HUBERFELD
WEEKS
OUTTERSON

THE LAW OF
AMERICAN HEALTH CARE




The Law of
AMERICAN HEALTH CARE




Editorial Advisors

Rachel E. Barkow

Segal Family Professor of Regulatory Law and Policy

Faculty Director, Center on the Administration of Criminal Law
New York University School of Law

Erwin Chemerinsky
Dean and Professor of Law
University of California, Berkley School of Law

Richard A. Epstein

Laurence A. Tisch Professor of Law
New York University School of Law
Peter and Kirsten Bedford Senior Fellow
The Hoover Institution

Senior Lecturer in Law

The University of Chicago

Ronald J. Gilson
Charles J. Meyers Professor of Law and Business
Stanford University

Marc and Eva Stern Professor of Law and Business
Columbia Law School

James E. Krier

Earl Warren DelLano Professor of Law
The University of Michigan Law School

Tracey L. Meares

Walton Hale Hamilton Professor of Law
Director, The Justice Collaboratory

Yale Law School

Richard K. Neumann, ]Jr.
Professor of Law
Maurice A. Deane School of Law at Hofstra University

Robert H. Sitkoff
John L. Gray Professor of Law
Harvard Law School

David Alan Sklansky

Stanley Morrison Professor of Law

Faculty Co-Director, Stanford Criminal Justice Center
Stanford Law School



ASPEN CASEBOOK SERIES

The Law of
AMERICAN HEALTH CARE

Second Edition

Nicole Huberfeld

Professor of Health Law, Ethics & Human Rights
Boston University School of Public Health
Professor of Law
Boston University School of Law

Elizabeth Weeks
J. Alton Hosch Professor of Law

Associate Dean for Faculty Development
University of Georgia School of Law

Kevin Outterson

N. Neil Pike Professor of Health Law & Disability Law
Boston University School of Law

-

&) Wolters Kluwer



Copyright © 2018 CCH Incorporated. All Rights Reserved.
Published by Wolters Kluwer in New York.

Wolters Kluwer Legal & Regulatory U.S. serves customers worldwide with CCH,
Aspen Publishers, and Kluwer Law International products.
(www.WKLegaledu.com)

No part of this publication may be reproduced or transmitted in any form or by any
means, electronic or mechanical, including photocopy, recording, or utilized by any
information storage or retrieval system, without written permission from the pub-
lisher. For information about permissions or to request permissions online, visit us at
www.WKLegaledu.com, or a written request may be faxed to our permissions
department at 212-771-0803.

To contact Customer Service, e-mail customer.service@wolterskluwer.com, call
1-800-234-1660, fax 1-800-901-9075, or mail correspondence to:

Wolters Kluwer

Attn: Order Department
PO Box 990

Frederick, MD 21705

Library of Congress Cataloging-in-Publication Data

Names: Huberfeld, Nicole, author. | Leonard, Elizabeth Weeks, author. |
Outterson, Kevin, author.

Title: The law of American health care / Nicole Huberfeld, Professor of
Health Law, Ethics & Human Rights, BU School of Public Health, Professor
of Law, BU School of Law ; Elizabeth Weeks, J. Alton Hosch Professor of
Law, University of Georgia School of Law; Kevin Outterson, N. Neil Pike
Professor of Health Law & Disability Law, Boston University School of Law.

Description: Second edition. | New York : Wolters Kluwer, [2018] | Series:
Aspen casebook series | Includes index.

Identifiers: LCCN 2018027406 | eISBN: 978-1-5438-0298-6

Subjects: LCSH: Medical care—TLaw and legislation — United States. | LCGFT:
Casebooks (Law)

Classification: LCC KF3821 .H83 2018 | DDC 344.7304/1 —dc23

LC record available at https:/lcen.loc.gov/2018027406



http://www.WKLegaledu.com
http://www.WKLegaledu.com
mailto:customer.service@wolterskluwer.com
https://lccn.loc.gov/2018027406

About Wolters Kluwer Legal & Regulatory U.S.

Wolters Kluwer Legal & Regulatory U.S. delivers expert content and solutions in the areas
of law, corporate compliance, health compliance, reimbursement, and legal education. Its
practical solutions help customers successfully navigate the demands of a changing
environment to drive their daily activities, enhance decision quality and inspire confident
outcomes.

Serving customers worldwide, its legal and regulatory portfolio includes products under the
Aspen Publishers, CCH Incorporated, Kluwer Law International, ftwilliam.com and
MediRegs names. They are regarded as exceptional and trusted resources for general
legal and practice-specific knowledge, compliance and risk management, dynamic work-
flow solutions, and expert commentary.






For our students, who inspired us;
our families, who supported us;
and our colleagues, who taught us.






SUMMARY OF CONTENTS

Contents
Preface

Acknowledgments

CHAPTER 1

PART |
CHAPTER 2
CHAPTER 3

PART II

CHAPTER 4
CHAPTER 5
CHAPTER 6
CHAPTER 7

PART il
CHAPTER 8
CHAPTER 9

Introduction to American Health Care Law

HEALTH INSURANCE
Public Provision of Health Insurance
Regulation of Private Health Insurance

THE BUSINESS OF HEALTH CARE

Structure and Governance of Health Care Entities
Tax-Exempt Health Care Charitable Organizations
Health Care Fraud and Abuse

Competition in Health Care Markets

PATIENT PROTECTIONS
Duties Related to Patient Care
Regulation of the Beginning and End of Life

CHAPTER 10 Health Privacy in the Digital Age

CHAPTER 11 Regulation of Biomedical Research on Humans

Table of Cases

Table of Statutes and Regulations

Index

Xi

XXV

43
45
151

233

281
319
409

465
467
529
611
659

735
739
751






CONTENTS

Preface
Acknowledgments

CHAPTER 1 Introduction to American Health Care Law

A. Introduction
Estelle v. Gamble, 429 U.S. 97 (1976)
B. Common Themes in Health Care Law
1. Individual Rights and Governmental Powers
Jacobson v. Commonwealth of Massachusetts, 197 U.S. 11 (1905)
2. Health Care Relationships and Fiduciary Duties
Tenet Physicians Settle Case over Unnecessary Heart Procedures at
Redding Medical Center, USA, Med. News Today, Nov. 17, 2005
Campbell v. Redding Medical Center, 421 F.3d 817 (9th Cir. 2005)
Jon R. Gabel et al., Where Do I Send Thee? Does Physician-Ownership
Affect Referral Patterns to Ambulatory Surgery Centers?, 27 Health
Aff. w165 (2008)
3. The Modern Administrative Health Care State
Group Health Plans and Health Insurance Issuers Relating to Coverage
of Preventive Services Under the Patient Protection and Affordable Care
Act, T.D. 9578, 77 Fed. Reg. 8725-01 (Feb. 15, 2012)
Burwell v. Hobby Lobby Stores, Inc., 134 S. Ct. 2751 (2014)
C. The Unique Nature of Health Care and Health Care Markets
Kenneth J. Arrow, Uncertainty and the Welfare Economics of Medical
Care, 53 Am. Econ. Rev. 941 (1963)
D. Health Care and Distributive Justice
Norman Daniels, Health-Care Needs and Distributive Justice
166-167 (1981)

PART | HEALTH INSURANCE

CHAPTER 2 Public Provision of Health Insurance
A. Introduction
B. Medicare

1. History
Prohibition against any Federal interference, 42 U.S.C. Y1395

19
21

22
27
33

34
40

41

43

45

45
45
46
47

xi



Xii

Contents

Option to individuals to obtain other health insurance protection,

42 U.S.C. §1395b

. Eligibility

Description of program, 42 U.S.C. §1395¢

. Benefits

a. Part A
Scope of benefits, 42 U.S.C. §1395d
Definitions, 42 U.S.C. §1395x

b. Part B

Establishment of supplementary medical insurance program for

the aged and the disabled, 42 U.S.C. §1395j
Eligible individuals, 42 U.S.C. {13950
c. Part C
Eligibility, election, and enrollment, 42 U.S.C. §1395w-21

Payments to health maintenance organizations and competitive

medical plans, 42 U.S.C. §1395mm
d. Part D

Eligibility, enrollment, and information, 42 U.S.C. §1395w-101

Prescription drug benefits, 42 U.S.C. §1395w-102

. Payment: Fee for Service, Prospective Payment Systems, and

Alternatives

Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals
and the Long Term Care Hospital Prospective Payment System and

Proposed Fiscal Year 2015 Rates, 79 Fed. Reg. 27,978
(May 15, 2014)

Transitional Hospitals Corp. of Louisiana, Inc. v. Shalala, 222
F.3d 1019 (D.C. Cir. 2000)

. The Power of Government Reimbursement to Change Provider

Behavior

Report to the Congress: Medicare and the Health Care Delivery System
(June 2014), Chapter 3: Measuring Quality of Care in Medicare

Medicare Program; Medicare Shared Savings Program: Accountable
Care Organizations, 76 Fed. Reg. 19,527 (Apr. 7, 2011)

. Medicare Appeals Processes
In the Case of the Estate of W.D. (Department of Health & Human

Servs. Departmental Appeals Bd., Decision of Medicare
Appeals Council 2009)

Judicial review, 42 U.S.C. §405(g)

Finality of Commissioner’s decision, 42 U.S.C. §405(h)

C. Medicaid
1. Legislative History
2. Structure
Appropriations, 42 U.S.C. §1396-1
Definitions, 42 U.S.C. {1396d
a. State Plans for Participating in Medicaid
Payment to States, 42 U.S.C. y1396b
Definitions, 42 U.S.C. §1396d(b)
b. State Medicaid Waivers and Medicaid Managed Care
Demonstration projects, 42 U.S.C. §1315 (SSA §1115)

48
48
49
49
50
50
51
52

52
52
53
53

55
56
57
59

60

63

66

74

78
83

84
87
88
89
89
90
90
90
91
91
92
93
93



Contents

Letter from CMS Acting Administrator to Commissioner Bremby,
Connecticut Department of Social Services (Mar. 1, 2013)
Medicaid and Children's Health Insurance Program (CHIP) Programs;

95

Medicaid Managed Care, CHIP Delivered in Managed Care, Medicaid and

CHIP Comprehensive Quality Strategies, and Revisions Related to
Third Party Liability, 80 Fed. Reg. 31,097 (June 1, 2015)

. Eligibility

State plans for medical assistance, 42 U.S.C. §1396a(a)(10)(A)

Annual Update of the HHS Poverty Guidelines, 83 Fed. Reg. 2642
(Jan. 18, 2018)

National Federation of Independent Business v. Sebelius, 567 U.S.
519 (2012)

Letter from CMS Administrator to State Medicaid Directors Re
Opportunities to Promote Work and Community Engagement Among
Medicaid Beneficiaries (Jan. 11, 2018)

. Delivery of Care and Benefits

State plans for medical assistance, 42 U.S.C. §1396a(a)(1) and (10)
Sufficiency of amount, duration, and scope, 42 C.F.R. §440.230(c)
S.D. ex rel. Dickson v. Hood, 391 F.3d 581 (5th Cir. 2004)
Purpose; State child health plans, 42 U.S.C. {1397aa

. The Problem of State Noncompliance

Operation of State plans, 42 U.S.C. §1396¢

State plans for medical assistance, 42 U.S.C. §1396a(a)(30)(A)
Civil action for deprivation of rights, 42 U.S.C. §1983

Armstrong v. Exceptional Child Center, Inc., 135 S. Ct. 1378 (2015)
State plans for medical assistance, 42 U.S.C. §1396a(a)(23)

CHAPTER 3 Regulation of Private Health Insurance

A. Introduction

1.

Cost Sharing in Private Health Insurance

2. Duty to Provide Health Care
3. Market for Privately Purchased Health Insurance

Paul Starr, The Social Transformation of American Medicine (1982)

B. Expanding Coverage Through the Private Market

1.

Insurance Risk Pooling
Blue Cross & Blue Shield United of Wisconsin v. Marshfield Clinic,
65 F.3d 1406 (7th Cir. 1995)

. State Regulation of Managed Care

Lubeznik v. HealthChicago, Inc., 644 N.E.2d 777 (Ill. App. Ct. 1994)

. Federalism and Health Insurance Regulation

Regulation by State law; Federal law relating specifically to insurance;

applicability of certain Federal laws after June 30, 1948, 15 U.S.C.
§1012

Emergency services requirements; restrictive formulary requirements,
Ga. Code Ann. §33-20A-9

Requirement to maintain minimum essential coverage, 26 U.S.C.

§5000A

96
100
100

102

103

124
128
128
128
129
136
136
136
137
137
138
147

151

151
151
152
152
152
156
156

157
159
159
163
164
164

168

xiii



Xiv

Contents

C. Employer-Sponsored Health Insurance

1.

