
[image: Cover: International Drug Regulatory Mechanisms, Edited by Albert I. Wertheimer and Mickey C. Smith, Published by CRC press, Taylor and Francis Group, Boca Raton, London, New York. CRC press is an imprint of Taylor and Francis Group, an Informa business]


International Drug Regulatory Mechanisms

International Drug Regulatory Mechanisms has been co-published simultaneously as Journal of Pharmaceutical Finance, Economics & Policy, Volume 12, Numbers 1, 2, 3, and 4 2003.




International Drug Regulatory Mechanisms

Albert I. Wertheimer, PhD

Mickey C. Smith, PhD

Editors

International Drug Regulatory Mechanisms has been co-published simultaneously as Journal of Pharmaceutical Finance, Economics & Policy, Volume 12, Numbers 1, 2, 3, and 4 2003.


[image: Logo: Published by CRC press, Taylor and Francis Group, Boca Raton, London, New York. CRC press is an imprint of Taylor and Francis Group, an Informa business]




CRC Press

Taylor & Francis Group

6000 Broken Sound Parkway NW, Suite 300

Boca Raton, FL 33487-2742

© 2003 by Taylor & Francis Group, LLC

CRC Press is an imprint of Taylor & Francis Group, an Informa business

No claim to original U.S. Government works

ISBN-13: 9780789025487 (hbk)

This book contains information obtained from authentic and highly regarded sources. While all reasonable efforts have been made to publish reliable data and information, neither the author[s] nor the publisher can accept any legal responsibility or liability for any errors or omissions that may be made. The publishers wish to make clear that any views or opinions expressed in this book by individual editors, authors or contributors are personal to them and do not necessarily reflect the views/opinions of the publishers. The information or guidance contained in this book is intended for use by medical, scientific or health-care professionals and is provided strictly as a supplement to the medical or other professional’s own judgement, their knowledge of the patient’s medical history, relevant manufacturer’s instructions and the appropriate best practice guidelines. Because of the rapid advances in medical science, any information or advice on dosages, procedures or diagnoses should be independently verified. The reader is strongly urged to consult the relevant national drug formulary and the drug companies’ and device or material manufacturers’ printed instructions, and their websites, before administering or utilizing any of the drugs, devices or materials mentioned in this book. This book does not indicate whether a particular treatment is appropriate or suitable for a particular individual. Ultimately it is the sole responsibility of the medical professional to make his or her own professional judgements, so as to advise and treat patients appropriately. The authors and publishers have also attempted to trace the copyright holders of all material reproduced in this publication and apologize to copyright holders if permission to publish in this form has not been obtained. If any copyright material has not been acknowledged please write and let us know so we may rectify in any future reprint.

Except as permitted under U.S. Copyright Law, no part of this book may be reprinted, reproduced, transmitted, or utilized in any form by any electronic, mechanical, or other means, now known or hereafter invented, including photocopying, microfilming, and recording, or in any information storage or retrieval system, without written permission from the publishers.

For permission to photocopy or use material electronically from this work, please access www.copyright.com (http://www.copyright.com/) or contact the Copyright Clearance Center, Inc. (CCC), 222 Rosewood Drive, Danvers, MA 01923, 978-750-8400. CCC is a not-for-profit organization that provides licenses and registration for a variety of users. For organizations that have been granted a photocopy license by the CCC, a separate system of payment has been arranged.

Trademark Notice: Product or corporate names may be trademarks or registered trademarks, and are used only for identification and explanation without intent to infringe.

Visit the Taylor & Francis Web site at http://www.taylorandfrancis.com

and the CRC Press Web site at http://www.crcpress.com

Cover design by Jennifer Gaska

Library of Congress Cataloging-in-Publication Data

International drug regulatory mechanisms / Albert I. Wertheimer, Mickey C. Smith, editors.

p. ; cm.

“Co-published simultaneously as Journal of pharmaceutical finance, economics & policy,

vol. 12, numbers 1, 2, 3, 4, 2003.”

Includes bibliographical references and index.

ISBN 0-7890-2548-5 (hard cover : alk. paper) – ISBN 0-7890-2549-3 (soft cover : alk. paper)

1. Pharmaceutical policy. 2. Drugs–Costs. I. Wertheimer, Albert I. II. Smith, Mickey C.

III. Journal of pharmaceutical finance, economics & policy (Print)

[DNLM: 1. Drug and Narcotic Control. 2. Cross-Cultural Comparison. 3. Economics, Pharmaceutical.

QV 736 I612 2004].

RA401.A1I54 2004

344.04’233–dc22

2004002784




International Drug Regulatory Mechanisms

CONTENTS

Foreword

Greg Perkins

Interventions to Curb Rising Pharmaceutical Costs in Iceland

Anna Birna Almarsdóttir

Almar Grímsson

Ingunn Björnsdóttir

Canadian Public Policies and Practices Related to Drug Prices, Utilization and Expenditures

Ingrid Sketris

Susan Bowles

Richard Manuel

Drug Policy in the Czech Republic

Lenka Praznovcova

Josef Suchopar

Albert I. Wertheimer

Drug Policies and Pricing Mechanism: The Malaysian Perspective

Mohamed Izham Mohamed Ibrahim

Salmah Bahri

Drug Pricing in South Africa–Policy and Praxis

Andy Gray

Thulani Matsebula

Drug Price Control in India–An Overview

Mansi B. Shah

Amit S. Patel

Pharmaceutical Benefit Scheme and Cost Containment in Taiwan’s National Health Insurance

Weng-Foung Huang

Hung-Chi Chiang

RX Price Control Methods in Mexico

Jaime Kravzov-Jinich

Marina Altagracia-Martínez

Martha Elena Yamasaki-López

Hector Salgado-Schoelly

Claudia Cardona-Carlín

Financing Pharmaceutical Care in the Dutch Health System

Han de Gier

Drug Pricing Policy in Hungary

Zoltán Vincze

Romána Zelkó

Ágnes Mészáros

Germany’s Attempts to Control Drug Prices and Expenditures: Success or Failure?

Eva Susanne Dietrich

Regulating the Prices and Costs of Medicines in the United Kingdom

David Taylor

The Controls of Prices of Medicines in Israel

Avi Moshenson

Howard Rice

Pharmaceutical Services in Slovenia

Jurij Fürst

Pricing and Reimbursement of Medicinal Products in Denmark

Karen Kolenda

Henrik Vestergaard

Drug Prices in Argentina

Marcelo J. Vernengo

Ricardo Bolaños

Drug Pricing and Reimbursement System in Turkey

Selen Yegenoglu

Medication Expenditure and Utilization in Morocco

Batoul Senhaji

Pharmaceutical Expenditure: Aspects of Cost Containment in Italy

Luciana Scalone

Simona de Portu

Paola Minghetti

Lorenzo G. Mantovani

Organization of Health Care Systems and Financing of Pharmaceuticals in Norway, Including Cost Containments

Geir Bredesen

Index



	Cover

	Half Title

	Title

	Copyright

	Contents

	Foreword

	Interventions to Curb Rising Pharmaceutical Costs in Iceland

	Canadian Public Policies and Practices Related to Drug Prices, Utilization and Expenditures

	Drug Policy in the Czech Republic

	Drug Policies and Pricing Mechanism: The Malaysian Perspective

	Drug Pricing in South Africa–Policy and Praxis

	Drug Price Control in India–An Overview

	Pharmaceutical Benefit Scheme and Cost Containment in Taiwan’s National Health Insurance

	RX Price Control Methods in Mexico

	Financing Pharmaceutical Care in the Dutch Health System

	Drug Pricing Policy in Hungary

	Germany’s Attempts to Control Drug Prices and Expenditures: Success or Failure?

