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Executive Summary

On t a LOwyearMental Healthand AddictionsStrategy(the Strategy), first launchedin 2011,
hasentered into its secondphase TheStrategystrivesto be holisticin its approachyet notably
missingfrom this holistic perspectives accesso pharmacologicalreatments. Thisomissionis
problematicboth becausanedicationsare often usedasa front-line treatment for mental
illness andbecauseaall treatmentsand supportswork togetherto enableindividualsto meet
their unique mental healthandrecoverygoals.Asaresponseo this omission,Schizophrenia
Societyof Ontario(SSQundertooka policyresearchnitiative to explorehow to includeaccess
to medicationswithin the Strategy fsamework.

Accesgo awide rangeof treatmentsand supportshasbeenalongstandingpolicy priority for
SSOSSelieveshat all treatment typesincludingpsychiatridreatment (e.g.medication,
hospitatbasedcare,etc.);communityservicege.g.counsellingpeersupport,etc.); and social
supports(e.g.housing,.employment,etc.) shouldbe accessiblé¢o individualsandfamilies.

Thepurposeof this paperisto highlightthe barriersto accessingnedicationsn Ontarioandto
identify concreterecommendationgor how these issuescanbe addressedhroughthe
provincialMental Healthand AddictionsStrategy Asour researchon thistopic identified other
significantstructuralchallengesvith accesso medicationsthis paperextendsbeyondthe
scopeof the Strategyand commentson other high-levelissueghat directlyimpactaccesso
medicationsin Ontario.

S S @ésmarchon this topic, whichincludedinput from thosedirectlyimpactedby barriersto
accessingnedications andfrom stakeholderswithin varioussectorsaffected by, or involvedin
medicationaccessn Ontario,led usto identify five mainchallengesandsolutionsto these
challengegpresentedin the table below). The recommendationgpresentedin this paper
includepracticalshort-term (1-3 years)and medium-term (3-5 years)changeghat canbe
achievedthroughthe Strategy aswell asa callfor high-levellongterm changesvhichrequire
further developmentand significantcoordinationbetweenall levelsof governmentand
stakeholders.

Thepapercloseswith a callfor the Mental Healthand AddictionsStrategyto includeall aspects
of mentalhealthtreatmentsand supportswithin its frameworkand providesa startingpoint

for howto addressother systemlevelbarriersin orderto improveaccesso medicatonsfor all
Canadians.



Short-Term and Medium-Term Recommendations

Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

1. Access Inequities

1.1 Affordability
determines access

Theprescriptionmedication
reimbursementsystemin
OntarioandacrossCanada
is highlyfragmentedand
inconsistentWithin this
context,the optionsthat
individualshavefor
medicationtreatment are
largelybasedon what they
canafford, rather onthe
besttreatment option.

1 Expandhe ExceptionaAccesg$’rogramto provide
shortterm medicationcoverageduring periodsof
transition betweendifferent public/private plansand/or

different publicsystemsuntil a personisableto connect

to alongerterm coverageplan.

1 Expandhe Trilium DrugProgramto coverthe full cost
of psychiatriomedicationsfor low-incomeemployed

. Throughthe Strategy the Ministry of HealthandLong 5. TheMinistry of Healthand LongTermCareshouldreview  [Ministry of
TermCareshoulddevelopresourcesand supportsto help andmodernizethe TrilliumDrugProgramto ensureits Healthand
individualsand familiesnavigatemedication sustainabilityand responsivenesto the ever-changing LongTermCare
reimbursementoptions. TheMOHLT@anbuild on healthandeconomicenvironments. (MOHLTC)
modelswhichalreadyexist,suchasthe OncologyDrug
AccesdNavigatorsof Ontario'

. Throughthe Strategythe Ministry of Healthand Long . TheMinistry of Healthand LongTermCareshouldexpand |MOHLTC
TermCareshoulddevelopmetricsto measure’ a ¢ toe §  existingOntarioPublicDrugProgramdo coveraccesgo
me d i c asaningicatorfor evaluatinghow well the psychiatriomedicationsfor individualswho are transitioning |Ministry of
mentalhealth and addictionssystemis meetingthe needs through systemsandplans,andfor individualswho arelow- |Communityand
of individuak. income: SocialServices

(MCSS)

! TheOncologyDrugAccesdNavigatorsof Ontario(ODANOelpindividualsand familiesnavigateoncologymedicationcoverageand accesseimbursementoptionsfor the medicationghat they needin atimely
way.ODANChasbeenfoundto be particulaty usefulfor individualswithout privateinsurancebenefits,and for whom financeswould posea barrierto oncologycare.




Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

individualswho are not eligibleunderother publicdrug
programsandare not coveredby privateinsurance.
Incomeeligibility shouldbe assessedisingLowIncome
Cu-Off measurerather than the currentfour percentof
the incomecriteria. PlanG modelin BritishColumbia
canbe usedasanexample’

Workwith the Ministry of Communityand Social
Servicego incorporatecurrent MCSSenefitsprovided
to individualstransitioningoff socialassistanceinder
the expandedandupdatedOntarioPublicDrug
Programdo reduceadministrativeprogramcostsand
promote smoothtransitionsbetweenprograms.

1.2 Transitions between
plans and systems

Within the fragmented
system,individualshaveto
move betweendifferent
formsof coverage
throughoutdifferent life
stages. Sinceavailabilityof
medicationsandeligibility
criteriavarysignificantly
betweendifferent

. Throughthe Strategy the Ministry of Childrenand Y outh Ministry of
Serviceshouldcontinueto expandthe AftercareBenefits Childrenand
Initiative, and other transitionalsupports,and promote YouthServices
greatercoordinationbetweentheseprogramsand other (MCYS)
publicdrug programsprovidedby the Ontario
government.TheMCY S$houldalsomakeinformation
abouttheseprogramseasilyaccessibl@and availableto
youth, families,and serviceproviders.

. Throughthe Strategythe Ministry of CommunitySafety Ministry of
and CorrectionalServiceshouldimplementstandard Community
dischargeplanningproceduresacrossall provincial Safetyand

" SeeAppendix3 for more information.




Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

programs,transitioning
betweenprogramsoften
resultsin discontinuationof
0 n ereasment.

correctionalfacilitieswhichwould includeconsiséent
prescriptionmedicationcoveragegor sentencedand
remandedindividuals. TheMCSCShouldwork with
MOHLTOMCS andMCY So developcoordinatedaccess
to medicationsfor individualstransitioningbetweenthese
systemsTheMCSCShouldalso:

1 Expandon protocolssuchasthe RedBagprogram
whichassistincarceratedndividualswith
maintainingaccesso their personalbelongings,
includingmedicationsthroughoutthe criminal
justicesystem

1 Pilotpromisingserviceintegrationmodelsthat
alreadyexist in other jurisdictions,suchasProject
Link™ to ensurecontinuationof medicationaccess
for individualswhenthey enter andwhenthey are
dischargedrom the correctionalsystem.

Correctional
Services
(MCSCS)

2. Lack of Information to
Make Informed
Treatment Decisions

Individuals families,and
evenhealthcareproviders
often do not haveaccesso

7. Throughthe Strategythe Ministry of HealthandLong
TermCareshoulddevelopa comprehensivenental health
andaddictionsonline resourceto provideup-to-date,
accessibleplainlanguagenformationto the publicon:

1 Psychiatrianedicationtreatment optionsandthe risks
andbenefitsassociatedvith treatments,including
information regardingadjustmentperiods.The

MOHLTC

WeismanR.L.Lamberti,J.S.& Price,N. (2004).Integratingcriminaljustice,communityhealthcare and supportservicedor adultswith severementaldisorders Psychiatriuarterly,75(1),71-85.




Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

informationregarding
psychiatricmedication
optionsand medication
coverageoptionsand
policies.Lackof accessible
information impactsability
to makeinformedhealth
carechoicesandto
effectivelynavigate
medicationreimbursement
options.

MOHLT@anbuild on resourcesalreadydevelopedby

varioushealth organizationsuchasthe Multiple

SclerosisSocietyof C a n a idfarmagion sheetson MS
treatment optionsandmedications! andS S hlise

medicationresourcecentre”

1 Medicationreimbursementoptions,includingplain

languageguidelinesfor applyingto OntarioPublicDrug

ProgramsAgain,the MOHLTCanbuild on already
developedresourcessuchasthe plainlanguage
guidelinesproducedby CysticFibrosisCanada’
CATIE" andwww.DrugCoverage.ca

8. Throughthe Strategythe Ministry of HealthandLong

TermCareshoulddisseminatehe aboveinformationto
individualsand familiesthroughlocalpharmacy
informationinitiativesand/or developpublic information
campaignsaindresourceghrough PublicHealthOntario.