Employer Shared Responsibility
Shared Responsibility for Employers Regarding Health Coverage,
79 Fed. Reg. 8544-01 (Feb. 12, 2014)

. ERISA Preemption

Other laws, 29 U.S.C. {1144 (ERISA §514)

Civil enforcement, 29 U.S.C. {1132 (ERISA §502)

Rush Prudential HMO, Inc. v. Moran, 536 U.S. 355 (2002)
Kentucky Association of Health Plans v. Miller, 538 U.S. 329 (2003)
Firestone Tire & Rubber Co. v. Bruch, 489 U.S. 101 (1989)

Aetna Health Inc. v. Davila, 542 U.S. 200 (2004)

. Substantive Federal Regulation of Employer-Sponsored Health Plans

McGann v. H & H Music Co., 946 F.2d 401 (5th Cir. 1991)

Increased portability through limitation on preexisting condition
exclusions, 29 U.S.C. §1181

Prohibiting discrimination against individual participants and
beneficiaries based on health status, 29 U.S.C. §1182

No lifetime or annual limits, 29 C.F.R. §2590.715-2711

D. Individual and Small-Group Markets

l.

Coverage Through the Exchanges

King v. Burwell, 135 S. Ct. 2480 (2015)

Congressional Budget Office, Repealing the Individual Health
Mandate: An Updated Estimate (November 2017)

. Government Subsidies for Private Health Insurance Purchase

Refundable credit for coverage under a qualified health plan,
26 U.S.C. {36B

. Prohibition on Health Status Discrimination

Fair health insurance premiums, 42 U.S.C. §300gg

Guaranteed availability of coverage, 42 U.S.C. §300gg-1

Guaranteed renewability of coverage, 42 U.S.C. §300gg-2

Prohibition of preexisting condition exclusions or other discrimination
based on health status, 42 U.S.C. §300gg-3

Prohibiting discrimination against individual participants and
beneficiaries based on health status, 42 U.S.C. §300gg-4

. Essential Health Benefits

Essential health benefits requirements, 42 U.S.C. §18022
Coverage of preventive health services, 42 U.S.C. §300gg-13

. State Innovation Waivers

Basis and purpose, 31 C.F.R. §33.100
Coordinated waiver process, 31 C.F.R. §33.102
Waivers for State Innovation, 80 Fed. Reg. 78,131 (Dec. 16, 2015)

PART I THE BUSINESS OF HEALTH CARE

CHAPTER 4 Structure and Governance of Health

Care Entities

A. Overview of Health Care Business Entities

169
169

170
174
174
175
176
180
184
188
195
196

199

200
201
202
203
203

214
215

216
219
220
220
220

221

221
223
223
225
226
227
227
227

233

235
235



B. The Role of the Hospital Medical Staff
Medical Staff of Avera Marshall Regional Medical Center v. Avera

Marshall, 857 N.W.2d 695 (Minn. 2014)

C. Prohibition on the Corporate Practice of Medicine
Berlin v. Sarah Bush Lincoln Health Center, 688 N.E.2d 106 (Ill. 1997)
Professional practice structure, N.J. Admin. Code §13:35-6.16

D. Special Governance Issues for Nonprofit Health Care Organizations

I.

Obedience to the Charitable Mission
In re Manhattan Eye, Ear & Throat Hospital v. Spitzer, 715 N.Y.S.2d
575 (Sup. Ct. 1999)

2. Self-Dealing by Directors and Officers

3.

Stern v. Lucy Webb Hayes National Training School for Deaconesses &
Missionaries, 381 F. Supp. 1003 (D.D.C. 1974)

Conflicts of Interest with Directors and Officers

Letter from Massachusetts Office of the Attorney General to Beth Israel
Deaconess Medical Center (Sept. 1, 2010)

E. The Board’s Duty to Oversee Company Operations to Ensure
Compliance with State and Federal Laws
In re Caremark International Inc. Derivative Litigation, 698 A.2d 959

(Del. Ch. 1996)

CHAPTER 5 Tax-Exempt Health Care Charitable

Organizations

A. Introduction
B. Health Care as a Charitable Purpose
Exemption from tax on corporations, certain trusts, etc.,

26 U.S.C. §501

Revenue Ruling 69-545, 1969-2 C.B. 117
C. Federal Requirements for Tax-Exempt Hospitals

1.

2.

3.

Community Health Needs Assessments and Other Requirements

Under Section 501(r)

Lucette Lagnado, Jeanette White Is Long Dead but Her Hospital Bill
Lives On, Wall St. J., Mar. 13, 2003

Failures to satisfy section 501(r), 26 C.F.R. §1.501(r)-2

Community health needs assessments, 26 C.F.R. §1.501(r)-3

Financial assistance policy and emergency medical care policy,
26 C.F.R. §1.501(r)-4

Joint Ventures with For-Profit Entities

St. David's Health Care System v. United States, 349 F.3d 232
(5th Cir. 2003)

Intermediate Sanctions for Excess Benefit Transactions

Taxes on excess benefit transactions, 26 U.S.C. §4958

D. Related Issues Under State Tax Law

Provena Covenant Medical Center v. Department of Revenue,
236 11I. 2d 368 (2010)
Hospital credit, Illinois Income Tax Act §223

Contents

236

237
243
244
249
252
253

253
258

258
268

268

274

274

281

281
281

281
282
287

287

287
291
292

294
297

297
304
304
307

307
317

XV



XVi

Contents

CHAPTER 6 Health Care Fraud and Abuse

A. Introduction
DOJ Press Release, National Health Care Takedown Results in

Charges Against over 412 Individuals Responsible for $1.3 Billion in
Fraud Losses (July 13, 2017)

Remarks by Assistant Attorney General for the Criminal Division

Leslie R. Caldwell at the Taxpayers Against Fraud Education Fund
Conference (Sept. 17, 2014)

B. Federal False Claims Act

1.
2.

Civil Liability and Penalties

Reverse False Claims

Kane ex rel. United States v. Healthfirst, Inc., 120 F. Supp. 3d 370
(S.D.N.Y. 2015)

Medicare Program; Reporting and Returning of Overpayments,
81 Fed. Reg. 7654 (Feb. 12, 2016)

. Scienter Requirement

Definitions, 31 U.S.C. §3729(b)
United States v. Krizek, 859 F. Supp. 5 (D.D.C. 1994)
CMS Form 1500

. Materiality

Universal Health Services, Inc. v. United States ex rel. Julio Escobar,
136 S. Ct. 1898 (2016)

. Qui Tam Actions

Actions by private persons, 31 U.S.C. §3730(b)
Kellogg Brown & Root Services, Inc. v. United States ex rel. Carter,
135 S. Ct. 1970 (2015)

. Criminal Sanctions for False Claims

False, fictitious or fraudulent claims, 18 U.S.C. §287
Making or causing to be made false statements or representations,
42 U.S.C. §1320a-7b(a)

C. Anti-Kickback Statute

I.

Criminal Statute

Illegal remunerations, 42 U.S.C. §1320a-7b(b)

Press Release, TAP Pharmaceutical Products Inc. and Seven Others
Charged with Health Care Crimes; Company Agrees to Pay $875
Million to Settle Charges (Oct. 3, 2001)

. Scienter Requirement Under the Anti-Kickback Statute

United States v. Borrasi, 639 F.3d 774 (7th Cir. 2011)

. Safe Harbors

42 U.S.C. §1320a-7b(b)(3)
42 C.F.R. §1001.952

. Advisory Opinions

OIG Adv. Op. No. 14-06

. Fraud Alerts and Other Guidance

Fraud Alert: Physician Compensation Arrangements May Result in
Significant Liability (June 9, 2015)

Publication of OIG Special Fraud Alerts, 59 Fed. Reg. 65,372
(Dec. 19, 1994)

319
319

320

321
322
323
323

324

330
333
333
334
341
341

342
350
350

351
354
354

354
355
356
356

357
361
361
365
365
366
368
369
373

373

374



Contents

D. Stark Law
Ethics in Patient Referrals Act, 42 U.S.C. {1395nn
1. Financial Relationship
DOJ Settlement Announcement
2. Designated Health Services
3. Exceptions
In-office ancillary services, 42 U.S.C. §1395nn(b)(2)
Group practice, 42 U.S.C. §1395nn(h)(4)
In-office ancillary services, 42 C.F.R. §411.355(b)
Definitions — Member of the group or member of a group practice,
42 C.F.R. §411.351
Council for Urological Interests v. Burwell, 790 F.3d 212
(D.C. Cir. 2015)
United States ex rel. Drakeford v. Tuomey, 792 F.3d 364
(4th Cir. 2015)
E. Other Sanctions, Compliance Programs, and State Laws
1. Administrative Sanctions
Mandatory exclusion, 42 U.S.C. §1320a-7(a)
2. Private Contractors
. Compliance and Self-Disclosure
4. State Fraud and Abuse Laws
State false claims act requirements for increased State share of
recoveries, 42 U.S.C. {1396h
Letter from OIG to State of New Mexico Attorney General's Offfice
(July 24, 2008)
Civil penalties, Ga. Code Ann. §23-3-121

W

CHAPTER 7 Competition in Health Care Markets

A. Introduction
B. Health Care Market Imperfections
C. Introduction to Antitrust Law
Trusts, etc., in restraint of trade illegal; penalty, 15 U.S.C. {1
(Sherman Act section 1)
Monopolizing trade a felony; penalty, 15 U.S.C. §2 (Sherman Act
section 2)
Acquisition by one corporation of stock of another, 15 U.S.C. {18
(Clayton Act section 7)
Unfair methods of competition unlawful; prevention by Commission,
15 U.S.C. §45(a) (FTC Act section 5)
D. Increasing Market Power Through Merger
1. Hospital Mergers
ProMedica Health System, Inc. v. Federal Trade Commission, 749 F.3d
559 (6th Cir. 2014)
2. Remedies
In the Matter of Evanston Northwestern Healthcare Corp., FTC Docket
No. 9315 (Aug. 6, 2007)

375
376
377
377
379
379
380
381
382

384

385

394
402
402
402
403
404
404

405

406
407

409
409

410
411
411
411
411
411
412
412

413
421

422

Xvii



Xviii

Contents

E. Collaborations with Competitors
1. Physician Price Fixing

Arizona v. Maricopa County Medical Society, 457 U.S. 332 (1982)

2. Pro-Competitive Physician Collaborations

Department of Justice & Federal Trade Commission, Statements of
Auntitrust Enforcement Policy in Health Care, Statement S: Enforcement
Policy on Providers' Collective Provision of Fee-Related Information

to Purchasers of Health Care Services (rev. 1996)

Department of Justice & Federal Trade Commission, Statements of
Antitrust Enforcement Policy in Health Care, Statement 8: Enforcement

Policy on Physician Network Joint Ventures (rev. 1996)
3. Accountable Care Organizations
Federal Trade Commission & Department of Justice, Statement of
Antitrust Enforcement Policy Regarding Accountable Care

Organizations Participating in the Medicare Shared Savings Program

F. Laws Limiting Competitive Market Entry
1. Scope of Practice

Letter from FTC to the Alabama State Board of Medical Examiners

(Nov. 3, 2010)
2. Certificate of Need Laws

Certificate of need required for new institutional health services;

exemption, Ga. Code Ann. §31-6-40
Antitrust Division, U.S. Department of Justice, Competition in
Healthcare and Certificates of Need (Mar. 25, 2008)
United States v. Siegelman, 640 F.3d 1159 (11th Cir. 2011)
G. The Role of States in Antitrust Enforcement
1. State Attorney General Actions
Office of Attorney General Martha Coakley, Examination of
Health Care Cost Trends and Cost Drivers (Mar. 16, 2010)
2. State Action Doctrine

Federal Trade Commission v. Phoebe Putney Health System, Inc.,
133°S. Ct. 1003 (2013)

PART Il PATIENT PROTECTIONS

CHAPTER 8 Duties Related to Patient Care

A. Introduction
B. Duty to Treat
1. Health Care Providers
a. Common Law
Hurley v. Eddingfield, 59 N.E. 1058 (Ind. 1901)
b. Statutory Exceptions: EMTALA

Emergency Medical Treatment and Active Labor Act— Examination
and treatment for emergency medical conditions and women in

labor, 42 U.S.C. §1395dd
c. Federal Nondiscrimination Statutes
Discrimination prohibited 42 C.F.R. §80.3

428
429
429
433

433

435
436

436
442
442

443
445

445

447
452
456
456

456
459

459

465

467

467
468
468
468
468
469

470
473
474



Contents Xix

Prohibition of discrimination by public accommodations,

42 U.S.C. {12182 475
Nondiscrimination, 42 U.S.C. §18116 477
2. Insurers 477
Guaranteed renewability of individual health insurance coverage,
45 C.F.R. {148.122 478
C. Content of the Duty to Treat 479
1. In Tort: Medical Malpractice and Informed Consent 479
a. Duty of Informed Consent 480
Hidding v. Williams, 578 So. 2d 1192 (La. Ct. App. 1991) 480
b. Vicarious Liability of Managed Care Organizations 484
Petrovich v. Share Health Plan of Illinois, Inc., 188 TIl. 2d 17 (1999) 484
2. In Contract: Waivers and Warranties 495
a. Waivers 495
Laizure v. Avante at Leesburg, Inc., 109 So. 3d 752 (Fla. 2013) 495
b. Warranties 502