	Regulating the Prices and Costs of Medicines in the United Kingdom

	The Controls of Prices of Medicines in Israel

	Pharmaceutical Services in Slovenia

	Pricing and Reimbursement of Medicinal Products in Denmark

	Drug Prices in Argentina

	Drug Pricing and Reimbursement System in Turkey

	Medication Expenditure and Utilization in Morocco

	Pharmaceutical Expenditure: Aspects of Cost Containment in Italy

	Organization of Health Care Systems and Financing of Pharmaceuticals in Norway, Including Cost Containments

	Index






	iii

	iv

	v

	vi

	vii

	viii

	ix

	x

	xi

	xii

	xiii

	xiv

	1

	2

	3

	4

	5

	6

	7

	8

	9

	10

	11

	12

	13

	14

	15

	16

	17

	18

	19

	20

	21

	22

	23

	24

	25

	26

	27

	28

	29

	30

	31

	32

	33

	34

	35

	36

	37

	38

	39

	40

	41

	42

	43

	44

	45

	46

	47

	48

	49

	50

	51

	52

	53

	54

	55

	56

	57

	58

	59

	60

	61

	62

	63

	64

	65

	66

	67

	68

	69

	70

	71

	72

	73

	74

	75

	76

	77

	78

	79

	80

	81

	82

	83

	84

	85

	86

	87

	88

	89

	90

	91

	92

	93

	94

	95

	96

	97

	98

	99

	100

	101

	102

	103

	104

	105

	106

	107

	108

	109

	110

	111

	112

	113

	114

	115

	116

	117

	118

	119

	120

	121

	122

	123

	124

	125

	126

	127

	128

	129

	130

	131

	132

	133

	134

	135

	136

	137

	138

	139

	140

	141

	142

	143

	144

	145

	146

	147

	148

	149

	150

	151

	152

	153

	154

	155

	156

	157

	158

	159

	160

	161

	162

	163

	164

	165

	166

	167

	168

	169

	170

	171

	172

	173

	174

	175

	176

	177

	178

	179

	180

	181

	182

	183

	184

	185

	186

	187

	188

	189

	190

	191

	192

	193

	194

	195

	196

	197

	198

	199

	200

	201

	202

	203

	204

	205

	206

	207

	208

	209

	210

	211

	212

	213

	214

	215

	216

	217

	218

	219

	220

	221

	222

	223

	224

	225

	226

	227

	228

	229

	230

	231

	232

	233

	234

	235

	236

	237

	238

	239

	240

	241

	242

	243

	244

	245

	246

	247

	248

	249

	250

	251

	252

	253

	254

	255

	256

	257

	258

	259

	260

	261

	262

	263

	264

	265

	266

	267

	268

	269

	270

	271

	272

	273

	274

	275

	276

	277

	278

	279

	280

	281

	282

	283

	284

	285

	286

	287

	288

	289

	290

	291

	292

	293

	294

	295

	296

	297

	298

	299

	300

	301

	302

	303

	304

	305

	306

	307

	308

	309

	310

	311

	312

	313

	314

	315

	316

	317

	318

	319

	320

	321

	322

	323

	324

	325

	326

	327

	328

	329

	330

	331

	332

	333

	334

	335

	336

	337

	338

	339

	340

	341

	342

	343

	344

	345

	346

	347

	348

	349

	350

	351

	352

	353

	354

	355

	356

	357

	358

	359

	360

	361

	362

	363

	364

	365

	366

	367

	368






Guide


	Cover

	Half Title

	Title

	Copyright

	Contents

	Foreword

	Start of Content

	Index









ABOUT THE EDITORS

Albert I. Wertheimer, PhD, RPh, MBA, Editor-in-Chief, is Director of the Center for Pharmaceutical Health Services Research at the School of Pharmacy at Temple University in Philadelphia. He is the former Director of Outcomes Research and Management at Merck & Co., Inc., in West Point, Pennsylvania, and Vice President of Pharmacy Managed Care at First Health Services Corporation in Glen Allen, Virginia. Prior to his work with pharmaceutical companies, he held academic appointments at the Philadelphia College of Pharmacy, where he was Dean, and the University of Minnesota. He has served as a consultant to governmental and international agencies, such as the World Health Organization, U.S. Congress, and the World Bank, as well as to pharmaceutical manufacturers, managed care organizations, and professional societies. He is the author or co-editor of more than a dozen books and the author or co-author of 300 journal articles. A reviewer or editorial board member of 13 journals, Dr. Wertheimer has lectured and consulted in more than 40 countries. His current research interests are pharmacoeconomics and outcomes related to disease state management.

Mickey C. Smith, PhD, Editor-in-Chief, is Barnard Distinguished Professor Emeritus at the University of Mississippi and author/editor of more than twenty-five books. He served as Founding Editor of the Journal of Pharmaceutical Marketing & Management, the Journal of Research in Pharmaceutical Economics and the Journal of Pharmacy Teaching. He has received national awards for his research, teaching, service, and work in medical ethics. In addition to this book, he recently published Rexall, A History of Genius and Neglect. His work has been translated and published in Russia, Japan, Spain and India.




Foreword

The inherent worth of a work product is realized only through effective conveyance of its attributes to someone else. If a new drug is defined as the work product, and conveyance the means by which its attributes are communicated to the physician as the first step in effecting the writing of a prescription, then one has a working definition of how the pharmaceutical industry in the United States used to make its innovations available to the public. Obviously, a second and even more important step in the process was the benefit that accrued to the patient once the medication was taken for a specific illness. If the innovation was for a major therapeutic advance, such a benefit could be, and often was, quite substantial.

So it was in a more halcyon time, or, perhaps more appropriately viewed within a different context, a less complicated era. At the risk of oversimplification, supply and demand then, as it pertained to new drugs, was largely predicated upon this relatively simple dynamic. A physician could be convinced of the attributes of a drug and, in turn, write a prescription with the expectation that it would be filled as ordered by a pharmacist for the patient. The 1:1 correlation between the entry on the sheet of paper and the drug product was a foregone conclusion by all parties concerned.

The late Joseph Heller selected Something Happened as the title for his second novel from roughly the same era as formerly described. Not generally given the acclaim conferred upon his groundbreaking Catch 22, the book is a poignant description of how the central character summarizes his life’s experiences. While it would be quite a stretch of the imagination to equate prescribing drugs to the underlying theme of Mr. Heller’s largely neglected effort, it is quite appropriate to borrow his title to capture the essence of the contrast between then and now in terms of the dynamic that once determined the means by which a patient received a prescription drug.

Something happened–the evidence is incontrovertible that such is the case, and all that is needed to bring the issue into sharp focus is to travel along with a pharmaceutical rep for a day in order to drive the point home. The first noteworthy impression is the amount of effort required to gain access to a carefully guarded segment of a doc’s day. Successful jousting with the competition for an all important time slot, arranging a makeshift lunch which invariably comes across as hurried, and devising whatever other expediency can be concocted on the spur of the moment are but a mere three examples in a much more extensive repertoire that must be finely honed in order to stand a marginal chance of being the least bit successful.

After clearing the first hurdle, and quite possibly possessing the temerity to reflect that the ordeal had to be considerably less harried in earlier times, one is immediately confronted with the realization that the first obstacle was, by far, the easiest. The arrival of such a gestalt is greatly facilitated by having to deftly handle the multiplicity of factors extrinsic to those that were discussed in the bygone era before an agreement to prescribe a given medication could be obtained.