MOHLTC

. Throughthe Strategythe Ministry of HealthandLong

TermCareshouldprovide accesgo specializegupports
for individualsandfamilieswho are beginningnew

psychotropc medicationspor whosemedicationsare being

MOHLTC

v MSSC(2012).Exploringyouroptions:ConsiderindRisksand Benefitsof MSMedications
MSSC(2015).Diseasemodifyingtherapies.https://beta.mssociety.ca/aboums/treatments/diseasemodifyingtherapiesdmts

Y SS0O(2015).MedicationResourcéentre http://www.schizophrenia.on.ca/Resources/MedicatidResourceCentre

Vf_CysticFibrosisCanada(2013).TheGuide:Resourcefx)rthe CFCommunity http://www.cysticfibrosis.ca/wpcontent/uploads/2013/09/thequide_resources cf 2011 en.pdf
" CATIE(2015).Accesgo HIVand HepatitisC Drugs:Federal Provincialand Territorial DrugAccess$rogramshttp://www.catie.ca/en/treatment/accesshiv-and-hepatitis-c-drugsfederakprovinciatand-

territorial-drug-accesgprogram



http://www.drugcoverage.ca/
https://beta.mssociety.ca/about-ms/treatments/disease-modifying-therapies-dmts
http://www.schizophrenia.on.ca/Resources/Medication-Resource-Centre
http://www.cysticfibrosis.ca/wp-content/uploads/2013/09/theguide_resources_cf_2011_en.pdf
http://www.catie.ca/en/treatment/access-hiv-and-hepatitis-c-drugs-federal-provincial-and-territorial-drug-access-program
http://www.catie.ca/en/treatment/access-hiv-and-hepatitis-c-drugs-federal-provincial-and-territorial-drug-access-program

Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

adjusted.Thissupportcanbe providedthroughprimary
careand/or through expansion®f MedsCheclprogram™

10. Throughthe Strategy the Ministry of Healthand Long MOHLTC
TermCareshouldwork with the Ministry of Training,

Collegesand Universitiesand professionakollegesto Ministry of
establish andexpandmental health corecompetencies Training,

for all healthcareproviders,includingprimary care Collegesand
physiciansnurses,and pharmacistsCorecompetencies Universities
would include:workingknowledgeof the symptoms, (MTCU)
etiology,andbasictreatment of commonmental health

conditions;medicationtreatment and coverageoptions;

caregiversupport;andpatient-centeredcare.

11. Throughthe Strategy the Ministry of Labourandthe Ministry of
Ministry of EconomidevelopmentEmploymentand Labour
Infrastructure,shoulddevelopguidelinesfor workplaces
to provideup-to-date plainlanguaganformationto Ministry of
employeesabout health benefits,includingmedication Economic
coverageoptions,and medicationreimbursement Development,
policies. Employmentg&

Infrastructure

3. Delays in Medication
Listing Timelines

12.

Aspart of its consultationprocessthe pCPAshould
consultwith awide rangeof stakeholdersincluding
individualsandfamilies,provincialandterritorial health

13. TheMinistry of HealthandLongTermCareshouldwork

with the CanadiamAgencyfor Drugsand Techologiesin

Health(CADTHand other provincial/territorial medication

pan-Canadian
Pharmaceutical

viii

beenexpandedo includediabetesspecificconsultationevenfor individualswho managethis illnesswithout medicationsor with lessthan three medications.

ThroughOHIPcowerage,MedsCheclprovidesschedulednedicationconsultationswith pharmacistdor eligibleindividualstakingthree or more medicationsfor a chroniccondition. Recentlythis programhas

10




Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

It takesa significantamount
of time for medicatians

ministries,and other pharmaceuticaindustry
stakeholdersThefocusof theseconsultationsshauld

reviewbodiesto streamlinethe CommonDrugReview
(CDRprocesswith the provincialreviewprocessjncluding

Alliance(pCPA)

