Table of Contents

Acknowledgements 8

How to Use this Educational Program 9

Glossary 11

The Pharmaceutical Sector and You 15

Concept Preface 16

u COUISE OVEIVIEW ...erviiiiiiiiiinitiiiitetesie ettt et st s s s st bt sse e b e satesaesreesbesaeennennes 17

Module 1: The Pharmaceutical Benefit 19
u Module Overview

u MOAUIE ODBJECLIVES.....eoueieieieieieeteetest ettt et sttt st e b s sb e s beeaas 21

u Innovation in Prescription MediCines ..........cceoceeruirenienienieneeeninesieeeeecee e 22

OVEIVIEW ..ottt ettt ettt ettt sne s sat e saeesnesenneenee 22

Longer, Healthiel LiVES ......ccccieeieririinieienientesieetesie st esie e este e stesseesesseeseneas 23

u PharmaCO@CONOMIICS .....c.couteueruirieiereieriteertetetee ettt et se et sae et et saesnenaennen 27

OVEIVIBW ...ttt ettt ettt ettt s re e st e e s e st e st e sane s nee s et esneesaneeneeenee 27

Measuring the Impact of MediCine ..........ccocevueieirenenenienieeneneseeee e 28

u The Prix GalieN....c.coueueruiriirienieieieien ettt ettt 34

OVEIVIEW ..ottt e s b e st s be s 34

Innovation in Research, Development, Diagnosis, Prevention, and Treatment...35

u MOAUIE REVIEW.....c..eiiiiiiiieiteieeteteetees ettt ettt bt et st sae e nes 36

| VAU POINL ..ttt ettt ettt b e 37

u Elevator Intervention......... ....38

u Module Progress Check.... ...40

Council for Continuing Pharmaceutical Education




Communicating the Value of Innovative Medicines and Vaccines

Module 2: The Research, Development, and Distribution of Pharmaceuticalss 43

| MOAULE OVEIVIEW ...ttt ettt ettt ettt b ettt be e nes 44
u MOAUIE ODBJECHIVES ....vveevereieiieiieienieestentesteseetesteetesteetesseesessessesseessessesssessesssensenns 45
u Pharmaceutical Research and Development............ccecverueevveriereenieneeseneesieneessenenns 46
OVEIVIEW ..ottt 46

The PIPeliNe......couiiiiiiiieeieeeee ettt sttt 48

| Marketing and Sales........ccceirirerieiiieineee et s 52
OVEIVIEW ..ottt ettt ettt b e st b et sbe st e bt sssesbesatesnesnnenesae 52
Marketing.... .53
Sales............. .54

u Drug Distribution and DiSPensing...........cccceveerueeuerriererneenennienenteneeeeeseeseeseeeneeseenne 56
OVEIVIEW ...ttt ettt st sat e sne s bt e at e sanesane e 56
DISITTDULION. ...ttt sae e 56
DISPENSINE ..ceuvteruiieeieiiitenieerteete ettt et et et ebeesatesbeesate e st e satesebeesneeessaesarenas 57

u MOAUIE REVIEW ...ttt ettt sttt ettt sae e et neeae 59
| VAU POINL ..ttt ettt b ettt ettt neeae 61
u Elevator INterVENtioN. ......cc.ciuirerierteieieeitrteie ettt ettt s ee 62
u Module Progress ChECK ......c.cceeciereriienieiieneniesieeiesestesieesesiestesseesessessesseessensenns 63
Module 3: Prescription Drug Pricing 67
u MOAULE OVEIVIEW .....eviiiiiiiieieieeiteiententeteeee ettt ettt sae et s nenes 68
u MOAUIE ODBJECLIVES ....eiieieeeieiieierteeteette ettt ettt et st sa et sbe s sae e e esbeene 70
| The Story Behind the StCKeT ......c..ccueviiiiininie e 71
OVEIVIEW ..ottt ettt ettt b e st b et sbe st e bt sssesbesatesnesnnenesae 71

Do Canadians Spend too Much on Prescription Medicine?.........c..ccccccecveeeueneae 71

Is the Cost of Patented Medicine RiSing?........ccccceevevuivienieiiriineneeieceesiesieene 72

What Is Driving Canada’s Increased Spending on Drugs?. .74

| Canada’s Patented Medicines Price Review Board................... .77

OVEIVIBW .itviieeiiee ettt eesiteeeetteeeeteeesabeeeebaee e sbaeeassseeasssaeaesssesssssseesssseesasssseennnes 77
PMPRP GUIAELNES.......eecvieeiiieieeciiecciiesteecieeete et e sreesteeeseesaeesaeessseeseessaesnsaens 77



Module 4: Pharmaceutical Patents and Generic Competition

Council for Continuing Pharmaceutical Education

Table of Contents

T

Cross-Border Prescription Drug Price Differentials ...........ccccceeirvinencnennccncncncnne. 79
OVEIVIBW ...ttt ettt ettt et e s st e s e e b e st e st e sane s neesaeesneesanesneeenne 79
Patented Pharmaceuticals Are More Expensive in the U.S. ........ccccoccoennninnene. 79
Generic Drugs Are More Expensive in Canada ..........ccoceeceevvereevieneecrenenieenuennes 81
Canadian — U.S. Differences.........cccceceeverienieerinineneeeeneneeeeeeeeer e 81
About Internet Pharmacies..........ccceceeveruerienienininineneieeeenesesreseeeeeeeseesneeens 82

Module Review....