Francois de Brantes, Guy D’Andrea, & Meredith B. Rosenthal,
Should Health Care Come with a Warranty?, 28 Health Aff. no. 4,

at w678-w687 (July/Aug. 2009) 502
c¢. Reimbursement Policy 504
Press Release, Eliminating Serious, Preventable, and Costly Medical
Errors — Never Events (May 18, 2006) 504
3. Direct Government Regulation of Quality 508
a. State Licensure 508
Virginia Board of Medicine, Regulations Governing the Practice
of Medicine, Osteopathy, Podiatry and Chiropractic 508
Prerequisites to licensure, 18 Va. Admin. Code §85-20-120 508
Educational requirements: Graduates of approved institutions,
18 Va. Admin. Code {85-20-121 509
Examinations, general, 18 Va. Admin. Code §85-20-140 509
b. Report Cards and Databases 510
Certain data required, Va. Code §54.1-2910.1 510
When information must be reported, 45 C.F.R. §60.5 511
Information which hospitals must request from the National
Practitioner Data Bank, 45 C.F.R. §60.17 512
c. Peer Review 512
Kadlec Medical Center v. Lakeview Anesthesia Associates, 527 F.3d 412
(5th Cir. 2008) 513
Standards for professional review actions, 42 U.S.C. {11112 522
Sithian v. Staten Island University Hospital, 189 Misc. 2d 410
(N.Y. Sup. Ct. 2001) 523
4. Comparative Effectiveness Research 526
Comparative clinical effectiveness research, 42 U.S.C. §1320e 526

Limitations on certain uses of comparative clinical effectiveness
research, 42 U.S.C. §1320e-1 527



XX

Contents

CHAPTER 9 Regulation of the Beginning and End of Life

A. Introduction
B. Regulation of Reproduction
Skinner v. Oklahoma, 316 U.S. 535 (1942)
Griswold v. Connecticut, 381 U.S. 479 (1965)
Eisenstadt v. Baird, 405 U.S. 438 (1972)
Roe v. Wade, 410 U.S. 113 (1973)
Harris v. McRae, 448 U.S. 297 (1980)
Special rules, 42 U.S.C. §18023
Planned Parenthood of Southeastern Pennsylvania v. Casey, 505 U.S.
833 (1992)
TRAP Laws
Whole Women's Health v. Hellerstedt, 136 S. Ct. 2922 (2016)
C. Autonomy and Decision Making at the End of Life
1. Judicially Recognized Protections at the End of Life
Cruzan v. Director, Missouri Department of Health, 497 U.S. 261 (1990)
Washington v. Glucksberg, 521 U.S. 702 (1997)
Vacco v. Quill, 521 U.S. 793 (1997)
Oregon Death with Dignity Act
2. Statutory Facilitation of End-of-Life Decision Making
a. Federal Law and End-of-Life Decisions
Medicare Hospice Conditions of Participation
Condition of participation: Patient’s rights, 42 C.F.R. §418.52
Definition, 42 C.F.R. §489.100
Requirements for providers, 42 C.F.R. §489.102
b. State Law Facilitating Substituted Judgment
Florida Health Care Advance Directives, Fla. Stat. ch. 765
Massachusetts Medical Orders for Life-Sustaining Treatment Form

CHAPTER 10 Health Privacy in the Digital Age

A. Introduction
Press Release, HIPAA Settlement Reinforces Lessons for Users of
Medical Devices (Nov. 25, 2015)
B. Federal Protections for Privacy, Confidentiality, and Security
Preamble to Pub. L. No. 104-191 (HIPAA)
Subtitle F— Administrative Simplification
Purpose, Sec. 261
1. Structure of Health Privacy and Confidentiality
Administrative Data Standards and Related Requirements
Definitions, 45 C.F.R. §160.103
Privacy of Individually Identifiable Health Information
Applicability, 45 C.F.R. §164.500
Definitions, 45 C.F.R. §164.501
Uses and disclosures of protected health information: General rules,
45 C.F.R. {164.502
Uses and disclosures: Organizational requirements, 45 C.F.R.
§164.504

529

529
530
531
532
533
536
544
550

553
562
562
572
572
573
581
587
589
591
591
591
591
592
592
594
594
608

611
611

612
613
613
614
614
614
614
614
615
615
616

617

620



Contents XXi

Uses and disclosures to carry out treatment, payment, or health care

operations, 45 C.F.R. §164.506 621
Uses and disclosures for which an authorization is required, 45
C.F.R. §164.508 622
2. Compliance and Enforcement 625
Press Release, $750,000 HIPAA Settlement Underscores the
Need for Organization-Wide Risk Analysis (Dec. 14, 2015) 626
Security standards: General rules, 45 C.F.R. §164.306 627
Administrative safeguards, 45 C.F.R. §164.308 627
Physical safeguards, 45 C.F.R. §164.310 628
Notification to individuals, 45 C.F.R. {164.404 629
Notification to the media, 45 C.F.R. {164.406 630
Notification to the Secretary, 45 C.F.R. {164.408 630
Notification by a business associate, 45 C.F.R. §164.410 630
Cyber-Attack Notification Letter: Anthem Security Breach 631
C. State-Based Privacy Protections 634
Effect on State law, 42 U.S.C. §1320d-7 634
General rule and exceptions, 45 C.F.R. §160.203 635
Byrne v. Avery Center for Obstetrics & Gynecology, P.C., 102 A.3d 32
(Conn. 2014) 636
Sheldon v. Kettering Health Network, 40 N.E.3d 661 (Ohio Ct.
App. 2015) 640
Walgreen Co. v. Hinchy, 21 N.E.3d 99 (Ind. 2014) 646
D. Telemedicine 651
Telehealth services, 42 C.F.R. §410.78 651
Teladoc, Inc. v. Texas Medical Board, 2015 WL 8773509
(W.D. Tex. 2015) 653

CHAPTER 11 Regulation of Biomedical Research on Humans 659

A. Introduction 659
Moore v. Regents of University of California, 51 Cal. 3d 120 (1990) 660
B. Ethical Principles 665
Nuremberg War Crimes Indictments 665
Nuremberg Code 666
Declaration of Helsinki (The Helsinki Accord) (2013 ed.) 668
The Belmont Report (Ethical Principles and Guidelines for the
Protection of Human Subjects of Research) 672
C. Federal Law Pertaining to Clinical Research on Humans 680
Common Rule, 45 C.F.R. §§46.101-46.505 680
Federal Policy for the Protection of Human Subjects, 82. Fed. Reg. 7149
(Jan. 19, 2017) 692
Grimes v. Kennedy Krieger Institute, Inc., 782 A.2d 807 (Md. 2001) 694
Greenberg v. Miami Children's Hospital Research Institute, Inc., 264
F. Supp. 2d 1064 (S.D. Fla. 2003) 714

Complaint, Gelsinger v. Trustees of the University of Pennsylvania 720



xXii

Contents

Common Rule, Research on Children, 45 C.F.R. §§46.404-46.408
Investigation Letter from Office for Human Research Protections
(Jan. 16, 2015)

Table of Cases
Table of Statutes and Regulations
Index

729
731
735

739
751



PREFACE

At its inception, health care law was primarily state-based common law, rooted in
‘Law and Medicine,” the original term for the field. Over time, private health
insurance became the dominant payment mechanism, and its close cousin, managed
care, became the leading cost control tool, but regulatory developments still
continued to be largely state-based. Meanwhile, the role of the federal government
in health care has grown slowly but consistently, both in public programs like
Medicare and Medicaid, and through major federal laws that preempted some
state-based rules. Traditionally, health care law has been taught as state-based
case law with a significant federal overlay, and administrative law was merely a
relevant detail.

The time had come to shift the emphasis and fully recognize that health care is a
highly regulated industry with a substantial federal administrative law superstruc-
ture, just like railroad and airline transportation, financial services, oil and gas, and
telecommunications, to name a few examples. After the passage of the Patient Pro-
tection and Affordable Care Act of 2010 (ACA), federal statutory and administrative
law dominate the field of health care law. You will learn in the following pages about
the ACA’s rather complicated history, yet for all the challenges and objections, the
law remains largely in place and represents the most sweeping transformation of U.S
health care in a generation. The ACA was the farthest reaching in a long line of
federal laws that enshrines choices about America’s long-debated approaches to
health insurance — private versus public provision of care, medical assistance eligi-
bility, and the state-federal relationship in health care, among other themes. Like-
wise, most of the challenges to the law have operated in federal courts, Congress,
and federal agency rule and policymaking, reflecting the increasingly dominant role
of federal health care law. This book is the first health care law casebook to reflect
that gravitational shift to the federal domain.

This second edition reflects important changes and key updates that have
occurred since the 2016 election, including an adjusted framework for Chapter
I's introductory material; adding federal endorsement of work requirements in the
Medicaid program in Chapter 2 (public insurance); and addressing repeal of the tax
penalty associated with the individual health insurance mandate in Chapter 3
(private insurance). The individual mandate and Medicaid work requirements are
significant, because they have spillover effects on other parts of the ACA, and they
represent a philosophical shift regarding the role of government and individual
responsibility for health. In addition to the reframing and updating of Chapters 1,
2, and 3, other updates include Chapter 5 (tax-exempt organizations) to reflect
recent TRS enforcement activity around 501(r) Community Health Needs Assess-
ment compliance; Chapter 6 (fraud and abuse) to include the U.S. Supreme Court’s
Universal Health Services v. United States ex rel. Escobar opinion, issued just after our
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first edition went to press; Chapter 9 (regulating the beginning and end of life), to
incorporate the U.S. Supreme Court opinion in Whole Woman's Health v. Hellerstedt
and related developments.

The book retains its distinctive features, including its emphasis on primary source
materials beyond appellate cases, which are the bread and butter of most first-year
law school courses. Health care law abounds with other forms of legal authority,
including statutory, regulatory, and sub-regulatory guidance. We use secondary
sources sparingly, including only canonical commentary on the field and data-driven
empirical research, which are uniquely important for the practicing health care law-
yer. The primary source materials are the focal point, with longer excerpts and light
editing, providing an experience that foreshadows the work that our students must
do when they become practicing lawyers.

We do not attempt to cover all topics comprehensively. Instead, we chose our key
topics carefully, making use of guidelines suggested by practicing attorneys and
health law professors in the American Health Lawyers Association, the preeminent
professional organization for health law practitioners. While surveying fewer topics
than some other health law casebooks, we engage the selected topics in more depth,
so students emerge with an understanding of the most important features for the
practice of health care law. The result is a three- or four-credit-hour book that is
shorter but leaves room for professors to supplement with additional topics they are
keen to teach.

Finally, we have listened carefully to students’ comments about classroom mate-
rials over the years and have used that feedback in structuring the book. First, we
avoided extensive notes, moving most references to scholarly articles and other
secondary sources to the teachers’ manual. Second, we use three different kinds
of problems throughout the book: ‘Questions,” which engage an excerpt directly;
“Problems,” which offer a practice-like scenario, hypothetical, or policy question
to consider; and “Capstone Problems,” which are designed to facilitate integrative
and summative mastery of the chapter. While we firmly believe that the sometimes
tedious, technical reading of statutes, regulations, cases, and other sources is the real
work of health care lawyers, for pedagogical purposes, we highlight key issues,
background, and other points of interest through boxed side notes, which enrich
understanding in the moment of digesting a key source.

Health care law is complex, but teaching it needn’t be. We hope you enjoy our
labor of love.
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CHAPTER 1

Introduction to American
Health Care Law

A. INTRODUCTION

Health care is a vast, complex industry that will soon approach one-fifth of the U.S.
economy, with more than $4 trillion in total spending expected in 2020. The United
States is projected to spend on average more than $12,000 per capita on total health care
expenses in 2020. Of course, this does not mean that each person in the United States
will actually receive $12,000 in health care during the course of the year. Actual health
care expenditures vary dramatically by age, sex, and other factors such as health status.
Health care is a growth industry, with costs steadily rising over time and account-
ing for an ever-increasing share of our nation’s gross domestic product (GDP).
In 2020, health care spending is projected to reach 18.4 percent of GDP, compared
to just 5.5 percent of GDP in 1965 when Medicare and Medicaid began. Govern-
ment spending on health care is projected to be 45 percent of total national health
expenditures by 2020, though that does not account for federal tax benefits to private
entities that provide health insurance as an employment benefit. The following chart
shows U.S. health care spending, compared to certain other wealthy countries.

Total health expenditures per capita, U.S. dollars, PPP adjusted, 2016

United States $10.348
Belgium $4,839

The US value was obtained from the 2016 National Health Expenditure data

Source: Kaiser Family Foundation analysis of data from OECD {2017), "OECD Health Data: Health expenditure and financing: Heaith Peterson-Kaiser
expenditure indicators”, OECD Health Statistics (database) (Accessed on March 19, 2017). » Get the data * PNG H.a'th sys“m Mk’r
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Those data might lead to the conclusion that the United States has an especially
robust health care sector. Perhaps we value health care more highly than other com-
parable countries and spend accordingly. But what are we getting for our money?
Health care law often operates within the larger sphere of health policy, which
means that statistical methods are increasingly prominent in discussions on health
care law. Two common ways to measure the relative health of a population are infant
mortality and life expectancy. On both those measures, the United States performs
poorly compared to other wealthy countries.