approvedfor salein Canada includeestablishmenbf metricsfor the pCPAprocess. establishinga singlesubmissiorprocessor manufacturers; MOHLTC
to becomeavailable Thesemetricsshouldbe publiclyavailablein plain asingleprocesdor utilizingpublicinput; andasingle
throughthe publicdrug languageon the pCPAwebsiteand couldinclude: procesdor establishinghe valueof anew medicationto
systt_am.l_Bachogn 1 Reasonabléimelinesfor eachstepof the process, society.
appllcatlon.sa.nd o includingthe negotiationprocessaswell asthe time
red.undanmesn medication to listingoncea Letter of Intentis signed.
reviewandassessment
processeslelayaccesgo I Criteriafor decisionmakingand clear expectationsor
new treatment optionsfor listing medicationson publicformulariesoncea Letter
individualswith mental of Intent is signed.If anagreementisreachedin the
illness. pCPAprocessthe medicationshauld be listedon
provincialformularieswithin a specified reasonable
timeframe.
1 Aprocesdor makingmedicationsunderreview
availableto the publicduringthe pCPAnegotiations
throughjoint fundingby the provincesand
manufacturers.
4. It All Comes Down to 14. Throughthe Strategythe Ministry of HealthandLong 15. Throughthe Strategythe Ministry of HealthandLongTerm [MOHLTC

Cost

Accesgo medicationsand
in particularaccesgo new
medications]s often seen

TermCareshouldincreaseplainlanguagenformationon
the evaluativecriteriausedby the Committee to Evaluate
Drugs(CEDin publiclypostedrecommendationsThis
shouldinclude:

1 Comprehensivéenformation on how evaluation

Careshouldestablishconsistentvalid andreliablequality
of life (QOL) measuredo evaluateeffectivenessof
medications.

11




Challenge Short-Term Recommendation (1-3 years) Medium-Term Recommendation (3-5 years) Responsibility

asaneconomidssuerather criteria (e.g.costeffectivenesspublicinput, quality
than a healthissue.Funding of life measurespre usedto makefunding
andlisting prioritiesare decisions;

often determinedby

, . , 1 Thevalueplacedon different criteriain funding
immediatefinancialcosts

decisions.
rather than secondarycosts
associatedvith untreated
mentalillnessandits impact
on individualand family
guality of life.
5. Public Voice 16. Inaccordancawith the HealthActionPlanfor Ontario,the | 20. Throughthe OntarioPublicDrugProgramsthe Ministry of |MOHLTG
Marginalized Ministry of HealthandLongTermCare OntarioPublic HealthandLongTermCareshoulddevelopmechanismg$o |[OntarioPulic
DrugPrograns branchshoulddeveloptraining sessions acceptdirectinput from individualsandfamiliesaffected |DrugPrograns
Theprocessegor collecting andguidebookdor individualsandfamilies,patient by the ilinessinto the publicinput process:
and.in(.:ludingp.atienf'X and groups,and patient ad\{ocate$>$plainihg)r.ocessesmd 1 Consulwith individuals families patient groupsand
famll.yln!out .to .|nform prope.rw_aysfor preparingeffectivepatientinput expertsaboutthe mostappropriateand userriendly
medicationlistingand submissions.

modelto promote greaterpatient engagementn public

reimbursementdecisions ,
input process.

areinefficient,
administrativelyonerous 1 Createanaccessibl@nline procesdor individuals,

families,and patient groupsto submitinput for a

™ Inthis paper,theterm“ p a t isesedin Severalsectionsbecausat isthe languageusedby the Canadiamgencyfor Drugsand Technologiesn Health(CADTand the provincialhealthtechnologyassessors
Not all individualslivingwith a mental healthissue,or utilizingpharmacologicalreatments,would identify with this label.

12




Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

andoverallundervalue
input from individualsand
familieswith mentalillness.

medicationreview.

ThecurrentpCODRrocess CADThpilot project, andthe
submissiomprocessn BritishColumbiacanserveasa
model

17. Inaccordanceawith the HealthActionPlanfor Ontario,
the Ministry of Healthand LongTermCare Ontario
PublicDrugPrograns branchshouldprovide patient

21.

Ontarioprovincialgovernmentandthe Ministry of Health

Ontario

andLongTermCareshouldwork with the CanadiarAgency|government

for Drugsand Technologiesn Health(CADTH{o

groupswith afundedresourceto helpthem prepare streamlinethe CommonDrugReviewand Committeeto MOHLTG
guality patient input submissions. EvaluateDrugspublicinput processesothat membersof |OntarioPublic
the publiconly needto submitonereviewfor a product DrugPrograns
which canbe accessedy the federaland provincialreview
bodies. Canadian
Agencyfor
Drugsand
Technologesin
Health(CADTH)
18. Throughthe Strategyandin accordancevith the Health MOHLTG
ActionPlanfor Ontario,the Ministry of Healthand Long OntarioPublic
TermCare OntarioPublicDrugPrograns branchshould DrugPrograns

provideillnessspecificpatient navigatorto support
patient groupsthroughthe medicationreviewand
patient input submissiorprocessespCODRilot project

¥ CADTHacceptsindividualand family input for medicationsto treat illnessegor whichthere is no establishedpatient group.

