	LTCF consultant pharmacist issues
•	Flexible spending accounts

Chapter 7
Few changes were made to Chapter 7 in the Seventh Edition. The discussion of citizen-
ship as a requirement for licensure was updated with a 2011 federal court decision. The 
continuing education section now includes a discussion of the National Association of 
Boards of Pharmacy’s (NABP) collaborative effort with the Accreditation Council for 
Pharmacy Education (ACPE) called CPE Monitor where pharmacists and technicians 
can now be registered electronically. The discussion of state-standardized prescription 
labels was moved to Chapter 3.

Chapter 8
Chapter 8 remains largely unchanged; however, some important additions are 
included. The discussion under duty of care of whether a healthcare provider owes 
a duty to a third party was expanded by including summaries of two contrasting 
cases, one from Utah and one from Nevada. A subsection was added to the section 
on expanded view of pharmacist duty that discusses a compromise judicial position 
between no duty of care and a general duty of care. Correspondingly, the notes after 
the Happel case (see Case 8-1) were amended. The product liability section includes 
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a recent state court opinion as to whether the learned intermediary doctrine is a 
defense when a manufacturer engages in direct-to-consumer advertising. The dis-
cussion of Wyeth v. Levine is expanded and supplemented with the U.S. Supreme 
Court’s decision on the issue of whether the holding in Levine extends to generic drug 
manufacturers.

New to the Seventh Edition
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