First, on infant mortality:

Infant mortality per 1,000 live births, 2014

United States

Canada

United Kingdom
Switzerland
Netheriands
France

Belgium
‘Comparable Country Average
Australia
Germany
Austria

Sweden

Japan

~
1

Comparable countries are defined as those with above median GDP and above median GDP per capita in at least one of the past 10 years. Canada data estimated from 2012.

Source: Kaiser Family Foundation analysis of data from OECD {2017), "OECD Health Data: Health status: Health status indicators", Peterson Kaiser
‘OECD Health Statistics database. (Accessed on July 5, 2017) + Get thedata* PNG Heal'th System Thcker

U.S. life expectancy at birth also lags by several years:

The U.S. has the lowest life expectancy at birth among comparable countries

Life expectancy at birth in years, 2016

Sweden 823
Canada 817
Austria 813
United States 788

Note: Data for Canada are for 2013

Source: Kaiser Family Foundation analysis of data from OECD (2017), Life expectancy at birth (indicator) (Accessed on November 13, Danion Kl

2017).  Get thedata + PNG Health System Tracker
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In addition, for all of that spending, the United States also has the highest rate of
deaths that could be prevented by basic health care and preventive services, a
measure called “mortality amenable to health care.” The rate of mortality amenable
to health care is even higher than the graphic below depicts, when measured based
on demographic factors such as race and poverty. The United States has been ranked
last among high-income nations on this measure since 2003.

Amenable mortality per 100,000 population, 2002 - 2003 and 20086 - 2007
M 2002-2003 [l 2006-2007

France  Australia Japan Sweden NetherlandsAustria Germany UK Comparable US
Country
Average

Source: Nolte E and McKee CM. “Measuring the Health of Nations: Updating an Earlier Peterson-Kaiser
Analysis.” Health Affairs, Jan 2008, 27(1):58-71. * Getthe data* PNG H“"l‘.h Syst‘rn hk‘l’

The Affordable Care Act (ACA) succeeded in its central objective of greatly
reducing the percentage of uninsured Americans, but even near-universal insurance
coverage does not ensure better health. Rates of insurance coverage in the United
States reached their highest levels so far in 2016 at 91.1 percent and are projected to
fall somewhat (to 89.3 percent) by 2026 under the Trump Administration’s reduced
enrollment efforts. But the direct health impact of insurance coverage should not be
overstated. Insurance facilitates access to health care; but, it guarantees neither
access nor affordability. Studies show that even those who have health insurance
coverage are likely to struggle with the cost of medical care and to make sacrifices to
pay for medical care.

Even more fundamentally, access to health care does not automatically lead to
improved health. Many other socioeconomic factors such as wealth, employment,
and housing may have greater direct effect on health, as do relatively inexpensive
public health programs.

As you consider the snapshot of America’s health care landscape on the next
page and learn more details of its operation in the following chapters, it is important
to recognize that America does not really have a health care “system,” although that
terminology is often used. In reality, the United States is better described as having a
health care “non-system,” or health care business “sector” or “space,” which is com-
plex, multifaceted, fragmented, and often poorly coordinated.

This fragmentation exists in part because the U.S. Constitution does not contain
a right to health care or anything that looks like it, which can be contextualized by
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Percent of adults with difficulty paying medical bills by health status, 2016

[l Problems with bills for routine care Paying off medical bills over time
30%
31%
30%
25% 28% 28%
20% 22%
21% 21%
15%
10% 12% 12%
5%
Better health Insured All aduits Worse health Uninsured

Source: Kaiser Family Foundation analysis of National Health Interview Survey « Get the data Peterson-Kaiser

PNG Health System Tracker

history — such a right would have meant a “right” to bloodletting, fatal surgeries, and
other remedies that today are considered barbaric. Medicine looked very different in
1787. This helps to explain why the Constitution does not squarely address the
question of an affirmative right to health care, except in the prison context,
where the Supreme Court of the United States held that total deprivation of medical
care may violate the Eighth Amendments prohibition on cruel and unusual
treatment.

Estelle v. Gamble

429 U.S. 97 (1976)

Mr. Justice MARSHALL delivered the opinion of the Court.
... We therefore conclude that deliberate indifference to serious medical needs
of prisoners constitutes the “unnecessary and wanton infliction of pain,” Gregg v.
Georgia, proscribed by the Eighth Amendment. This is true whether the indifference
is manifested by prison doctors in their response to the prisoner’s needs or by prison
guards in intentionally denying or delaying access to medical care or intentionally
interfering with the treatment once prescribed. Regardless of how evidenced, delib-
erate indifference to a prisoner’s serious illness or injury states a cause of action

under §1983.

This conclusion does not mean, however, that every claim by
For prisoners, the Constitution a prisoner that he has not received adequate medical treatment
guarantees only a minimal right ~ states a violation of the FEighth Amendment. An accident,

to health care, with quality although it may produce added anguish, is not on that basis
decisions left to state law. alone to be characterized as wanton infliction of unnecessary
pain. . .. [I]n the medical context, an inadvertent failure to pro-

vide adequate medical care cannot be said to constitute “an unnecessary and wanton
infliction of pain” or to be “repugnant to the conscience of mankind.” Thus, a com-
plaint that a physician has been negligent in diagnosing or treating a medical



B. Common Themes in Health Care Law

condition does not state a valid claim of medical mistreatment under the Eighth
Amendment. Medical malpractice does not become a constitutional violation merely
because the victim is a prisoner. In order to state a cognizable claim, a prisoner must
allege acts or omissions sufficiently harmful to evidence deliberate indifference to
serious medical needs. It is only such indifference that can offend “evolving stan-
dards of decency” in violation of the Eighth Amendment.

Gamble’s claims against Dr. Gray, both in his capacity as treating physician and
as medical director of the Corrections Department, are not cognizable. . .. Gamble
was seen by medical personnel on 17 occasions spanning a 3-month period: by
Dr. Astone five times; by Dr. Gray twice; by Dr. Heaton three times; by an uniden-
tified doctor and inmate nurse on the day of the injury; and by medical assistant
Blunt six times. They treated his back injury, high blood pressure, and heart pro-
blems. Gamble has disclaimed any objection to the treatment provided for his high
blood pressure and his heart problem; his complaint is “based solely on the lack of
diagnosis and inadequate treatment of his back injury.” The doctors diagnosed his
injury as a lower back strain and treated it with bed rest, muscle relaxants and pain
relievers. Respondent contends that more should have been done by way of diagnosis
and treatment, and suggests a number of options that were not pursued. The Court
of Appeals agreed, stating: “Certainly an x-ray of (Gamble’s) lower back might have
been in order and other tests conducted that would have led to appropriate diagnosis
and treatment for the daily pain and suffering he was experiencing.” But the question
whether an X-ray or additional diagnostic techniques or forms of treatment is [sic]
indicated is a classic example of a matter for medical judgment. A medical decision
not to order an X-ray, or like measures, does not represent cruel and unusual pun-
ishment. At most it is medical malpractice, and as such the proper forum is the state
court under the Texas Tort Claims Act.

QUESTION

Should everyone have the same constitutional right of access to health care
enjoyed by prisoners?

The lack of a unifying right to health care facilitates complexity and fragmentation,
both of which invite legal regulation. Thus, we will see that the health care sector is
heavily regulated through statutes, regulations, common law, and other authority,
leading to the set of legal doctrines commonly called health care law.

B. COMMON THEMES IN HEALTH CARE LAW

Health care law is one of the more complex subjects taught in law school, given that
it contains a high degree of interaction with nonlegal actors and institutions, includ-
ing doctors, patients, health insurers, hospitals, drug and device companies, and
federal and state governments. Each of these groups has interests to defend, and
many have highly specialized knowledge that uses special language, which a health
care lawyer must be able to understand. As you approach this course and the mate-
rials included in this casebook, appreciate that they may be unfamiliar and
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challenging at times. The objective, however, is to give you ample opportunity to
practice reading and digesting the wide range of sources that you might encounter
practicing this area of law.

One way to facilitate an ongoing understanding of the disparate field of health
care law, despite its often rapidly changing landscape, is to introduce its consistent
themes. These themes include:

Federalism (the relationship between the federal government and states);
Individual rights (protected by the U.S. Constitution, state constitutions,
and common law, but limited by certain governmental powers and societal
needs);

Fiduciary relationships (between patients and providers, insurers and
insureds, corporate officers and directors and the public, to name a few);
The modern administrative state (including inherent tensions between
coordinate legislative, executive, and judicial branches of government); and
Markets and regulation (operating from the premise that health care
markets are marred by various “imperfections” that invite legal interventions).

We offer the following three examples to elucidate these themes and introduce
some substantive topics that we will consider more systematically throughout the
course. Our purpose here is not to cover these topics exhaustively but rather to offer
a brief introduction to laws and concepts that animate the field of health care law.
We close the chapter with two theoretical approaches to health care, rooted first in
economics and then in distributive justice. These insights and vocabulary will reap-
pear in your studies as well.

1. INDIVIDUAL RIGHTS AND GOVERNMENTAL POWERS

The following case illustrates two inherent tensions in health law: the interests of
individuals versus society at large, and the overlapping spheres of state and federal
law that regulate health care. The U.S. Constitution recognizes certain individual
rights, including liberty, property, free speech, freedom of religion, and privacy. But
these rights are not absolute; the government may intrude upon them for justifiable
reasons. Throughout the course, you will see numerous examples testing the scope of
government power vis-a-vis individual rights. The federal government’s powers
are enumerated in the Constitution, while all other powers are reserved to the
states. The states” reserved powers have long been called the “police powers,”
which includes authority to protect public health and safety. In the field of health
care, it can have a great impact on individual autonomy. For example, in 2014,
governors from New Jersey and Maine limited the freedom of a Doctors Without
Borders nurse, Kaci Hickox, who returned from treating Ebola patients in West
Africa. Global outbreaks of Ebola spurred fears and provoked the states’ governors
to exert their police powers to quarantine Hickox, despite lack of a clear medical
or epidemiological basis for believing that she was infected. Quarantines are just
one example of direct state control over a person, ostensibly to protect the public’s
health.

This early U.S. Supreme Court decision in the realm of medicine is still good law,
frequently cited for the propositions it contains.
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Jacobson v. Commonwealth of Massachusetis

197 U.S. 11 (1905)

Mr. Justice HARLAN delivered the opinion of the court:

This case involves the validity, under the Constitution of the United States, of
certain provisions in the statutes of Massachusetts relating to vaccination.

The Revised Laws of that commonwealth provide that “the board of health of a
city or town, if, in its opinion, it is necessary for the public health or safety, shall
require and enforce the vaccination and revaccination of all the inhabitants thereof,
and shall provide them with the means of free vaccination. Whoever, being over
twenty-one years of age and not under guardianship, refuses or neglects to comply
with such requirement shall forfeit $5.”

An exception is made in favor of “children who present a certificate, signed by a
registered physician, that they are unfit subjects for vaccination.”

... Jacobson| ] was proceeded against by a criminal complaint in one of the
inferior courts of Massachusetts. The complaint charged that on the 17th day of
July, 1902, the board of health of Cambridge, being of the opinion that it was
necessary for the public health and safety, required the vaccination and revaccina-
tion of all the inhabitants thereof who had not been successfully vaccinated since the
Ist day of March, 1897, and provided them with the means of free vaccination; and
that the defendant, being over twenty-one years of age and not under guardianship,
refused and neglected to comply with such requirement.

The defendant, having been arraigned, pleaded not guilty. The government put in
evidence the above regulations adopted by the board of health, and made proof
tending to show that its chairman informed the defendant that, by refusing to be
vaccinated, he would incur the penalty provided by the statute, and would be pros-
ecuted therefor; that he offered to vaccinate the defendant without expense to him;
and that the offer was declined, and defendant refused to be
vaccinated. . ... There is some evidence that

A verdict of guilty was thereupon returned . . . and thereafter,  Reverend Jacobson refused to
pursuant to the verdict of the jury, he was sentenced by the court  be vaccinated because he had
to pay a fine of $5. And the court ordered that he stand com-  already suffered a bad reaction
mitted until the fine was paid. . .. to a vaccine.

Is the statute...inconsistent with the liberty which the
Constitution of the United States secures to every person against deprivation by
the state?

The authority of the state to enact this statute is to be referred to what is com-
monly called the police power, a power which the state did not surrender when
becoming a member of the Union under the Constitution. Although this court
has refrained from any attempt to define the limits of that power, yet it has distinctly
recognized the authority of a state to enact quarantine laws and “health laws of every
description”; indeed, all laws that relate to matters completely within its territory and
which do not by their necessary operation affect the people of other states. Accord-
ing to settled principles, the police power of a state must be held to embrace, at least,
such reasonable regulations established directly by legislative enactment as will pro-
tect the public health and the public safety. . ..