The old, standard attributes such as benefit/risk ratio and pharmacokinetic profile haven’t been discarded altogether; rather, the role that they play in the decision making process has been complicated considerably given the intrusion of other considerations that heretofore weren’t part of the dialogue. Generic substitution, Medicare/Medicaid reimbursement, the exclusion or inclusion on various formularies–to name a few–either individually or acting in concert, are important factors as well. The bearing that they can have on the physician’s decision to write a prescription for a given drug can be quite substantial.

Such considerations–those mentioned and a host of others–all have cost containment as their primary objective. At no other time in the history of the pharmaceutical industry in the United States has its pricing of prescription drugs been exposed to the degree of scrutiny to which it currently is being subjected. The scrutiny emanates from both the public and political sectors operating at both state and national levels, and has been responsible for generating a fairly acrimonious debate. The controversy revolves around a research based drug company’s right to charge as much as they traditionally have for their drug products.

To have a debate of this nature emerge in the United States is significant since this country easily could be viewed as the last bastion of pharmaceutically based research and development in the world. The literature is replete with references to the aforementioned benefits that have accrued to a vast magnitude of patients as a result of this effort, as it is with the opposite viewpoint that excessive profits are unconscionable given the changing needs of society at large. Also well established, is the dictum that implementation of price controls is tantamount to stifling innovation for new therapeutic advances.

While the country’s status as a bastion for pharmaceutical research and development remains unchallenged at least for the time being, the controversy surrounding price is presently no less strident, and shows no signs of subsiding any time in the near future. Equally apparent is the fact the factors that have complicated the life of a pharmaceutical representative immeasurably, and rendered pricing a paramount concern for reimbursement purposes, are firmly entrenched, and can be expected to remain so indefinitely.

The United States’ preeminence in pharmaceutical research and development doesn’t necessarily translate to comparable acumen in implementing systems that can better accommodate the realities of present day health care. In fact, there is a dearth of coherent information in this regard which makes Drs. Wertheimer and Smith’s book so timely, and apropos for individuals in the field who are in search of interesting concepts to be applied in managed care or elsewhere.

The book itself is a compilation of the contents of Volume 12, Numbers 1-4 of the new Journal of Pharmaceutical Finance, Economics & Policy. Contained therein are descriptions of the overall health systems, the pharmacy/drug distribution and payment schemes, as well as some material about the controls on price and utilization in over twenty countries around the world. Contributing greatly to the credibility and relevance of the information provided is the editors’ wise decision to tap the knowledge of experts who are native to the specific locale being described.

In conclusion, it is a foregone conclusion that both pharmaceutical innovation and better access to prescription medications are highly desirable from a national standpoint. Hopefully the pages contained within this work will begin the process of illuminating the path forward to better achieve these two objectives.

Greg PerkinsSolvay Pharmaceuticals, Inc.
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SUMMARY. In Iceland, drugs provided in hospitals during regular in-patient care are free of charge to the patients but outside institutional care fall under the State Social Security Institute’s budget. This article details the measures taken to control drug costs and their impact in Iceland. The cancellation of reimbursement for antibiotics in 1991 resulted in a slight decrease in sales. The change in the list of “hospital only” medicines caused massive protests from pharmacists and physicians. The pharmaceutical policy in Iceland has been problematic in its formulations and implementations. Recommendations in the light of the problems of Icelandic pharmaceutical policies have been provided in the article. [Article copies available for a fee from The Haworth Document Delivery Service: 1-800-HAWORTH. E-mail address: <docdelivery@haworthpress.com> Website: <http://www.HaworthPress.com> Ó 2003 by The Haworth Press, Inc. All rights reserved.]
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THE ICELANDIC HEALTH CARE SYSTEM

Iceland is an island the size of England with roughly 282,000 inhabitants and only one city, Reykjavík (approximately 170,000 inhabitants in the capital area). The country has a strong parliamentary tradition dating back to settlement of the island in the early ninth century. A cabinet of ministers has full executive powers, and a president is elected as head of state with little political power. Today, Iceland is characterized by a free market economy, and in most areas national ownership is being abolished in favor of liberalization. As in the other Nordic countries, there is a long tradition of national health care. Patients in some neighboring countries are able to supplement their coverage with private insurance, but this is not yet the case in Iceland. Health care expenditure in Iceland was 8.0% of GDP in 1999 (1). Health statistics show a population with a high life expectancy (81.5 years for females and 77 years for males) and a low infant mortality rate (2.6 per 1,000 live births) (1).

In all the Nordic countries the majority of drug expenses is reimbursed by the state. There are a few insurance companies that further subsidize patient out-of-pocket costs, but their share in the total market is, as yet, minimal. All pharmacies that hold a license in the Nordic countries (in reality all pharmacies) are entitled to reimbursement by the state and private insurance. The extent of reimbursement, as well as the amount of patient copayment, varies according to the category of pharmaceuticals (e.g., antibiotics, insulin) in Iceland. The patient pays a percentage of the Ministry of Health’s list price, and the State Social Security Institute (as the only third party payer) pays the remainder. There is a ceiling on patient copayment for reimbursable drugs.

Drugs provided in hospitals during regular inpatient care fall under the hospital budget and are free of charge to the patient. All drugs provided outside institutional care fall under the State Social Security Institute’s budget. In 1999, 4.7 billion Icelandic Krónur were spent by the State Social Security Institute on drugs, making them the single largest expense item, at 35%, in the outpatient health insurance budget (2). Total drug sales were 9.2 billion Icelandic Krónur in 1999, indicating that drugs used in hospitals accounted for about half of total drug expenditures (3). Pharmaceutical expenditure was approximately 17% of total health care expenditures in 1999 (1,3).



THE PHARMACEUTICAL SCENARIO IN ICELAND

In Reykjavík and larger towns and municipalities of 1,000-20,000 inhabitants, drug distribution has been the function of pharmacies, but smaller municipalities have been supplied in a few cases by dispensing doctors and pharmacy outlets. Through legislation, the Ministry of Health has succeeded in reducing the number of dispensing doctors, and the number of outlets has increased as a result. Pharmacy outlets are usually run by the pharmacy in the nearest town, but in a few instances the municipality itself has taken on the responsibility for distribution. Pharmacy outlets generally do not have a pharmacist on staff, but those run by pharmacies are visited regularly, and a few are served by a pharmacist for a limited time every work day.

Community pharmacy was changed drastically by law in the mid-nineties from a government licensing system to a liberal system. Over-the-counter drugs continue to be distributed only through pharmacies. The new legislation went into effect on 15 March 1996, making Iceland the first Nordic country to liberalize its drug distribution system (4). Prior to this change, pharmacies were privately owned by pharmacists licensed by the Ministry of Health (with three exceptions), which also determined their number and location (5). Under the previous legislation the Ministry also fixed the prices of both prescription-only and over-the-counter drugs (6,7).

In the period 1986-1991, intensive debates and committee work helped formulate a new drug distribution policy for Iceland. Among the controversial proposals that emerged was centralizing the whole process of purchase and distribution of pharmaceuticals in Iceland. In the meantime a series of other measures was implemented from 1990 onwards, when a government commission presented options for slowing the trend of rising costs by introducing the concept of “best buy” lists and generic substitution. The final result of this process was the legislation passed by the Althing (parliament) in 1994, which is still current (4). Interestingly, it was passed despite a lack of political and professional consensus, an unusual event in Icelandic health legislation practice. The enactment of specific provisions governing drug distribution and the framework for community pharmacy services was postponed until 15 March 1996 because of political disputes and uncertainties about legal and administrative aspects of the new liberal system of pharmacy operations.