Value Point..........
Elevator INtEIVENTION ........cccvveeieeiieeereesieeeeeeeteeereereesreesreesereeseessaeesaessseeseessseenseens 86
Module Progress CheCK........coevieeieienerieiinierientereetesie sttt et 87

MOAUIE OVEIVIEW ...cneeuiiiieiiiieeteteete sttt ettt sttt sate st bt et e sateee b e s e sbeeneennes
MOAULE ODBJECHIVES....cvetitiieieieieieeieet ettt ettt sttt be s ean 93
The Drug Patent Duration Debate...........cceeveriereeriineenienerieneesesieseesaeseessesseesenees 94
OVEIVIEW ..ottt ettt ettt sttt sb st sbe st sbe st sbe st b e enesaeesnenes 94
The Argument for Longer Patent TeImS .........ccceceeeerereereerererreneneeeeeereneennens 94
The Argument for Shorter Patent TEeImS .........ccceceeververiereerieererereeeeeeere e 95
Pharmaceutical Patent Laws in Canada ..........coeceeerererienienieinineneneeeeceeseesieseenees 97
OVEIVIEW ...ttt ettt ettt ettt sb st sa e st sbe st sb e sat b ebesae e b nes 97
Who Really Benefits from Canadian Patent Laws? .......c.ccccecevverenenrencnierenrennne 97
Generic Drugs and Competitive PractiCes ........cccceveeeeviereesieneerienennieneeienieseennenn 100
OVEIVIBW ..ottt ettt ettt et e st e ssee s re e ne e e et e smeesne e st e emseesseesaneeen 100
Why Do Canadians Pay More for Generics?............coceeeevererenieneneeencnenennenes 101
Do More Generics Mean Lower Health Care Costs? .......ccccoeevevererenvcnieeenennes 103
The ‘Other’ Costs of Generic DIUZS ........occevveruerierierienienierieneeieneeseesieseenaenn 104
MOAUIE REVIEW.....c..eiiieiiiiieiieieeteree ettt ettt sttt et sbe e e 106
VAU POINL ..ttt ettt ettt ettt 108
Elevator INtEIVENTION .........ceevuirierieieiriestesietete ettt 109
Module Progress ChECK........coviuerieriineenienieieneerieseesieseesteseeessesseessesaeessessesssessees 111



Communicating the Value of Innovative Medicines and Vaccines

a— ]
Module 5: Prescription Drug Coverage in Canada 115
| MOAULE OVEIVIEW ...ttt ettt ettt ettt sttt ettt 116
u MOAUIE ODBJECLIVES ..cuvveveeiieiieieieriteriestesie et esaeste e steessesaeestesssessesssessesssensesssensennes 117
u The Elements of Health Care EXPenditures ..........cccevereevienierrieneenienenieeneneeseennes 118
OVEIVIEW ..ottt st b e s 118

|
Review and APPIroval.........cceeiererienenienienteieeteeseee ettt 126
Common Drug ReVIEW......ccc.eieiiiiiriiiieeeceeeeeee ettt 128
Government FOrmMUIATIes..........coeverierieiririneneieteeeeeese et 129
Private INSUTELS.....cceiviiriiiiiiiiieiieicertette ettt sttt 130

u MOAULE REVIEW ...ttt ettt sttt s 131

u Value Point

u Elevator INterVENtioN. ......cc.ciuirerieteieiietesieie ettt ettt ettt be s 134

| Module Progress Check ...........cocoiiiririieneenseeeeeeees e 135

Module 6: Prescription Drugs’ Value Proposition 139

u MOAULE OVEIVIEW ....oviiiiiiiieieieeiieeceesteteee ettt ettt b e e et nesaeenen 140

u MOAUIE ODBJECLIVES ....ueeuieiieiiriieienitertestete ettt sttt et s et st e st saaessesaeesaeeas 142

u Understanding Myths and Changing Public Perception.........c..cccceeveeverienenceeenne. 143
OVEIVIEW ...ttt ettt b e s aeesanes
The Major MYtRS.....cccuevieiiiieierieeieeeteresee ettt st s
Changing Public Perception

u Engineering Change...........ccooiiieriiiinieinteeeeeieee e
OVEIVIEW ...ttt s st sbe s e ae e sanes
Current Challenges in Managing Medication ...........ccccceeeeereneneniennicncnennene 145
The Role of the Pharmaceutical Leader...........cocceeveririrenenenenenencneneneneene 146
IIMPIOVING ACCESS ...eeirureeiiieiierieeiieeeiteestteste et e st ereesreesbeesareesneesaseesnnesseesanes 147



Table of Contents

]

| MOAUIE REVIEW......veiceieiiieeiiecieeieeeteeteeeveesteesbe e eeesreesssesseesaseessaessseenssesssaasssennns 149

| VaAlUB POINL ..ot et e ettt e e e etae e e e reeeeaaeeeesaeeeenseeeenaeeenns 150

| Elevator INTEIVENTION ......c..ccvieeveeereeereeeteeeteeeeeeeteeereeeteeeveeeseeeseeesseeseeesseeseesnseenns 151

u Module Progress ChECK........coiiuirieriineenienieieneesieseesieseesteseeessesseessesaeessessessessees 152
References 157

Council for Continuing Pharmaceutical Education