We come, then, to inquire whether any right given or secured by the Constitution
is invaded by the statute as interpreted by the state court. The defendant insists that
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his liberty is invaded when the state subjects him to fine or imprisonment for
neglecting or refusing to submit to vaccination; that a compulsory vaccination law
is unreasonable, arbitrary, and oppressive, and, therefore, hostile to the inherent
right of every freeman to care for his own body and health in such way as to him
seems best; and that the execution of such a law against one who objects to vacci-
nation, no matter for what reason, is nothing short of an assault upon his person. But
the liberty secured by the Constitution of the United States to every person within its
jurisdiction does not import an absolute right in each person to be, at all times and in
all circumstances, wholly freed from restraint. There are manifold restraints to which
every person is necessarily subject for the common good. On any other basis
organized society could not exist with safety to its members. Society based on the
rule that each one is a law unto himself would soon be confronted with disorder and
anarchy. Real liberty for all could not exist under the operation of a principle which
recognizes the right of each individual person to use his own, whether in respect of
his person or his property, regardless of the injury that may be done to others. This
court has more than once recognized it as a fundamental principle that “persons and
property are subjected to all kinds of restraints and burdens in order to secure the
general comfort, health, and prosperity of the state; of the perfect right of the leg-
islature to do which no question ever was, or upon acknowledged general principles
ever can be, made, so far as natural persons are concerned.” In Crowley v. Chris-
tensen, 137 U.S. 86, 89, we said:

The possession and enjoyment of all rights are subject to such reasonable conditions
as may be deemed by the governing authority of the country essential to the safety,
health, peace, good order, and morals of the community. Even liberty itself, the
greatest of all rights, is not unrestricted license to act according to one’s own will. It is
only freedom from restraint under conditions essential to the equal enjoyment of the
same right by others. It is, then, liberty regulated by law.

In the Constitution of Massachusetts adopted in 1780 it was laid down as a
fundamental principle of the social compact that the whole people covenants
with each citizen, and each citizen with the whole people, that all shall be governed
by certain laws for “the common good,” and that government is instituted “for the
common good, for the protection, safety, prosperity, and happiness of the people,
and not for the profit, honor, or private interests of any one man, family, or class of
men.” The good and welfare of the commonwealth, of which the legislature is pri-
marily the judge, is the basis on which the police power rests in Massachusetts.

Applying these principles to the present case, it is to be observed that the leg-
islature of Massachusetts required the inhabitants of a city or town to be vaccinated
only when, in the opinion of the board of health, that was necessary for the public
health or the public safety. . .. To invest such a body with authority over such mat-
ters was not an unusual, nor an unreasonable or arbitrary, requirement. Upon the
principle of self-defense, of paramount necessity, a community has the right to pro-
tect itself against an epidemic of disease which threatens the safety of its
members. . . .

There is, of course, a sphere within which the individual may assert the supremacy of
his own will, and rightfully dispute the authority of any human government, especially
of any free government existing under a written constitution, to interfere with the
exercise of that will. But it is equally true that in every well-ordered society charged
with the duty of conserving the safety of its members the rights of the individual in
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respect of his liberty may at times, under the pressure of great dangers, be subjected
to such restraint, to be enforced by reasonable regulations, as the safety of the general
public may demand. An American citizen arriving at an American port on a vessel in
which, during the voyage, there had been cases of yellow fever or Asiatic cholera, he,
although apparently free from disease himself, may yet, in some circumstances, be
held in quarantine against his will on board of such vessel or in a quarantine station,
until it be ascertained by inspection, conducted with due diligence, that the danger of
the spread of the disease among the community at large has disappeared. The liberty
secured by the 14th Amendment, this court has said, consists, in part, in the right of a
person “to live and work where he will”; and yet he may be compelled, by force if need
be, against his will and without regard to his personal wishes or his pecuniary
interests, or even his religious or political convictions, to take his place in the ranks of
the army of his country, and risk the chance of being shot down in its defense. It is
not, therefore, true that the power of the public to guard itself against imminent
danger depends in every case involving the control of one’s body upon his willingness
to submit to reasonable regulations established by the constituted authorities, under
the sanction of the state, for the purpose of protecting the public collectively against
such danger. . . .

Looking at the propositions embodied in the defendant’s rejected offers of proof,
it is clear that they are more formidable by their number than by their inherent value.
Those offers in the main seem to have had no purpose except to state the general
theory of those of the medical profession who attach little or no value to vaccination
as a means of preventing the spread of smallpox, or who think that vaccination
causes other diseases of the body. What everybody knows the court must know,
and therefore the state court judicially knew, as this court
knows, that an opposite theory accords with the common belief,
and is maintained by high medical authority. We must assume
that, when the statute in question was passed, the legislature of
Massachusetts was not unaware of these opposing theories, and
was compelled, of necessity, to choose between them. It was not
compelled to commit a matter involving the public health and safety to the final
decision of a court or jury. It is no part of the function of a court or a jury to deter-
mine which one of two modes was likely to be the most effective for the protection of
the public against disease. That was for the legislative department to determine in
the light of all the information it had or could obtain. It could not properly abdicate
its function to guard the public health and safety. The state legislature proceeded
upon the theory which recognized vaccination as at least an effective, if not the best-
known, way in which to meet and suppress the evils of a smallpox epidemic that
imperiled an entire population. Upon what sound principles as to the relations exist-
ing between the different departments of government can the court review this
action of the legislature? If there is any such power in the judiciary to review
legislative action in respect of a matter affecting the general welfare, it can only
be when that which the legislature has done comes within the rule that, if a statute
purporting to have been enacted to protect the public health, the public morals, or
the public safety, has no real or substantial relation to those objects, or is, beyond all
question, a plain, palpable invasion of rights secured by the fundamental law, it is
the duty of the courts to so adjudge, and thereby give effect to the Constitution.

Whatever may be thought of the expediency of this statute, it cannot be affirmed
to be, beyond question, in palpable conflict with the Constitution. Nor, in view of
the methods employed to stamp out the disease of smallpox, can anyone confidently

The Court sidestepped the
factual issue of whether these
vaccinations are safe and
effective.
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assert that the means prescribed by the state to that end has no real or substantial
relation to the protection of the public health and the public safety. Such an asser-
tion would not be consistent with the experience of this and other countries whose
authorities have dealt with the disease of smallpox.! And the principle of vaccination
as a means to prevent the spread of smallpox has been enforced in many states by
statutes making the vaccination of children a condition of their right to enter or
remain in public schools.

The latest case upon the subject of which we are aware is Viemester v. White,
decided very recently by the court of appeals of New York. That case involved the
validity of a statute excluding from the public schools all children who had not been
vaccinated. One contention was that the statute and the regulation adopted in
exercise of its provisions was [sic] inconsistent with the rights, privileges, and liber-
ties of the citizen. The contention was overruled, the court saying, among other
things:

Smallpox is known of all to be a dangerous and contagious disease. If vaccination
strongly tends to prevent the transmission or spread of this disease, it logically follows
that children may be refused admission to the public schools until they have been
vaccinated. The appellant claims that vaccination does not tend to prevent smallpox,
but tends to bring about other diseases, and that it does much harm, with no good. It
must be conceded that some laymen, both learned and unlearned, and some
physicians of great skill and repute, do not believe that vaccination is a preventive of
smallpox. The common belief, however, is that it has a decided tendency to prevent
the spread of this fearful disease, and to render it less dangerous to those who
contract it. While not accepted by all, it is accepted by the mass of the people, as well
as by most members of the medical profession. It has been general in our state, and in
most civilized nations for generations. It is generally accepted in theory, and generally
applied in practice, both by the voluntary action of the people, and in obedience to
the command of law. Nearly every state in the Union has statutes to encourage, or

1. “State-supported facilities for vaccination began in England in 1808 with the National Vaccine
Establishment. In 1840 vaccination fees were made payable out of the rates. The first compulsory act was
passed in 1853, the guardians of the poor being intrusted with the carrying out of the law; in 1854 the public
vaccinations under one year of age were 408,824 as against an average of 180,960 for several years before.
In 1867 a new act was passed, rather to remove some technical difficulties than to enlarge the scope of the
former act; and in 1871 the act was passed which compelled the boards of guardians to appoint vaccination
officers. The guardians also appoint a public vaccinator, who must be duly qualified to practise medicine, and
whose duty it is to vaccinate (for a fee of one shilling and sixpence) any child resident within his district brought
to him for that purpose, to examine the same a week after, to give a certificate, and to certify to the vaccination
officer the fact of vaccination or of insusceptibility. . . . Vaccination was made compulsory in Bavarla in 1807,
and subsequently in the following countries: Denmark (1810), Sweden (1814), Wu«rttemberg, Hesse, and
other German states (1818), Prussia (1835), Roumania (1874), Hungary (1876), and Servia (1881). It is
compulsory by cantonal law in 10 out of the 22 Swiss cantons; an attempt to pass a Federal compulsory law was
defeated by a plebiscite in 1881. In the following countries there is no compulsory law, but governmental
facilities and compulsion on various classes more or less directly under governmental control, such as soldiers,
state employees, apprentices, school pupils, etc.: France, Italy, Spain, Portugal, Belgium, Norway, Austria,
Turkey. . . . Vaccination has been compulsory in South Australia since 1872, in Victoria since 1874, and in
Western Australia since 1878. In Tasmania a compulsory act was passed in 1882. In New South Wales there is
no compulsion, but free facilities for vaccination. Compulsion was adopted at Calcutta in 1880, and since then
at 80 other towns of Bengal, at Madras in 1884, and at Bombay and elsewhere in the presidency a few years
carlier. Revaccination was made compulsory in Denmark in 1871, and in Roumania in 1874; in Holland it was
enacted for all school pupils in 1872. The various laws and administrative orders which had been for many
years in force as to vaccination and revaccination in the several German states were consolidated in an imperial
statute of 1874.” 24 Encyclopaedia Britannica (1894), Vaccination.
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directly or indirectly to require, vaccination; and this is true of most nations of

Europe. . .. A common belief, like common knowledge, does not require evidence to
establish its existence, but may be acted upon without proof by the legislature and the
courts. . . . The fact that the belief is not universal is not controlling, for there is

scarcely any belief that is accepted by everyone. The possibility that the belief may be
wrong, and that science may yet show it to be wrong, is not conclusive; for the
legislature has the right to pass laws which, according to the common belief of the
people, are adapted to prevent the spread of contagious diseases. In a free country,
where the government is by the people, through their chosen representatives,
practical legislation admits of no other standard of action, for what the people believe
is for the common welfare must be accepted as tending to promote the common
welfare, whether it does in fact or not. Any other basis would conflict with the spirit of
the Constitution, and would sanction measures opposed to a Republican form of
government. While we do not decide, and cannot decide, that vaccination is a
preventive of smallpox, we take judicial notice of the fact that this is the common
belief of the people of the state, and, with this fact as a foundation, we hold that the
statute in question is a health law, enacted in a reasonable and proper exercise of the
police power.

Since, then, vaccination, as a means of protecting a community against smallpox,
finds strong support in the experience of this and other countries, no court, much
less a jury, is justified in disregarding the action of the legislature simply because in
its or their opinion that particular method was — perhaps, or possibly — not the best
either for children or adults. . . .

It seems to the court that [Jacobson’s arguments] would practically strip the
legislative department of its function to care for the public health and the public
safety when endangered by epidemics of disease. Such an answer would mean that
compulsory vaccination could not, in any conceivable case, be legally enforced in a
community, even at the command of the legislature, however widespread the
epidemic of smallpox, and however deep and universal was the belief of the com-
munity and of its medical advisers that a system of general vaccination was vital to
the safety of all.

We are not prepared to hold that a minority, residing or remaining in any city or
town where smallpox is prevalent, and enjoying the general protection afforded by an
organized local government, may thus defy the will of its constituted authorities,
acting in good faith for all, under the legislative sanction of the state. If such be
the privilege of a minority, then a like privilege would belong to each individual of
the community, and the spectacle would be presented of the welfare and safety of an
entire population being subordinated to the notions of a single individual who
chooses to remain a part of that population. We are unwilling to hold it to be an
element in the liberty secured by the Constitution of the United States that one
person, or a minority of persons, residing in any community and enjoying the benefits
of its local government, should have the power thus to dominate the majority when
supported in their action by the authority of the state. While this court should guard
with firmness every right appertaining to life, liberty, or property as secured to the
individual by the supreme law of the land, it is of the last importance that it should
not invade the domain of local authority except when it is plainly necessary to do so
in order to enforce that law. The safety and the health of the people of Massachu-
setts are, in the first instance, for that commonwealth to guard and protect. They are
matters that do not ordinarily concern the national government. So far as they can be

11
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reached by any government, they depend, primarily, upon such action as the state, in
its wisdom, may take; and we do not perceive that this legislation has invaded any
right secured by the Federal Constitution.