In the first two-and-a-half years after the professional monopoly was lifted, the number of pharmacies in Iceland increased by 41% (67% in Reykjavík and 17% in the rural areas), the number of patients per pharmacy dropped by 28%, pharmacy chains were started and continue to develop, and there is a trend toward more and bigger discounts on prescription and over-the-counter drugs (8). Prices of over-the-counter drugs and other goods, as well as discounts on prescription drugs, are the main competition parameters in this free market system. The market seems temporarily to have settled regarding competition on prices, and a special situation now exists with the two largest chains (with about 80% of the market share) and a few independent pharmacies starting to collaborate on conceptualizing and introducing pharmaceutical care as a new profile for pharmacy services and a means to attract customers.

Regulations provide that pharmacies must dispense pharmaceuticals in original packages from the manufacturer rather than break packages as is the practice in the United States. One company, established in 1998, specializes in automatic dose dispensing as a means of rationalizing and saving in nursing homes, and there are indications for expanding this service to the community pharmacy sector.

Hospital pharmacies at the two largest hospitals are now run as separate firms within the hospitals. They are allowed to serve outpatients and thereby compete with community pharmacies. The two largest hospitals in Reykjavík have recently merged into a large university hospital, and their respective pharmacies are also likely to merge, making them a strong competitive unit.

Wholesale of drugs is “one channel”; that is, each wholesaler distributes products from specific producers. The wholesale arena is becoming less diverse because of mergers. The two major distributors supply 52% and 35% of the total market, respectively. The larger international pharmaceutical companies have representatives in Iceland responsible for the marketing of drugs, but not their distribution. Two domestic producers dominate the generic drug market. Discovery and development of new molecular entities are not carried out in Iceland, but development of new delivery systems is ongoing, and a strong biotechnology environment has been building in the last five years.

State pharmaceutical costs have risen steadily through the last 16 years (Figure 1). Ministers of Health have been under great pressure to stem this tide of increase. Irrational drug use (implying irrational prescribing by physicians and perhaps undue pressuring by patients) has been blamed by government for some of this increase, whereas public debate has not been lively on this issue. Antibiotics and benzodiazepines were considered overused when utilization statistics were compared to other Nordic countries (10,11).


[image: FIGURE 1 Total and reimbursement costs of pharmaceuticals in Iceland 1984-1999 (Adapted from: Sigfússon and Magnússon, 1997 and 2000).]
FIGURE 1.  
Total and reimbursement costs of pharmaceuticals in Iceland 1984-1999 (Adapted from: Sigfússon and Magnússon, 1997 and 2000).





MEASURES TAKEN TO CONTROL DRUG COSTS

The almost steady upward trend in pharmaceutical costs has led the government to intervene. Various measures have attempted to curb state pharmaceutical costs. They are, in order by date of issue:


	Canceling reimbursement for antibiotics and benzodiazepines;

	Shortening refill periods for certain drugs;

	Generic substitution and a “best buy” list;

	Discounts to the State Social Security Institute by pharmacies with the largest turnover;

	Liberalization of the pharmacy distribution system;

	Consequent changes in drug reimbursement;

	Drug prescribing guidelines from the State Social Security Institute; and

	Redefining the term “hospital drugs.”




Canceling Reimbursement for Antibiotics and Benzodiazepines

Direct and associated costs of increased antibiotics use rose substantially from 1984 to 1989 (10). Authorities responded by canceling reimbursement for antibiotics, though physicians could still apply for a reimbursement card for long-term users (those who use the antibiotic for more than 6 consecutive months). This change took effect on 1 July 1991 (12). Years later, it was revealed that sales (in DDD per 1000 inhabitants per day) in the period up to (and including) 1989 had been overestimated by up to 13% (11). Authorities also stopped reimbursement of benzodiazepines on 1 July 1991. Overall use had not been rising during the previous five years, but prescribing had been shifting toward more expensive benzodiazepines as indicated by sales measured in monetary terms (10). The quality of the sales statistics for benzodiazepines has not been assessed.



Shortening of Refill Periods

Further changes in reimbursement also occurred on 1 July 1991. The standard refill period of three months was shortened to two months (12). This change, however, was postponed until 1 October 1991 and then only sustained until the middle of 1992 (13). From 1 March 1994, prescribing of certain psychotropic drugs, antifungals, and peptic ulcer drugs was limited to a one-month supply, contrary to the general rule of a three-month refill period for drugs in other categories (14).



Generic Substitution and a “Best Buy” List

In 1989 an ad hoc government commission presented a series of measures for stemming cost increases through the concept of “best buy” lists, generic substitution, and a system of discounts on the bill to the State Social Security Institute, according to the magnitude of turnover of prescription medicines in individual pharmacies (15). A “best buy” list was introduced in 1990 and was heavily promoted in news media and toward the medical profession. When the effect of those previous measures seemed to be fading, generic substitution was introduced in 1992 with an obligation to physicians to clearly mark by the letter “S” their consent to substitution by the cheapest generic drug available (13). However, by marking the letter “R” on the prescription the physician could require the dispensing of the brand name indicated. A further development of this system was the introduction of the reference price system, in which the reimbursement level was set by the cheapest generic drug available in each therapeutic subgroup. At the same time, copayment was increased through various measures, both by directly raising the ceiling of maximum payment and by increasing the patient share percentagewise.



Discounts to the State Social Security Institute by Pharmacies with the Largest Turnover

One of the measures proposed by the ministerial commission in 1989 was to implement a system of involuntary discounts to the State Social Security Institute on the bill from individual pharmacies. Discounts were set proportionally to the turnover of the pharmacy and were deducted during the years 1990-1996.



Liberalization of the Pharmacy Distribution System

This was the largest intervention into the drug market in Iceland with the aim of controlling state pharmaceutical costs. The major changes introduced by the 1996 legislation were:


	The license to run a pharmacy is now issued only to a licensed pharmacist, although the ownership of a pharmacy and its financial operation have no such limitation.

	Although the approval of the new license is subject to recommendation by the respective municipal government, in reality there are no restrictions on the number or location of pharmacies.

	The price of over-the-counter drugs is no longer regulated by the state, and price caps apply only to prescription drugs.

	The provision of pharmaceutical care, to expand the scope of the dispensing function, is now a legal requirement.



In this context, liberalization means abolishing a professional monopoly, in that ownership is no longer tied to a privilege granted to the pharmacy profession by the state. Although under the new legislation pharmacists are held professionally responsible for each pharmacy, the new legislation allows free market forces into community pharmacies with the primary aim of lowering the state’s drug budget (4).

According to government, the main intentions of the legislative change were to lower the cost of pharmaceuticals without reducing their safety or quality, to stimulate competition between pharmacies, and to introduce pharmaceutical care alongside dispensing (16,17). Politicians who favored the legislation argued according to economic theory that lifting the professional monopoly would increase efficiency in the system. Other, more political reasons for abolishing the professional monopoly on community pharmacy ownership were public envy of pharmacy owners’ income level and a profound split in the pharmacy profession between owners and employees (17). Opponents of the bill claimed that liberalization would lead to increased drug use and possible inequalities in distribution between rural and urban areas (16).