" e Appendix3 for more information aboutthe BCmodel.
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Challenge

Short-Term Recommendation (1-3 years)

Medium-Term Recommendation (3-5 years)

Responsibility

usinghealthtechnologyssessmen{HTA navigatorscan
be usedasamodel"

19.

Ministry of Healthand LongTermCae, OntarioPublic

DrugPrograns branchshouldcreatea proactive

notification systemto inform individuals families,and
patient groupswhen anew medicationis underreview
andpublicinput is beingaccepted Usingthe current
approachutilizedthrough CORisrecommended.

MOHLTG
OntarioPublic
DrugPrograns

X Throughthis model, pCODRITAnavigatorsoffer supportand guidanceto patient groupsthroughoutthe submissiorprocessandidentify opportunitiesfor improvingthe patientinput proces§O’ Ro Br k e,

(2014).HealthtechnologyassessmentCADTHIpdate Presentationat the 2014Better MedicinesCoalitionConferenceToronto)

14




Long-Term Recommendations

Long-Term Recommendation

Responsibility

22. The Ministry of Healthand LongTerm Careshouldwork with the CanadiamrAgencyfor Drugsand Technologiesn Health(CADTHio

createa seamlessefficient procesdor reviewinganewbrandnameme d i ¢ aclinicadandcasteffectivenessn orderto reduce
redundanciesandto decreasdimelinesassociatedvith the currentassessmenprocesses.

Ministry of Healthand LongTerm
Care(MOHLTC)

CanadiarAgencyfor Drugsand
Technologiesn Health(CADTH)

23. The Ministry of Healthand LongTerm Care in partnershipwith CanadiarAgencyfor Drugsand Technologiesn Health(CADTH)

federalandprovincial/territorialgovenmentsandresearchersshouldestablishcomprehensivestandardmeasuredor evaluating
quality of life and QualityAdjustedLife YeardQALY)kin healthtechnologyassessmentir mentalhealthmedications.These
measuresshouldtake a full societalperspectivein determiningthe valueof amedication.S w e d saciétadapproachin health
technologyassessment¥ canbe usedasan examplefor secondaryfactorsto includein this evaluation.

1 Comprehensivénformation on how direct andindirect costsand benefitsto societyare includedwithin CDRand CED
assessmentanddecisionmakingprocessshouldbe madeavailableto the public.

MOHLTC

CADTH

Federal Provincialand Territorial
governments

Researchers

24. Thefederalandprovincial/territorialgovernmentsshouldwork togetherto establisha® U n i \WDeugCoweragd® | avhichbuildson

the infrastructurealreadyin placein the provinces/territoriesto increasehealth equity acrosshe country. Thiscanbe achievedoy:

1 Creatingafederal’ U n i NDeugCoweragd® | actessibleéo anyCanadiarwhois not eligiblefor coverageundertheir provincial
program,andwho is not coveredby private insurance por whoseplansdo not providefull coveragefor ap e r s redi¢asons.This
programcanbe funded by the federaland provincialpublicand corporatetax systemsand canbe administeredat the
provincial/territorial level,

1 Creatinga provisionfor subsidizingostsassociatedvith a nationalprogram(e.g.premiums,copaymentsor dispensingees)for
low-incomeCanadiangbasedon LICOmeasures).

Federal Provincial and Territorial
governments

Xiii

SeeAppendix3 for more information.
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Introduction

TheSchizophreni&ocietyof Ontario (SSOis a charitablehealth organizatiornthat supports
individuals families,caregiversaand communitiesaffectedby schizophreniand psychosis
acrosghe province.Forover 30 yearswe havemadepositivechangesn the livesof people
affectedby schizophrenidy buildingsupportivecommunitiesthrough servicesand education,
advocatingor systemchangeand conductingresearchinto the psychosocialactorsthat
directly affectmentaliliness*

Accesd0 awide rangeof treatmernts and supportshasbeenalong-standingpolicypriority for
SSOSSelievesthat all treatment typesincludingpsychiatridreatment (e.g.medication,
hospitatbasedcare,etc.);communityservicege.g.counsellingpeersupport,etc.); and social
supports(e.g.housing,employment,etc.) shouldbe accessibléo individualsandfamilies.