Before closing this opinion we deem it appropriate, in order to prevent misap-
prehension as to our views, to observe —perhaps to repeat a thought already suffi-
ciently expressed, namely— that the police power of a state, whether exercised
directly by the legislature, or by a local body acting under its authority, may be
exerted in such circumstances, or by regulations so arbitrary and oppressive in
particular cases, as to justify the interference of the courts to prevent wrong and
oppression. Extreme cases can be readily suggested. Ordinarily such cases are not
safe guides in the administration of the law. It is easy, for instance, to suppose the
case of an adult who is embraced by the mere words of the act, but yet to subject
whom to vaccination in a particular condition of his health or body would be cruel
and inhuman in the last degree. We are not to be understood as holding that the
statute was intended to be applied to such a case, or, if it was so intended, that the
judiciary would not be competent to interfere and protect the health and life of the
individual concerned. “All laws,” this court has said, “should receive a sensible con-
struction. General terms should be so limited in their application as not to lead to
injustice, oppression, or an absurd consequence. It will always, therefore, be pre-
sumed that the legislature intended exceptions to its language which would avoid
results of this character. The reason of the law in such cases should prevail over its
letter.” Until otherwise informed by the highest court of Massachusetts, we are not
inclined to hold that the statute establishes the absolute rule that an adult must be
vaccinated if it be apparent or can be shown with reasonable certainty that he is not
at the time a fit subject of vaccination, or that vaccination, by reason of his then
condition, would seriously impair his health, or probably cause his death. No such
case is here presented. It is the cause of an adult who, for aught that appears, was
himself in perfect health and a fit subject of vaccination, and yet, while remaining in
the community, refused to obey the statute and the regulation adopted in execution

Skin lesions caused by smallpox, courtesy of the Centers for Disease Control and Prevention.
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of its provisions for the protection of the public health and the public safety, con-
fessedly endangered by the presence of a dangerous disease.

We now decide only that the statute covers the present case, and that nothing
clearly appears that would justify this court in holding it to be unconstitutional and
inoperative in its application to the plaintiff in error.

The judgment of the court below must be affirmed.

[t is so ordered.

QUESTIONS

1. Did Massachusetts force Jacobson to be vaccinated?

2. Justice Harlan deferred to state legislative judgments about the efficacy of
smallpox vaccination as an appropriate exercise of state police power. Why
then did the Court review the dominant views in the United States and Europe?

3. Would the Court have decided the case differently if Jacobson had convinced
the justices he had a well-founded fear of harm from vaccination?

One justification for the result in Jacobson is that the police power can intrude on
cognizable individual liberty when the benefit to the public outweighs the risk of
harm to the individual. Vaccination hinders the spread of infectious disease. Each
vaccination carries a small risk of side effects for the individual, but society is better
off with mass vaccination that reaches a high enough level to protect the population
(sometimes called “herd immunity”). An unvaccinated individual exposes the
entire community to a risk, a negative externality in the language of economics.
Even though epidemiologists find that vaccinating 100 percent of the population
is rarely necessary, it is also difficult to know when enough of the population has
been vaccinated to ensure protection from further disease. The safest path from
a population perspective is to attempt to achieve very high levels of vaccination
compliance lest a dread disease like smallpox, measles, or polio be permitted to
flower into an epidemic.

PROBLEM

You represent a client in Boston, Massachusetts, who believes that the measles
vaccine causes autism and, therefore, has not vaccinated his school-aged child. Rely-
ing on the guidance below, the Massachusetts Department of Public Health has
blocked the child from attending school until he has received all scheduled vaccina-
tions, including measles. What advice do you have for your client about whether he
will succeed in challenging the constitutionality of the state’s regulations?

MASSACHUSETTS DEPARTMENT OF PUBLIC HEALTH

Immunization Exemptions and
Vaccine Preventable Disease Exclusion Guidelines in School Settings

Definition of Allowable E .
There are two situations in which children who are not appropriately immunized may be admitted to
school:
1) a medical exemption is allowed if a physician submits d tation attesting that an
immunization is medically contraindicated; and
2) a religious exemption is allowed if a parent or guardian submits a written that
immunizations conflict with their sincere religious beliefs.
The law states that medical mpti must be p ted at the beginning of each school year.
MDPH r ds also requesting religious exemptions on an annual basis, in writing, at the

beginning of each school year.

13
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P al e are not by law in Massachusetts, even if signed by a physician.
Only medlczl and rellg;tous exemptions are acceptable. These exemptions must be Kept in the
students’ files at school (105 CMR 220.000 and M.G.L. ¢.76, ss. 15, 15C and 15D).

Policies for Exclusion at School Entry

‘While the laws and regulations state that unimmunized children who do not meet criteria for medical
or religious exemption “shall not be admitted to school,” policies around enft nent of exclusion for
unimmunized or partially immunized children are developed by individual schools/school districts.

The only exception for exclusmn of unimmunized or partially immunized children who do not have
documentation of a medical or religi ion is in the case of h less children, whereby they
cannot be denied entry to school If they do nat have their immunization records. The federal
McKinney-Vento Homeless Assistance Act states that if a homeless student does not have proper
documentanon of i unmumzanon.s or any medical ds, the Homeless Education Liaison at your
hool must 1 diately assist in obtaining them, and the student must be enrolled and permitted to
attend school in the interim (as cited in the McKinney-Vento Homeless Assistance Act of 2001).

Exclusion During Disease Outbreaks

In situations when one or more cases of a vaccine-preventable or any other communicable disease are
present in a school, all susceptibles, including those with medical or religious exemptions, are
subject to exclusion as described in the Reportable Diseases and Isolation and Quarantine
Requirements (105 CMR 300.000).

The reporting and control of diseases identified as posing a nsk to the pubhc health is prescribed by
state regulation and law. The Isolation and Q ine Req ion and ine
requirements for cases of certain diseases and their contacts in certain high- nsk smmtlons, mcludmg
the school setting. The following table outlines several of the more
preventable diseases identified in the requirements that may occur in schools and the corresponding
exclusion requirements.

2. HEALTH CARE RELATIONSHIPS AND FIDUCIARY DUTIES

Patients visit doctors for expert advice and treatment. But because the doctor is an
expert who almost certainly knows much more about available treatments for the
patient’s medical condition, the patient is vulnerable and must trust the advice that a
physician offers. While trust is a core element of the doctor-patient relationship, it is
also a major topic in health care law. Under common law, an agent cannot have an
undisclosed conflict of interest against his or her principal. But health care is big
business, and therefore a wide range of considerations influences health care pro-
viders, including insurance company administrators, government regulators, health
care corporate officers and directors, and even shareholders, in some cases. Many
health care laws attempt to police the actions of providers when they face potential
or actual financial conflicts of interest. Some of the most important health care
practice areas, including fraud and abuse, regulate financial self-interest by provid-
ers, prohibiting financial and other arrangements that are perfectly acceptable in
other industries. When a physician recommends surgery, patients understandably
want that advice to be based on best medical advice, not the surgeon’s desire to
make money. By contrast, most consumers recognize that a salesperson’s recommen-
dation regarding which car to purchase includes a host of considerations irrelevant to
the customer’s driving pleasure.

The following example of fiduciary duties and market regulation in health law is
illustrated with a collection of materials, including a media report, a court opinion,
and an empirical research study. Together, these documents introduce the dynamic
interplay of fiduciary rules and their various legal vehicles in the context of ques-
tionably necessary heart surgery.
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Tenet Physicians Settle Case over Unnecessary Heart Procedures
at Redding Medical Center, USA

Med. News Today, Nov. 17, 2005

Federal prosecutors on Tuesday said they have settled civil claims against phy-
sicians at Redding Medical Center—formerly owned by Dallas-based Tenet
Healthcare —accused of performing unnecessary heart surgeries, the Los Angeles
Times reports. In October 2002, federal officials launched an investigation into Drs.
Chae Hyun Moon and Fidel Realyvasquez, two physicians at Redding Medical
Center who allegedly performed unnecessary surgeries and defrauded Medicare.
Federal officials alleged that the physicians participated in a “scheme to cause
patients to undergo unnecessary invasive coronary procedures,” such as artery bypass
and heart valve replacement surgeries. In August 2003, Tenet agreed to pay $54
million to settle the federal case. In addition, the company in December 2004
announced plans to establish a $395 million fund for more than 769 cardiac patients
and their families to settle a civil lawsuit filed over the allegations. The latest set-
tlement pertains to Realyvasquez, Moon and two other doctors accused of
performing the unnecessary heart procedures. According to the Sacramento Bee,
FBI officials had sought to bring criminal charges against the doctors, but federal
prosecutors “conceded [on Tuesday] they could not prove a criminal case and settled
the matter with a series of civil fines.”

Settlement Terms

Under the terms of the settlement, Moon and Realyvasquez each agreed to pay
$1.4 million in fines. Kent Brusett, another surgeon in Realyvasquez’s group, agreed
to pay $250,000 over 10 years. Moon and Realyvasquez also agreed not to perform
any procedures or surgeries on patients covered by Medicare, TRICARE or Medi-
Cal, California’s Medicaid program. In addition, Realyvasquez, Brusett and Ricardo
Javier Moreno-Cabral agreed to ask their insurer to pay out $24 million to victims in
the case, who have brought a civil lawsuit against the doctors in Shasta County
Superior Court. The insurer will decide whether to pay the $24 million or contest
the litigation, the San Francisco Chronicle reports. Tenet also agreed to pay an
additional $5.5 million to settle claims against the company, U.S. Attorney McGre-
gor Scott said. Tenet also will pay $1 million to California to settle a related state
case filed by two of the whistleblowers in the federal investigation. Scott valued the
overall settlement at $32.5 million. Tenet has admitted no wrongdoing in the case.
The settlement does not resolve a civil lawsuit brought by 647 plaintiffs saying they
underwent unnecessary heart surgeries. The first trial in the lawsuit is scheduled to
begin on Tuesday.

Reaction

Assistant U.S. Attorney Michael Hirst said, “The evidence shows these doctors
ran a high turnover, high volume surgery mill. While the evidence did not establish
beyond a reasonable doubt that the doctors intended to perform unnecessary heart
surgeries, the evidence was convincing that the doctors showed a reckless disregard
for whether those surgeries were necessary or in their patients’ best interests.” Scott
said, “The question at the end of the day becomes, ‘Can you convict?” We came to
the conclusion that we could not in good conscience go forward.” Tenet said in a
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statement, ‘Tenet and its subsidiaries have expressly denied that Redding Medical
Center submitted false claims to government health care programs for cardiac pro-
cedures at Redding.” “This settles all significant litigation and investigations having
to do with Redding,” Tenet spokesperson Harry Anderson, said. Malcolm Segal,
Realyvasquez’s lawyer, said, “Today’s outcome reflects what we have said all along
and what renowned heart specialists across the country have testified to under
oath— Dr. Realyvasquez provided only necessary surgical care to save and prolong
the lives of his patients.” Moon’s attorneys issued a statement saying, “[W]e appre-
ciate the objectivity of the U.S. attorney for coming to the conclusion that Dr. Moon
has no criminal liability.”

QUESTIONS

1. Did the government prove that Dr. Moon performed unnecessary surgeries?

2. Did Dr. Moon physically or financially harm patients?

3. Although Dr. Moon avoided criminal prosecution, should he be allowed to
continue to practice medicine in California?

The Redding-related litigation proceeded under several statutes, including the False
Claims Act, which forbids anyone from submitting a false bill (or claim) to the
federal government (discussed in greater detail in Chapter 6). The law applies to
any government contractor and has become a key component of the government’s
oversight of federal health care programs such as Medicare and Medicaid. Private
health care providers, including hospitals, physicians, clinical laboratories, pharma-
cies, and nursing homes, contract with the government to provide care and treatment
to individual citizens enrolled in those programs. Each time that a provider submits a
bill to the government for services rendered to those patients, significant penalties
may be imposed due to violation of the Act.

The False Claims Act also offers substantial rewards to successful whistle-
blowers, known as qui tam relators. Qui tam relators receive a share of any money
the government recovers as a “bounty” for bringing the matter forward. Accordingly,
strong incentives exist for these individuals, and their attorneys, to identify wrong-
doers, but the whistleblowers may be wrongdoers as well. The following opinion did
not address the merits of the allegations regarding Dr. Moon. Rather, the court was
sorting out which whistleblowers qualified for rewards.

Campbell v. Redding Medical Center

421 F.3d 817 (9th Cir. 2005)

I. Factual and Procedural Background

This lawsuit arises out of a scheme involving the performance of thousands of
unnecessary invasive cardiac procedures at the Redding Medical Center (“RMC”)
for the purposes of fraudulently billing Medicare. On October 30, 2002, Magistrate
Judge Peter Nowinski issued a medical records search warrant authorizing the FBI to
investigate RMC and the medical offices of the defendant doctors. The FBI exe-
cuted the search warrant at RMC that same day. The U.S. Attorney’s Office also
released the Search Warrant Affidavit to the public and the press on October 30.

On November 5, 2002, John Corapi, a former RMC patient, and Joseph Zerga,
his friend, filed a sealed qui tam complaint pursuant to the False Claims Act, 31 U.
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S.C.§3729-3733 (“FCA”), and the California False Claims Act in the United States
District Court for the Eastern District of California against RMC; Tenet Healthcare
Corporation; Chae Moon, RMC’s director of Cardiology; and Fidel Realyvasquez,
the Chairman of RMC’s Cardiac Surgery Program. The Corapi/Zerga complaint
alleged that the defendants had submitted false claims to federal and state medical
insurance programs and stated that they had direct and independent knowledge of
the facts underlying the complaint and had brought that information to the attention
of the United States government. The Corapi/Zerga suit was assigned to Judge Wil-
liam Shubb.