Consequent Changes in Reimbursement

The new legislation did not change the main elements in the reimbursement system (8). The discounts offered by pharmacies on prescription drugs only applied to the patient’s contribution. The government reacted to the discounts by increasing the patient share of costs in January 1997, January 1998, and July 2000 (18-20). This opened up the potential for a decrease in the State Social Security Institute’s prescription drug costs. Each time, the Minister of Health explained the hikes as measures that would not affect the patient share because pharmacies would absorb the difference.



Drug Use Guidelines

The Ministry of Health and Social Security initiated a project aimed at producing drug use guidelines in 1995. Groups of general practitioners conducted extensive literature reviews and wrote chapters for the guidelines on the basis of the information they gathered. After specialist revision, the chapters were accepted for publication (21). The first edition of the guidelines, titled “Drug Selection” and containing 18 chapters (half of which were guidelines on common infections in primary care), was published in 1997 (22). The second edition was published in 1999 (23), and later that year a Web site connected to the Directorate of Health was launched (24). The main goal of the guidelines was to enhance rational drug use through the practice of evidence-based medicine. Cutting costs was only a secondary aim.



Redefining the Term “Hospital Only” Drugs

On 1 January 2001, a substantial change took effect in the definition of drugs labeled “hospital only.” Regulation enacted in the beginning of 2001 transferred the costs of “hospital only” drugs from the State Social Security Institute to the hospitals, even if the drugs were used by outpatients (25). Many drugs that had previously been available by prescription in community pharmacies were thereby changed to “hospital only” status, which in effect restricted their availability to hospital pharmacies. Authorities have by law the right to define which drugs belong on the list of “hospital only” drugs (4). Three governmental bodies collaborated on the change: the State Social Security Institute, the Icelandic Medicines Control Agency, and the Ministry of Health and Social Security. In a joint statement published in a widely-read Icelandic newspaper, the three agencies explained that their objective was to transfer fiscal responsibility for drug costs to hospitals for drugs prescribed in house and thereby put budgetary constraints directly on hospital wards (26).




IMPACT OF MEASURES

The measures implemented by authorities during the last two decades have either been aimed at cutting costs by directly targeting copayment or involved the reorganization of pharmaceutical distribution. Figure 1 shows the total and State Social Security Institute’s reimbursement costs for pharmaceuticals in the period 1984-1999. These data show that both general and reimbursement costs increased over this period. The years 1991 and 1993 stand out as brief anomalies in the trend of annual increase in State Social Security Institute costs. During the period 1990-1993, one also observes a new trend of apparent decline in the state’s share in reimbursement. The word “apparent” is used deliberately here to indicate that very little is in fact known about the size of discounts provided by pharmacies to patients. Although no one has studied the subject formally, actors in the system tend to agree that patient discounts were rare before the legislative change in 1996. The new trend starting in the early 90s was therefore partly due to genuinely lower reimbursement, but after 1996 the State’s share may be higher because of pharmacy discounts to patients. Further research is necessary to answer the question of whether the State Social Security Institute is in fact paying a smaller share of total drug costs than before.

In the following section we attempt to cover, in the same order as before, what is known about the effects of the measures recounted above.


Canceling Reimbursement for Antibiotics and Benzodiazepines

The cancellation of reimbursement for antibiotics in July 1991 seems to have resulted in a slight decrease in sales, although it became visible only after correction of errors in the sales statistics (Figure 2) (11). Ceasing reimbursement meant that the user paid for antibiotics in full rather than getting them partly reimbursed by the State Social Security Institute. Although the cost savings for the State Social Security Institute meant an increase in out-of-pocket costs, the cancellation of reimbursement for benzodiazepines did not seem to decrease the quantity used (9).
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Shortening of Refill Periods

Changing to a two-month dosing schedule can be deemed an irrational measure off hand since most prepackaged drugs fit a three-month schedule and pharmacists are forbidden by law from breaking packages. For example, because of packaging costs, dispensing two 30-tablet vials could be nearly as expensive as dispensing one 100-tablet vial. It was not surprising that the measure was revoked shortly after its implementation. The one-month dosing schedule, however, has been sustained, but its effect on usage patterns and costs has not been evaluated.



Generic Substitution and a “Best Buy” List

The “best buy” list, which was presented as a guideline for prescribers, accounted for an estimated 50% of the total market value of pharmaceuticals. Health authorities presented no professional evaluation of the outcome of this measure, nor of generic substitution, but issued a statement estimating that the “best buy” list had saved the state approximately 100 million Krónur in 1990. As Figure 1 shows, it is not unlikely that the “best buy” list, along with cessation of reimbursement and discounts to the State Social Security Institute for the pharmacy bills, accounted for reduced costs between 1990 and 1991. It is equally likely that generic substitution played a large role in the decrease observed between 1992 and 1993.



Discounts to the State Social Security Institute by Pharmacies with the Largest Turnover

All pharmacy owners objected collectively to this rule, and one of them consistently received payment from the State Social Security Institute with a formal reservation. He subsequently sued the State Social Security Institute for illegally reducing the amount billed and demanded to be paid back the discounts including interest. This pharmacy owner won the case, and subsequently all pharmacy owners who had had discounts withdrawn from their monthly bills sued the State Social Security Institute and the government. In March 1999 the State Social Security Institute was obliged by a ruling of the High Court of Iceland to pay back the majority of the discounts with interest, all together over 200 million Icelandic Krónur. The statistics of the State Social Security Institute show that this payback of discount is factored into the costs of pharmaceuticals from 1996 onward (2).



Liberalization of the Pharmacy Distribution System and Consequent Changes in Reimbursement

A multi-study evaluation of the effects of the change in legislation was initiated in 1995 by the authors of this article. The research was not commissioned by the state but funded through grants and carried out because of academic interest in the subject matter. Results from the evaluation have appeared in international peer-reviewed journals in the field of pharmaceutical and health policy (17,27-33).

One part of the evaluation was concerned with the change in pharmaceutical costs to the State Social Security Institute. The objectives of this evaluation component were to test whether: (1) the state’s drug costs decreased gradually following the legislative change; and (2) the state’s drug costs would decrease sharply following the reimbursement regulatory change in January 1997 (29). Interrupted time series contrasting the monthly reimbursement costs before and after the legislation and regulation took effect were used to make inferences about the impact of the legislation and regulatory changes (34,35).

The study showed that the primary objective of the legislation–to lower state drug costs–was not achieved. Regulation to increase patients’ share of drug costs, in contrast, showed some effect, albeit weak. Theoretically this was a more plausible hypothesis, as the competition between pharmacies centered on discounts for patients and not for the state. The state could not have expected to lower its costs, as its share of the list price remained constant regardless of what patients were paying. The reimbursement changes were, however, plausible economic interventions but were instituted almost as an afterthought when the discount and price wars among pharmacies culminated.

The effect of the reimbursement changes on out-of-pocket drug costs has not been studied in any detail. A small study conducted by Ólafsson and Grímsson (8) showed that consumer prices were on the rise from 1994 through 1997. This study was carried out too early to detect any change in trend due to the legislation. As mentioned above, Figure 1 cannot provide information on actual out-of-pocket costs, as patients get varying discounts from the pharmacies. The Icelandic Statistical Bureau, a government agency, calculates a monthly consumer price index. The pharmaceutical factor in the government’s consumer price index fell by about 20% between March and April 1997. This index has kept close to 80 until the end of 1998, when it started to rise slowly.

Further explanation of the index is needed. March 1997 was chosen as a reference point of 100 and was based on the maximum price that a pharmacy could charge for a selection of drugs. In April 1997 the Icelandic Statistical Bureau changed its methods to a monthly survey of pharmacies on the prices of a selection of drugs. It is therefore not strange to observe a steep decline between March and April 1997 due to the change in methodology. According to verbal communication with Icelandic Statistical Bureau officials, they vary the “basket” of drugs every year. A jump is therefore observed at every turn of the year. The information is gathered through a telephone survey of 5-6 pharmacies in the Reykjavík area. Because of these methodological problems, the index cannot be used as an indicator of the success of the regulatory interventions to increase patient copayment.

As for the argument that liberalization would lead to increased and even irrational drug use, two of the authors carried out a study to test whether the legislation had an effect on the use of over-the-counter pain relievers containing codeine (28). These are thought to be “nonessential” drugs with an abuse potential. It was hypothesized that a gradual permanent increase would be observed following the legislation in March 1996 in:


	The total use of over-the-counter pain relievers containing codeine;

	The use of over-the-counter pain relievers containing codeine and paracetamol/acetaminophen; and

	The total use of over-the-counter pain relievers containing codeine and aspirin.



The hypotheses were tested using an interrupted time series design that contrasted the monthly sales data for the drugs before and after the legislation took effect. The reason for modeling the change as a gradual one was that it was presumed that there would be a long period in which new pharmacies were being opened. The increased access anticipated from these upstarts would therefore not be felt immediately in March 1996. The interrupted time series did not show a substantial effect from the legislative change on the use of all over-the-counter codeine pain relievers, paracetamol/acetaminophen with codeine, and aspirin with codeine combinations. The assumption that increased access leads to irrational use of “nonessential” drugs was not substantiated in this case.

Fears that the free market system would lead to inequalities in access to services and out-of-pocket costs have not been substantiated through research, although rural participants in focus groups have voiced perceptions of being left out (30). Rural pharmacies have not been much involved in the discount wars, partly because they don’t have a nearby competitor. The media reported recently that this situation is changing, as rural customers are starting to shop for prescription refills in larger towns and in Reykjavík.



Drug Use Guidelines

Although general practitioners have generally informally expressed great respect for the “Drug Selection” guidelines, an estimate does not exist of the frequency of use or indicators of its success in enhancing rational use of medicines. The institutions responsible for the project have not shown efforts to evaluate the guidelines formally.



Redefining the Term “Hospital Only” Drugs

The change in the list of “hospital only” medicines caused massive protests both from pharmacists and physicians. The change came as a surprise to pharmacists, who only heard of the change as rumors in a Web-based chat group for Icelandic pharmacists (http://www.recept.is) in late December 2000. The executive board of the Pharmaceutical Society issued a statement to the media (36). The essence of the statement was that although the aim of moving fiscal responsibility for drug prescribing near to the prescribers was noble, the means employed were not suitable as they would lead to injustice. The Pharmaceutical Society held a meeting for its members to discuss the measure and persuaded representatives from the authorities to attend in order to present their point of view. A working group was established as a result of the meeting to compile concerns regarding the measure. Although not commissioned to do so, the working group suggested alternative measures to the one used by the authorities, claiming these were more suitable to control prescribing of the drugs in question (37).

Authorities also had to negotiate with physicians after the change took effect. Results of these negotiations are not yet in place, and the suggestions of the pharmacy working group have not been followed as they were intended. The working group suggested that many of the drugs could be reclassified as requiring a prescription from a specialist instead of being defined as “hospital only.” The authorities added the requirement that a “hospital only” drug could be prescribed only by specialists in its field of use, making these drugs even less accessible.




WHAT INTERVENTIONS ARE FEASIBLE AS WELL AS EFFECTIVE?

Several explanations for rising drug expenditures have been mentioned in the literature, among them increasing use of existing drugs, introduction of new, more expensive products, and a general trend toward higher prices (38). Aggressive marketing of drugs targeted at consumers has not played a part in increasing use, as it has been prohibited in Iceland and most European countries.

As in most European countries, drug expenditure in Iceland has traditionally been kept separate from other health care budget items. In addition, outpatient drug expenditure has been kept separate from that of hospital care. This has resulted in efforts to shift costs from wards to the State Social Security Institute, which again has resulted in the State Social Security Institute’s newest action to label more drugs as “hospital only.” This cost shifting resulted in lack of overview of the overall burden of drug expenditures in Iceland, and efforts in one part of the system often have had negative effects in other parts.

Pharmaceutical policy in Iceland has been problematic in its formulation and implementation. The most serious problems are:


	Intervening simply to reduce costs without a broader public health perspective;

	Lack of evaluations and understanding of the “black box”;

	Lack of input from interest groups; and

	A reactive manner of intervening.



A necessary condition for tackling the problem of rising drug costs is to question whether rising drug costs can indeed be considered the only problem for pharmaceutical policy in Iceland. When the list of efforts by the authorities is examined, it is evident that they view expenditure as a problem to be tackled with legislation. A concern for public health is not immediately apparent. According to Nutbeam (39), effective public health interventions:


	Are planned on the basis of a full analysis of the problem and its determinants;

	Are informed by established theory;

	Create the necessary conditions for successful implementation; and

	Are of sufficient size, duration, and sophistication to make a difference to the problem.




These criteria are useful for reviewing the efforts of the Icelandic government to curb rising drug costs. Further, the criteria illuminate the challenge of keeping drug expenditures in check as an integral part of a broader societal perspective where the costs of treatment need to be weighed against possible gains in health or other outcomes.

The most serious problem of pharmaceutical policy in Iceland is almost total lack of evaluation, formative as well as summative. Statements regarding intervention effects have been characterized by guesswork in a political effort to justify the measures chosen. Because many of the measures have been instituted in quick succession, evaluation after the fact using quasi-experimental methods is almost impossible. The first two years of the 1990s are an extreme example of interventions aimed at lowering drug costs. In the years 1990-1991 the “best buy” list, discounts from large pharmacies, cessation of reimbursement of certain groups of pharmaceuticals, and shortening of refill periods all were put into action.

Implementing many program parts at the same time is not a problem as such; health policy activities often involve multi-faceted intervention components aimed at reaching the same goal and are meant to have a synergistic effect on improving health behavior, costs, and clinical outcomes.

The fourth criterion for successful health promotion is that the intervention be of sufficient size, duration, and sophistication to make a difference to the problem (39). Here it is important to understand how intervention components separately and in concert affect outcomes. This is an effort to look into the “black box” of interventions. The questions should be asked: Why do we think this intervention will work? and: How large an effect can we expect? It is not worth starting a program that theoretically will have only a minimal or short-lived effect. More importantly, understanding (theoretically and practically) what each component of the intervention program does to improve outcomes is necessary in order to optimize the program as a whole. Formative evaluation should be used here to understand which components are working and why.

As an example, the “Drug Selection” guidelines (22) were not planned with a preceding in-depth analysis of the problem of irrational prescribing. The clinical information provided was sophisticated, but health promotion theories did not inform the design and planning of intervention. The guidelines were implemented in isolation from other governmental efforts and were not considered a part of a larger framework of government interventions to improve drug use in Iceland.

Examples abound of not involving interest groups in government interventions. The legislation of 1994 was drafted in the Ministry of Health and Social Security with no input sought in the early stages. Only after the drafting was far along were parties invited to comment. By then it was only the political arguments in the Althingi (Icelandic parliament) that decided the fate of drug distribution in Iceland (16). The pharmacy profession was divided, and their comments were therefore vague on the radical change in the system. Another interesting example was the two-month dosing schedule. Any professional working in a community pharmacy, if asked, would have told government officials that this measure was unlikely to cause savings to any party involved. Lastly, redefinition of the term “hospital only” drugs was not presented to physicians, pharmacists, or patient groups before implementation. As recounted above, the dust has not settled yet from this new rule.