Three days later, on November 8, 2002, Patrick Campbell, a local physician, filed
his own complaint under the FCA and the California statute in the same court
against the same defendants. Campbell later amended his com-
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plaint to accuse the defendants of engaging in a scheme to  Both cases were filed after the

defraud state- and federally-funded health care insurance pro- Oct. 30, 2002 press release.

grams, including Medicare, Medicaid, and MediCal, by submit-
ting claims for cardiac care that the defendants knew to be medically unnecessary or
inappropriate. The complaint alleged that the defendants had performed medically
unjustified invasive diagnostic coronary artery imaging tests and then misrepresented
the results of these tests to patients so that they would undergo invasive cardiac
procedures. . . .

The United States subsequently announced that it had settled its civil claims
against RMC and Tenet Healthcare Corporation for payment of $54 million. . ..

I1I. Discussion

A. The False Claims Act

The False Claims Act imposes liability on those who submit a false or fraudulent
claim for payment to the United States Government. The qui tam provisions of the
False Claims Act encourage private parties who are aware of fraud against the gov-
ernment to sue for a civil penalty on behalf of the government. If the government
intervenes and the action is successful, such parties will share in up to 25% of the
government’s recovery.

A private party, referred to as the “relator,” may bring a civil action in the name of
the government to recover damages against a person who has defrauded the
government. . . .

Section 3730(e)(4)(A) states that “[n]o court shall have jurisdiction over an
action under this section based upon the public disclosure of allegations or
transactions . . . unless . . . the person bringing the action is an original source of
the information.” This subsection prevents opportunistic individuals from bringing qui
tam actions — and sharing in the government’s recovery — when they have done nothing
to expose the allegations of fraud. For a court to have jurisdiction over a FCA case
brought by a private party after the allegations have been made public, the relator
must have been “an original source” of the allegations. An “original source” is someone
who has “direct and independent knowledge of the information on which the allegations
are based” and has voluntarily provided it to the government before filing suit.

... This is the first-to-file bar, which encourages prompt disclosure of fraud by
creating a race to the courthouse among those with knowledge of fraud. We previ-
ously have held that §3730(b)(5) bars without exception a subsequent related action,
even if the first action had been dismissed on the merits. The question before us is
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whether the first-to-file bar also precludes the filing of a subsequent related action
when the first complaint is subject to dismissal solely on jurisdictional grounds—
i.e., because the relator is not an original source of allegations that already have been
publicly disclosed.

B. The First-to-File Bar

2. Legislative History and Underlying Purpose of the False Claims Act

... The legislative history also does not resolve the dispute before us, although
the congressional intent to encourage whistleblowers to come forward is clear.
Because that example is not instructive with respect to the case before us, we con-
sider the history of the FCA.

The FCA was originally enacted in 1863 to address fraud by defense contractors
during the civil war. ... Congress . .. amended the statute again in 1986. “[Tlhe
purpose of the 1986 amendments was to repeal overly-restrictive court interpreta-
tions of the qui tam statute, which had prohibited not only suits by private citizens
based on information obtained by the government, but also suits brought by those
who had information independently of the government.” The 1986 Amendments also
sought to “encourage more private enforcement suits.”

3. Section 3730(b)(5) Does Not Create an Absolute First-to-File Bar
When the First Complaint Is Jurisdictionally Defective

Both the history of the FCA and the legislative history of the 1986 Amendments
demonstrate the effort to achieve “the golden mean between adequate incentives for
whistle-blowing insiders with genuinely valuable information and discouragement of
opportunistic plaintiffs who have no significant information to contribute of their
own.”

Even where allegations have already been publicly disclosed, the original source
requirement seeks to reward those who came to the government with information
about fraud before the public disclosure.

The FCA reflects the strong congressional policy of encouraging whistleblowers
to come forward by rewarding the first to do so. In amending the FCA, Congress

sought to create incentives for insiders with information that

The 1986 amendments would be particularly valuable to the government.
succeeded in encouraging more Construing §3730(b)(5) to create an absolute bar would
private enforcement suits. permit opportunistic plaintiffs with no inside information to dis-

place actual insiders with knowledge of the fraud. The govern-
ment conceded at oral argument that under its interpretation of §3730(b)(5), a
purely frivolous sham complaint filed in an instance where the allegations had
been publicly disclosed would bar a subsequently filed action by an original source.
This cannot be what Congress intended. We have previously noted that, “[i]n earlier
versions of the FCA, the statute was abused by qui tam suits brought by private
plaintiffs who had no independent knowledge of fraud.” Although the addition of
§3730(e)(4) would now prevent these plaintiffs from recovering in a public disclo-
sure case, the simple fact that the sham complaint was filed before a meritorious
complaint brought by a real original source would effectively prevent anyone from
bringing a qui tam suit related to those claims. Such an interpretation would have
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the effect of reducing the number of qui tam suits in public disclosure cases, directly
contravening the express intent of Congress. . . .

To summarize: . . . we hold that in a public disclosure case, the first-to-file rule of
§3730(b)(5) bars only subsequent complaints filed after a complaint that fulfills the
jurisdictional prerequisites of §3730(e)(4).

As noted previously, the district court assumed for purposes of the motion to
dismiss that Corapi and Zerga were not original sources, ruling that all that matters
was whether Corapi and Zerga were the first to file. As we have shown, that is not all
that matters. Accordingly, we remand so that the district court can determine if
Corapi and Zerga were, indeed, original sources. . . .

REVERSED AND REMANDED.

QUESTIONS

1. How large is the potential reward for the qui tam relators in this case?

2. Should a doctor who participates in unnecessary heart surgeries be permitted to
act as a whistleblower under the False Claims Act? Do you think physicians
would be motivated to be more or less attentive to their fiduciary responsibilities
in light of your answer?

Many surgeries in the United States occur in ambulatory surgery centers (ASCs),
which is an outpatient care setting. Surgeons who practice in ASCs frequently own
part of the company, which enables the surgeon to make money from both their
professional fees (the surgery itself) and also from the facility fee (the separate
charge for the ASC’s operating room, equipment, and the like). Researchers have
found empirical evidence that physician ownership changes referral patterns and
that physicians refer differently when the facility fee is at stake. Federal and state
lawmakers have enacted many laws, including fraud and abuse laws, in response to
such empirical data. As you read an example of the research supporting limitations
on physician referral behavior, pay close attention to the numbers in the chart
demonstrating changes in referral patterns depending on ownership, which includes
bias (intentional or implicit) against certain types of patients.

Jon R. Gabel et al., Where Do I Send Thee? Does
Physician-Ownership Affect Referral Patterns
to Ambulatory Surgery Centers?

27 Health Aff. w165 (2008)

Background. Recent congressional unease about physician financial conflict of
interest has focused on specialty hospitals, but historically, Congress has also turned
its attention to physicians” ownership of laboratories, imaging centers, pharmacies,
and other facilities. One concern is whether physician-ownership leads to unfair
competitive advantages relative to nonphysician-owned facilities. At issue is whether
physician-owners refer more-lucrative patients to their own facilities and less-lucra-
tive patients to their competitors. A second issue is that when physicians receive
payment for nonprofessional services, they have added incentives to induce demand
for these services, without the constraint of their own time as they would when they
provide services in their own offices. Proponents of physician ownership see direct
ownership of facilities leading to more-efficient management and scheduling.
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This paper examines the first of these concerns: physicians’ referral patterns
when physicians own health care facilities. Current law prohibits physicians from
referring their patients to facilities that they own in ten different categories. One . . .
exception is ambulatory surgery centers (ASCs), where the rationale for the exemp-
tion is that ASCs deliver services at a lower cost than hospitals.

ASCs play an important and growing role in the U.S. health care delivery system.
An estimated 3,800 ASCs were operational in 2003, with more than 40 percent of
them owned by physicians and another 40 percent owned in joint physician-hospital
or physician-corporate ventures. These ASCs competed with 3,998 hospital outpa-
tient departments. From 2000 to 2006, the number of ASCs grew 55 percent, and
total Medicare payments to ASCs rose 13.3 percent per year.

This paper explores how physician-ownership of ASCs affects referral patterns to
ASCs. For a set of Pennsylvania physicians and ASCs, we analyzed whether physi-
cians who are leading referrers to ASCs are more likely to send Medicaid and unin-
sured patients to hospital outpatient departments and refer privately insured patients
to physician-owned facilities. We compared the referral patterns of “high referrers” to
physician-owned ASCs, a proxy for physician-ownership, with patterns for physi-
cians who are “high referrers” to non-physician-owned ASCs. . . .

Other patient characteristics. African Americans constituted 16 percent of
the population in the study regions in 2003. Nearly 4 percent of patients cared for in

EXHIBIT 3

Distribution Among Payers, For Physicians Who Accounted For The Top 50 Percent Of
Physician Referrals To Hospital Outpatient Departments, Not-For-Profit Ambulatory
Surgery Centers (ASCs), For-Profit ASCs, And Physician-Owned ASCs In Pennsylvania,

2003
Hospital Not-for- Physician-
outpatient profit For-profit owned
Category department (%) ASC (%) ASC (%)* ASC (%)
Top 50% of referrals to physici; d ASCs
Total (n=26,249) 8.7 0.0 0.2 91.3
Medicaid (n = 368) 446 0.0 0.0 564
Uninsured/self-pay (n = 447) 16 0.0 0.0 98.2
Commercial/Blue Cross (n =17,321) 79 0.0 0.0 921
Medicare (n=7,969) 91 0.0 0.0 90.8

Top 50% of refi to hospital outpatient departments

Total (n=336,527) 95.5 17 05 20
Medicaid (n = 26,526) 97.6 1.0 0.3 0.2
Uninsured/self-pay (n = 12,026) 98.0 0.1 0.1 18
Commercial/Blue Cross (n=191,789) 95.5 15 0.3 23
Medicare (n=103,103) 94.5 26 0.9 19

Top 50% of physician referrals to not-for-profit ASCs

Total (n=17,712) 27.8 54.7 44 1.2
Medicaid (n = 1,578) 415 264 04 0.1
Uninsured/self-pay (n = 110) 446 236 55 10.0
Commercial/Blue Cross (n =9,601) 23.8 56.9 13 16
Medicare (n=6,293) 30.3 59.2 99 0.6

Top 50% of physician referrals to for-profit ASCs

Total (n=10,148) 20.0 5.7 739 0.3
Medicaid (n = 154) 383 0.0 61.0 0.7
Uninsured/self-pay (n = 19) 316 0.0 63.2 0.0
Commercial/Blue Cross (n = 6,151) 204 15 TL.T 0.3
Medicare (n= 3,710) 188 131 67.7 0.3

Source: Pennsylvania Health Cost Containment Commission, Outpatient File, 2003.
# ASCs owned by for-profit corporations with no identified physician ownership.
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physician-owned ASCs were African Americans, compared to 13 percent in hospital
outpatient departments. . . .

Discussion

Role of patients’ payer status. This study analyzed more than one million
discharge abstracts from hospital outpatient departments and ASCs located in the
Pittsburgh and Philadelphia metropolitan areas. Our most important findings pertain
to physicians who referred many patients to physician-owned ASCs. These physi-
cians referred very few Medicaid patients at all—about 1.2 percent of their total
referrals. However, when these physicians referred a Medicaid patient, that patient
was referred to the physician-owned ASC about 55 percent of the time and to the
outpatient department about 45 percent of the time. In contrast, this same set of
physicians referred other patients — commercial/Blue Cross, Medicare, and self-pay/
indigent — 90-98 percent of the time to the physician-owned facility. . . .

QUESTIONS

1. Why are the racial characteristics of the physician-owned ASC patients
different?

2. Does the study suggest that Congress should prohibit physician ownership of
ASCs?

3. Are patients in danger if they are referred to physician-owned facilities? If not,
what is the concern?

4. Would a requirement that physicians disclose to their patients their ownership
interests in the facilities to which they refer address these concerns?

3. THE MODERN ADMINISTRATIVE HEALTH CARE STATE

As this chapter has already demonstrated, health care law does not evolve solely
through judge-made common law, the approach to legal study which traditionally
dominates the first-year curriculum. Rather, much of the law exists in a complex and
iterative process including legislative debate and enactment, administrative rulemak-
ing and guidance, and sometimes but not always judicial or administrative
adjudication.

In the following pages, you will follow the saga of the so-called “contraceptive
coverage mandate” regulations. Administrative law develops over time and, as here,
may involve complex interplay of the executive, legislative, and judicial branches. We
will return to employer-sponsored health insurance and coverage mandates in more
detail in Chapter 3. For now, the example is here to expose you to the complexity of
the modern health care administrative state. While the particular legal principles
discussed below are important, it is also vital to see how the larger machine operates.

The ACA was the most comprehensive reform of U.S. health insurance in a
generation. Passage of the ACA triggered many regulatory processes but also political
reactions. One example is the federal law that, effective 2014, required most health
insurance plans to cover certain preventive health care services without any cost (no
copayments or deductibles) to the insured, other than their monthly premiums. Con-
gress did not specify which preventive services must be covered but rather delegated
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to executive branch agencies the task of fleshing out the details of the new statutory
requirement. One of these delegated questions involved whether to require coverage
for contraception. After an expert-driven administrative rulemaking process, all
forms of contraception approved by the federal Food and Drug Administration
(FDA) for women were included, including birth control pills, tubal ligation
(which involves a medical device), and emergency contraception.