The intervention to stop reimbursement of antibiotics and benzodiazepines was rumored to be an overnight decision by the Minister of Health (17). The Minister of Finance had announced that the State would have to save 100 million Krónur on the drug budget in 1991, and that the Minister of Health had to react to this challenge swiftly. This pace of events evidently precluded all interested parties from having a say regarding the measure. The noninvolvement of interest groups and the apparent fast governmental decision-making show that Icelandic pharmaceutical policy has in the past been characterized by knee-jerk efforts to stem the rise of state drug costs.



RECOMMENDATIONS

In light of the problems of Icelandic pharmaceutical policy, a few recommendations are provided. As a general point, large, multifaceted public health interventions are more likely to succeed than small-scale, narrowly-focused actions. More specifically, interventions in the realm of pharmaceutical policy should:


	Aim at improving drug prescribing, drug-related patient behavior, and pharmaceutical outcomes, rather than narrowly focusing on controlling costs of pharmaceuticals;

	Incorporate the perspectives of diverse interest groups (government, health care system, providers, patients, public);

	Be based on all available literature on effects of different interventions; and

	Incorporate evaluation through all steps of implementation.



The first recommendation implies shifting the emphasis from viewing impact in terms of cost cutting to a focus on health outcomes. A change has been made to the Pharmaceutical Act whereby reimbursement decisions will be built on pharmacoeconomic considerations (40). At the last annual conference of the State Social Security Institute, officials showed a shift in focus (41). They communicated a strong interest in using methods in the fields of pharmaceutical outcomes research and pharmacoeconomics as a basis for reimbursement decisions. The rising use of SSRIs was used as an example of drug use and prescribing as potentially irrational. The questions were posed: Are SSRIs being used rationally (by the right patients)? and: Are they having a positive impact on health in Iceland? This represents a major shift from focusing solely on the development in drug use statistics and consequent increased costs. It is a step on the way to a sounder pharmaceutical policy with a broader view on the connection between drug use and health. Secondly, the State Social Security Institute has attempted to affect prescribing practices through guidelines for prescribing (22,23), which is a measure aimed at improving drug use and public health.

The second quality of effective interventions is to consider the perspectives of all actors/interest groups. One feature of Icelandic politics in general is the role of the public (or lack thereof). According to interviews conducted on the reasons for the change in drug distribution legislation, there is no tradition for public involvement in legislation (17). This tradition needs to be replaced by active public discourse on health policy to facilitate lay and professional input into legislative, regulatory, and health promotion actions.

Thirdly, interventions should be based on all available literature on effects of different interventions. An example of a thorough problem definition and solution generation with the help of theory, evidence from past programs, and experience from practitioners can be seen in the newest efforts of the Danish Institute for Rational Pharmacotherapy. This governmental institute has recently published a monograph relating theoretical and practice knowledge of the problem of irrational prescribing and the effects of academic detailing in the international literature (42). This effort is a preparation for a larger effort to improve prescribing in Denmark through personal visits to physicians.

The last recommendation–to evaluate at each step of implementation–sounds obvious to health policy researchers. It is evident from this article that Icelandic governmental agencies have not in the past had a keen interest in measuring the impact of interventions into the drug market. There is, however, some indication that evaluation (especially economic evaluation) may be starting to make inroads into pharmaceutical policy in Iceland.
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SUMMARY. In Canada, prescription drugs are provided to patients in hospital settings under the Canada Health Act, but are not universally covered when prescribed outside the hospital. Although many Canadians have either publicly or privately funded drug plans, approximately 10% of Canadians have no coverage. Each province and territory has its own public drug insurance program. They differ in plan design, eligible beneficiaries, eligibility requirements, cost sharing arrangements, drugs reimbursed and method of pharmacist reimbursement. Canada has federal regulatory and advisory structures which affect drug prices, utilization and expenditures. The Patented Medicine Prices Review Board is an independent, federal, quasi-judicial board which regulates the maximum price set for new and existing medicines. The Canadian Coordinating Office for Health Technology Assessment examines comparative therapeutic and economic assessments of pharmaceutical products. Besides regulating pharmaceuticals for sale and post-approval surveillance, Health Canada provides policies and oversees regulated activities for advertisements of prescription drugs to consumers. In summary, provincial, territorial and federal governments and national agencies all have distinctive and complementary roles in providing Canadian consumers with safe, effective, affordable drug therapy. [Article copies available for a fee from The Haworth Document Delivery Service: 1-800-HAWORTH. E-mail address: <docdelivery@haworthpress.com> Website: <http://www.HaworthPress.com> Ó 2003 by The Haworth Press, Inc. All rights reserved.]


KEYWORDS. Pharmaceutical policy, copayment, drug utilization

This paper describes pharmaceutical policy in the Canadian Health Care System, focusing on federal and provincial policies, funding mechanisms and administrative practices related to drug prices, utilization and expenditures.


THE CANADIAN HEALTH CARE SYSTEM AND PHARMACEUTICAL POLICY

Canada is a federation of ten provinces and three territories with a population of approximately 31 million. The British North America Act, subsequently renamed the Constitution Act 1867, established that matters concerning public health were to be a provincial/territorial jurisdiction. However, that designation had little relevance for public policy until 1957 when the Hospital Insurance and Diagnostic Services Act established the mechanism whereby the federal government and the provinces would cost-share publicly funded hospital services. Insured medical services followed with the Medical Care Act of 1966. These two pieces of legislation formed the ground work for the publicly funded hospital and medical services system that Canadians generally refer to as “medicare.”

The terms and conditions under which Canadian provinces and territories must operate their hospital and medical systems were spelled out in the Canada Health Act of 1984. To ensure uninterrupted federal funding transfers, provinces and territories must ensure their compliance with these five principles:


	Universality–requires that all residents of a province are entitled to hospital and medical insurance;

	Comprehensiveness–requires that all “medically necessary” services provided by hospitals and by physicians be insured;

	Accessibility–requires “reasonable” access to medically necessary hospital and physician services, unimpeded by financial and other barriers, and reasonable compensation for hospitals and physicians;

	Portability–requires that insurance coverage be maintained when a resident travels or moves within Canada; and

	Public Administration–requires that the administration of the provincial or territorial insurance plan be carried out on a non-profit basis by a public authority



To the extent that drugs are provided to insured patients in hospital settings, they are covered under the terms of the Canada Health Act. However, along with services such as home care, long term residential care, dental care and optometry, drugs are not universally covered when prescribed or obtained outside hospitals.

Federal/provincial cost sharing for hospital and medical services during the 1960s and early 1970s was roughly 50/50. The formula for cost sharing became much more complex, involving the transfer of both cash and “tax points,” after introduction of the Established Programs Financing Act in 1977 and subsequent changes through the Canada Health and Social Transfer (CHST) in 1996 (Naylor 1999). Following these legislative changes, funds were transferred from the federal to provincial governments for education, health, and welfare as a block into general provincial revenues. Total provincial/territorial health expenditures in Canada increased from $11 billion in 1977/78 to $56 billion in 1999/2000, an average growth rate of 7% per year (www.scics.gc.ca/pdf/850080012e.pdf, accessed May 4, 2001). Provincial and territorial spending on drugs increased by 87% between 1990 and 1999, thereby exhibiting a faster rate of growth than any other major category of health care.