Some churches and other religious organizations objected to the executive
branch’s inclusion of contraceptive coverage within the ACA’s preventive care cov-
erage requirements. The ACA expressly exempted churches and houses of worship
from the requirement to cover contraceptive methods and counseling for their
employees. But the rules were not as clear for religiously affiliated employers
such as hospitals and universities with religious missions, including Catholic
hospitals and universities. In response, federal agencies promulgated rules allowing
an expanded group of “religious organizations” to refuse to cover contraceptives
by submitting a form to the Department of Health and Human Services (HHS).
The Preamble to that February 15, 2012, rule explains the multistep regulatory
process.

Group Health Plans and Health Insurance Issuers Relating
to Coverage of Preventive Services Under the Patient Protection

and Affordable Care Act
T.D. 9578, 77 Fed. Reg. 8725-01 (Feb. 15, 2012)

RULES and REGULATIONS
DEPARTMENT OF THE TREASURY
DEPARTMENT OF LABOR
DEPARTMENT OF HEALTH AND HUMAN SERVICES

I. Background

... Section 2713 of the PHS Act, as added by the Affordable Care Act and
incorporated into ERISA and the Code, requires that non-grandfathered group
health plans and health insurance issuers offering group or individual health
insurance coverage provide benefits for certain preventive health services without
the imposition of cost sharing. These preventive health services include, with respect
to women, preventive care and screening provided for in the comprehensive guide-
lines supported by the Health Resources and Services Administration (HRSA) that
were issued on August 1, 2011 (HRSA Guidelines). As relevant here, the
HRSA Guidelines require coverage, without cost sharing, for “[a]ll Food and
Drug Administration [(FDA)] approved contraceptive methods, sterilization proce-
dures, and patient education and counseling for all women with reproductive
capacity,” as prescribed by a provider. Except as discussed below, non-grandfathered
group health plans and health insurance issuers are required to provide coverage
consistent with the HRSA Guidelines, without cost sharing, in plan years (or, in
the individual market, policy years) beginning on or after August 1, 2012. These
guidelines were based on recommendations of the independent Institute of
Medicine, which undertook a review of the evidence on women'’s preventive services.

The Departments of Health and Human Services, Labor, and the Treasury (the
Departments) published interim final regulations implementing PHS Act section
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2713 on July 19, 2010 (75 FR 41726). In the preamble to the interim final regula-
tions, the Departments explained that HRSA was developing guidelines related to
preventive care and screening for women that would be covered without cost sharing
pursuant to PHS Act section 2713(a)(4), and that these guidelines were expected to
be issued no later than August 1, 2011. Although comments on the anticipated
guidelines were not requested in the interim final regulations, the Departments
received considerable feedback regarding which preventive services for women
should be covered without cost sharing. Some commenters, including some reli-
giously-affiliated employers, recommended that these guidelines include contracep-
tive services among the recommended women'’s preventive services and that the
attendant coverage requirement apply to all group health plans and health insurance
issuers. Other commenters, however, recommended that group health plans spon-
sored by religiously-affiliated employers be allowed to exclude contraceptive services
from coverage under their plans if the employers deem such services contrary to their
religious tenets, noting that some group health plans sponsored by organizations with
a religious objection to contraceptives currently contain such exclusions for that
reason.

In response to these comments, the Departments amended  To assist in the regulatory
the interim final regulations to provide HRSA with discretion to  process, the agencies
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establish an exemption for group health plans established or  commissioned a report from the
maintained by certain religious employers (and any group health ~ Institute of Medicine (now the

insurance coverage provided in connection with such plans) with
respect to any requirement to cover contraceptive services that
they would otherwise be required to cover without cost sharing
consistent with the HRSA Guidelines. The amended interim  health care policy.
final regulations were issued and effective on August 1, 2011.

The amended interim final regulations specified that, for pur-

poses of this exemption, a religious employer is one that: (1) Has the inculcation
of religious values as its purpose; (2) primarily employs persons who share its
religious tenets; (3) primarily serves persons who share its religious tenets; and
(4) is a non-profit organization described in section 6033(a)(1) and section 6033
(a)(3)(A)(i) or (iii) of the Code. Section 6033(a)(3)(A)(i) and (iii) of the Code refers
to churches, their integrated auxiliaries, and conventions or associations of churches,
as well as to the exclusively religious activities of any religious order. In the
HRSA Guidelines, HRSA exercised its discretion under the amended interim
final regulations such that group health plans established and maintained by
these religious employers (and any group health insurance coverage provided in con-
nection with such plans) are not required to cover contraceptive services.

In the preamble to the amended interim final regulations, the Departments
explained that it was appropriate that HRSA take into account the religious beliefs
of certain religious employers where coverage of contraceptive services is concerned.
The Departments noted that a religious exemption is consistent with the policies in
some States that currently both require contraceptive services coverage under State
law and provide for some type of religious exemption from their contraceptive ser-
vices coverage requirement. Comments were requested on the amended interim
final regulations, specifically with respect to the definition of religious employer,
as well as alternative definitions.

National Academy of

Medicine), an independent,
nonprofit, private association
& with significant influence on
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II. Overview of the Public Comments on the Amended
Interim Final Regulations

The Departments received over 200,000 responses to the request for comments

on the amended interim final regulations. . . .
Some commenters recommended that the exemption for the group health plans
of a limited group of religious organizations as formulated in the

Pulblie commmenis awe am amended interim final regulations be maintained. Other com-
important aspect of rulemaking ~ menters urged that the definition of religious employer be broad-
under the Administrative ened so that more sponsors of group health plans would qualify
Procedure Act. The entire for the exemption. Others urged that the exemption be rescinded

process is made transparent by
being posted at http://www.
regulations.gov. Anyone can
comment on proposed

regulations.

in its entirety. The Departments summarize below the major
issues raised in the comments that were received.

Some commenters supported the inclusion of contraceptive
services in the HRSA Guidelines and urged that the religious
employer exemption be rescinded in its entirety due to the
importance of extending these benefits to as many women as
possible. For example, one provider association commented that all group health
plans and group health insurance issuers should offer the same benefits to plan
participants, without a religious exemption for some plans, and that religious beliefs
are more appropriately taken into account by individuals when making personal
health care decisions. Others urged that the exemption be eliminated because mak-
ing contraceptive services available to all women would satisfy a basic health care
need and would significantly reduce long-term health care costs associated with
unplanned pregnancies. . . .

Commenters opposing any exemption stated that, if the exemption were to be
retained, clear notice should be provided to the affected plan participants that their
group health plans do not include benefits for contraceptive services. In addition,
they urged the Departments to monitor plans to ensure that the exemption is not
claimed more broadly than permitted.

On the other hand, a number of comments asserted that the religious employer
exemption is too narrow. These commenters included some religiously-affiliated edu-
cational institutions, health care organizations, and charities. Some of these com-
menters expressed concern that the exemption for religious employers will not allow
them to continue their current exclusion of contraceptive services from coverage
under their group health plans. Others expressed concerns about paying for such
services and stated that doing so would be contrary to their religious beliefs.

Commenters also claimed that Federal laws, including the Affordable Care Act,
have provided for conscience clauses and religious exemptions broader than that
provided for in the amended interim final regulations. Some commenters asserted
that the narrower scope of the exemption raises concerns under the First Amend-
ment and the Religious Freedom Restoration Act.

Other commenters, however, disputed claims that the contraceptive coverage
requirement infringes on rights protected by the First Amendment or the Religious
Freedom Restoration Act. These commenters noted that the requirement is neutral
and generally applicable. They also explained that the requirement does not substan-
tially burden religious exercise and, in any event, serves compelling governmental
interests and is the least restrictive means to achieve those interests.
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Some religiously-affiliated employers warned that, if the definition of religious
employer is not broadened, they could cease to offer health coverage to their employ-
ees in order to avoid having to offer coverage to which they object on religious
grounds.

Commenters supporting a broadening of the definition of religious employer pro-
posed a number of options, generally intended to expand the scope of the exemption
to include religiously-affiliated educational institutions, health care organizations,
and charities. In some instances, in place of the definition that was adopted in
the amended interim final regulations, commenters suggested other State insurance
law definitions of religious employer. In other instances, commenters referenced
alternative standards, such as tying the exemption to the definition of “church
plan” under section 414(e) of the Code or to status as a nonprofit organization
under section 501(c)(3) of the Code.

I11. Overview of the Final Regulations

In response to these comments, the Departments carefully considered whether to
eliminate the religious employer exemption or to adopt an alternative definition of
religious employer, including whether the exemption should be extended to a
broader set of religiously-affiliated sponsors of group health plans and group health
insurance coverage. For the reasons discussed below, the Departments are adopting
the definition in the amended interim final regulations for purposes of these final
regulations while also creating a temporary enforcement safe harbor, discussed
below. During the temporary enforcement safe harbor, the Departments plan to
develop and propose changes to these final regulations that would meet two goals —
providing contraceptive coverage without cost-sharing to individuals who want it and
accommodating non-exempted, non-profit organizations’ religious objections to
covering contraceptive services as also discussed below.

PHS Act section 2713 reflects a determination by Congress that coverage of
recommended preventive services by non-grandfathered group health plans and
health insurance issuers without cost sharing is necessary to achieve basic health
care coverage for more Americans. Individuals are more likely to use preventive
services i they do not have to satisfy cost sharing requirements (such as a copay-
ment, coinsurance, or a deductible). Use of preventive services results in a healthier
population and reduces health care costs by helping individuals avoid preventable
conditions and receive treatment earlier. Further, Congress, by amending the Afford-
able Care Act during the Senate debate to ensure that recommended preventive
services for women are covered adequately by non-grandfathered

group health plans and group health insurance coverage, recog-  Because nearly half of all

nized that women have unique health care needs and burdens.  pregnancies in the United

Such needs include contraceptive services. States are unintended, the
As documented in a report of the Institute of Medicine, findings about the need for

“Clinical Preventive Services for Women, Closing the Gaps,”
women experiencing an unintended pregnancy may not
immediately be aware that they are pregnant, and thus delay
prenatal care. They also may not be as motivated to discontinue
behaviors that pose pregnancy-related risks (e.g., smoking, consumption of alcohol).
Studies show a greater risk of preterm birth and low birth weight among unintended
pregnancies compared with pregnancies that were planned. Contraceptives also have
medical benefits for women who are contraindicated for pregnancy, and there are

important.
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contraception and planning for
prenatal care were especially
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demonstrated preventive health benefits from contraceptives relating to conditions
other than pregnancy (e.g., treatment of menstrual disorders, acne, and pelvic pain).

In addition, there are significant cost savings to employers from the coverage of
contraceptives. A 2000 study estimated that it would cost employers 15 to 17
percent more not to provide contraceptive coverage in employee health plans
than to provide such coverage, after accounting for both the direct medical costs
of pregnancy and the indirect costs such as employee absence and reduced produc-
tivity. In fact, when contraceptive coverage was added to the Federal Employees
Health Benefits Program, premiums did not increase because there was no resulting
health care cost increase. Further, the cost savings of covering contraceptive services
have already been recognized by States and also within the health insurance indus-
try. Twenty-eight States now have laws requiring health insurance issuers to cover
contraceptives. A 2002 study found that more than 89 percent of insured plans cover
contraceptives. A 2010 survey of employers revealed that 85 percent of large employ-
ers and 62 percent of small employers offered coverage of FDA-approved
contraceptives. . . .

Nothing in these final regulations precludes employers or others from expressing
their opposition, if any, to the use of contraceptives, requires anyone to use contra-
ceptives, or requires health care providers to prescribe contraceptives if doing so is
against their religious beliefs. These final regulations do not undermine the impor-
tant protections that exist under conscience clauses and other religious exemptions
in other areas of Federal law. Conscience protections will continue to be respected
and strongly enforced.

This approach is consistent with the First Amendment and Religious Freedom
Restoration Act. The Supreme Court has held that the First Amendment right to free
exercise of religion is not violated by a law that is not specifically targeted at reli-
giously motivated conduct and that applies equally to conduct without regard to
whether it is religiously motivated —a so-called neutral law of general applicability.
The contraceptive coverage requirement is generally applicable and designed to serve
the compelling public health and gender equity goals described above, and is in no
way specially targeted at religion or religious practices. Likewise, this approach com-
plies with the Religious Freedom Restoration Act, which generally requires a federal
law to not substantially burden religious exercise, or, if it does substantially burden
religious exercise, to be the least restrictive means to further a compelling govern-
ment interest. . . .

QUESTIONS

1. Why did the regulations narrowly define the scope of religious employers enti-
tled to the exemption?

2. Does the information regarding cost savings appear to fit within the charge
given to the administrative agencies?

3. How does the rule support the government’s interest in requiring coverage of
contraception as preventive care?

Despite federal agencies’ conclusion that the final regulations balanced religious
freedom and congressional intent to maximize access to core preventive health ser-
vices, a group of small for-profit businesses owned by religious families challenged
the rule, which culminated in the following Supreme Court case.