As health care costs escalated over the past two decades in response to technological change and growing demand, governments at both levels began to re-evaluate their existing models of providing and funding health care services. Up from 50% when “medicare” began in the early 1960s, provinces and territories estimate their share of current health care expenditures is in the range of 85% and have been calling upon the federal government for a full restoration of earlier funding and cost-sharing arrangement (First Ministers Meeting, Ottawa, September 11, 2000, www.scics.gc.ca, accessed April 30, 2001). There remains a great deal of debate around the extent to which the federal government has transferred the cost burden of the health care system to the provinces and territories.

Privately funded health care expenditures in Canada have also been growing rapidly and are currently estimated to account for approximately 30% of all health care costs (www.cihi.ca/medrls/11dec2000execsumm.htm, accessed April 30, 2001).

Recognizing the increasing importance and costs of drugs as a component of health care, the federally appointed National Forum on Health in 1997 recommended a universal pharmacare program for all Canadians with “first dollar coverage” and no user fees (National Forum on Health, Volumes 1 and 2 1997). Although supportive in principle, governments at all levels are concerned about the additional cost to the public purse. In 1997, total prescription drug spending in Canada from all sources (public and private) was $8.4 billion. Also in the same year, total drug spending by the provinces and territories amounted to $3.2 billion or only 38.5% of the total. Thus, the creation of a publicly funded and universal pharmacare program would likely require an additional expenditure of over $5 billion per year (www.scics.gc.ca/pdf/850080012e.pdf, accessed May 4, 2001).

Although funding support for a national pharmacare program appears unlikely in the near future, Canadian governments at all levels are concerned with the issues of pharmaceutical utilization and costs. The communique from a First Ministers meeting in 2000 noted: “In order to ensure Canadians continue to have access to new, appropriate, and cost-effective drugs, First Ministers agree to work together and mandate their Health Ministers to develop strategies for assessing the cost-effectiveness of prescription drugs … these strategies could include the creation of a common intergovernmental advisory process to assess drugs for potential inclusion in government drug plans …” (First Ministers Meeting, Ottawa, September 11, 2000, www.scics.gc.ca, accessed April 30, 2001).

As part of the federal government’s initial response to the report of the National Forum on Health, the Health Transition Fund was created and allocated $150 million in the 1997 budget to projects in four priority areas. As one of these four priority areas, 18 projects in the area of pharmacare and pharmaceutical policy issues were funded. When completed, their reports on topics such as drug access issues and drug use management strategies will be posted on the website of the Health Transition Fund (www.hc-sc.gc.ca/htf-fass, accessed April 30, 2001).



DESCRIPTION OF FEDERAL/PROVINCIAL AND TERRITORIAL (F/P/T) PUBLIC SECTOR DRUG INSURANCE PROGRAMS

Many Canadians are covered by federal, provincial, and territorial public sector drug benefit plans (often called pharmacare programs) and/or various private drug plans. Unlike hospital and medical services, which are insured under the terms of the Canada Health Act, drug benefit plans are not universal. No public sector drug insurance plan in Canada provides first dollar coverage to all beneficiaries. In some provinces, these programs provide some level of coverage for all residents while other provinces provide coverage only for seniors and low income recipients (Freund 2000, Lindsey 1999, Bakovsky 1997, Applied Management 2000, Lexchin 1996). Some people have an overlap of both public and private plans. A 1995 survey found that 75% of Canadians who earned more than $60,000/year had private drug insurance while only 7% of Canadians with incomes below $20,000 were covered by drug insurance (National Forum on Health, Volume 2 1997).

The federal government of Canada operates the Noninsured Health Benefits program. It provides supplementary benefits, including prescription and non-prescription drugs, for registered First Nations, Inuit, and recognized Innu people (www.hc-sc.gc.ca/msb/msb.htm, accessed April 30, 2001), and similar supplementary benefits programs are operated for federal employees, the military, veterans meeting eligibility criteria, certain incarcerated individuals in correctional facilities, and the Royal Canadian Mounted Police.

Each province and territory has its own drug insurance program. Each differs in terms of the plan design, eligible beneficiaries, eligibility requirements, cost sharing arrangements, drugs reimbursed, and method of pharmacist reimbursement. Provinces also differ in respect to the methods by which they monitor drug use, provide information to consumers and health professionals on appropriate drug therapy, and negotiate price and volume discounts (National Forum on Health, Volume 2 1997).

Funded by Health Canada’s Health Transition Fund and directed by a Federal/Provincial/Territorial steering committee, a recent study compared Canadians’ access to prescription drug insurance under public and private drug plans across Canada’s ten provinces. Some government plans have universal programs albeit with cost sharing (Applied Management 2000). Most provincial/territorial plans cover senior citizens, and residents receiving social assistance. Approximately 10% of Canadians have no drug plan coverage at all (Applied Management 2000). About 25% of the population are covered by public drug plans. In addition, many provinces provide disease specific programs, e.g., cancer, cystic fibrosis. Some provinces have premiums: for provinces with deductibles, they vary from $100-1700 per year; co-payments vary from none to 30% of prescription costs. Five provinces have catastrophic drug benefit programs. These programs ensure that residents with very high drug expenses are protected against catastrophic financial loss. Each province describes catastrophic financial loss differently. This study examined prescription drug costs for single seniors with an income of $30,000 (Canadian) and an annual basket of drugs of $500 (Canadian). Patient payment varied from zero in four provinces to 83% in one province (Applied Management 2000).

Recognizing the need for national collaboration on policy and provincial formulary management issues common across the country, Health Canada coordinates the F/P/T Pharmaceutical Issues Committee. This committee is composed of representatives from the federal government and all provinces and territories. The Pharmaceutical Issues Committee reports to an advisory committee, which in turn, reports to the Conference of Deputy Ministers of Health.



DRUG EXPENDITURES IN CANADA

Drug expenditures in Canada have grown steadily over the past two decades. Total medication costs (prescription and non-prescription, both public and private) in Canada were estimated at $1.1 billion, accounting for 8.8% of health care expenditures in 1975, increasing to a forecast of $13.
OEBPS/Images/fig1_101.jpg
9000

8000

7000

6000

5000

4483 4455

4000

3000
2000 | 2070

1000

1984 1985 1986 1987 1988 1989 1990 1991

5022 5187

1992 1993

Year

8263

7267

6720

6212
5810

398

9196}

47

1994 1995 1996 1997 1998 1999

70.00

60.00

50.00

40.00

30.00

20.00

10.00

0.00

S Reimbursement Social Security Institute =""JTotal Costs (registered price +VAT) —#—Reimbursement as percentage of Total Costs

Percentage





OEBPS/Images/Cover.jpg
INTEIINATIIINA[
DRUG
REGULATORY
MECHANISMS

ALBERT |. WERTHEIMER, PhD
MICKEY C. SMITH, PhD





OEBPS/Images/Logo.jpg
CRC Press

Taylor & Francis Group
Boca Raton London New York

CRC Press is an imprint of the
TR I Prare bl Srouns i Mo Bt





OEBPS/Fonts/LinLibertine-BI.otf


OEBPS/Fonts/LinLibertine-B.otf


OEBPS/Images/fig2_101.jpg
DDD/1,000 inhabitants/aay

S0

N
S

=)

0

=8
.
—mu— J01 according to NSM
—o— JO1 corrected
—+— JO1 corrected & adapted
r T T
1980 1985 1990

Year

1995





OEBPS/Fonts/LinLibertine-R.otf


OEBPS/Fonts/LinLibertine-I.otf


OEBPS/Images/ifig0001.jpg