Yetsinceour inception,SSChasheardfrom individualsand familiesabout the challengeghat
they experienceaccessingnental healthtreatmentsand supportsdueto the scarcityof
availableresourcesand numeroussystemidarriers.Thesechallengeplacepeopleat a greater
riskof hospitalizaton, homelessnessand cominginto contactwith the criminaljusticesystem,
which hasa profound effect on their health and quality of life, andthe broadercommunity.

Recognizinghesenumeroussystemiachallengeghe Governmentof OntariolaunchedOpen
Minds, HealthyMinds,a 10-yearMental Healthand AddictionsStrategy(the Strategy)in 2011
TheStrategycallsfor a holisticapproachto mentalhealthandaddictionsin Ontario.However,
pharmacologicatare(accesso medications), afundamentalaspest of treatment, is currently
omitted fromthe { G NJ {céh@ridignplementationactivities Thisis despitethe fact that
medicationsare often usedasthe first courseof treatment for mentalillnessandthat many
Ontariansexperiencesignificantchalengeswith accessinghis form of treatment.

Forthis reason,SSQundertooka policyresearchnitiative to explorehow to includeaccesgo
medicationswithin the { & NJ {r&@wofkandto provideconcreterecommendationsfor
achievinghis.

Xiv

Inthis paper,theterm“ me nilines Isréfersto symptomsand conditionswhich maytake the form of changes
in thinking,mood or behavior,or somecombinationof all three, that impactap e r s ability tasfunction
effectivelyovera period of time. Thisterm waschosenbecausét isthe closestin aligningto the languageusedby
variousstakeholdersaffectedby issuesoted in this paper.It shouldbe clarifiedthat not all individualsliving with
amentalhealthissuewould identify with this label.

*'Basedon the World HealthOrganizan (WHO) definition, this paperviews‘accesso medications asthe
combinationof four factors:selection;affordability; sustainabldinancing;andreliability of supply.



Purpose of the Paper

Thepurposeof this paperisto providean overviewof the issueswith accesgo medications
within the current systemandto identify concreterecommendationgor how theseissuescan
be addressedhroughthe provincialStrategy Inresearchingthis topic we identified other
significantstructuralchallengego accessingnedications While we acknowledgehe
complexityof the systemsnvolvedandjurisdictionalboundarieswe felt that it would be
remissnot to commenton thesebroadersystemicissuesasthey directlyimpactaccesgo
medicationsin Ontario.As a result, the discussionn this paperextendsbeyondthe scopeof
the Strategyand our recommendationsncludepracticalchangeghat canbe achievedthrough
the Strategy aswell asa callfor high-level longterm changesvhichrequirefurther
developmentandsignificantcoordinationbetweenall levelsof governmentsand stakeholders.

Background Research

Toinform this paper,areviewof government,academicand greyliterature wasperformed
with afocuson accesgo medicationsn Ontario.We alsoexploredother provincialand
internationalmentalhealth strategiesand medicationcoveragesystemsMost importantly, to
ensurethat this paperreflectsthe needsand perspectivesf all people,professionalsand
administratorsaffectedby andinvolvedin this area,we conducteda seriesof focusgroupsand
interviewswith key stakeholdes. Theseincludedindividualsand familieslivingwith mental
illness healthcareproviders,health advocacyorganizationsprivate insuranceproviders,
employers pharmaceuticalndustryrepresentativesand policy expertswithin the government.

Scope and Structure of the Paper

Becauses S Garesof expertiseisin mentalillness this paperis primairily focusedon accesgo
mentalillnessrelated medications A full explorationof medicationaccessystemssuchasthe
pan-Canadan OncologyDrugReview(pCODRprogramfor oncologymedicationsis beyondthe
scopeof this paper.

In orderto makethis paperaccessibléo awider audiencejncludingpolicymakers heathcare
professionalsemployersmanufacturersand peopleandfamilieswith lived experienceabrief
overviewof the Mental Healthand AddictionsStrategyis provided.In addition, an overviewof
the currentmedicationapprovalandlisting processesexamplesof medicationreimbursement
modelsfrom other jurisdictions anda glossaryof termsareincludedin the Appendices.
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Setting the Context

Mental ilinessaffects one in five Canadiansandtwo to three percentof Ontarianswill
experiencea complexmentalillnesssuchasschizophreniar bipolardisorderthroughouttheir
lifetime.? Theimpactof mentalillnessextendsto everyaspectof o n dife,éncluding
psychologicalemotional, social,and physicawell-being.Experiencef mentalillnessmay
createchallengesand disruptionsin different areasof life includingeducation® employment?
housing® financialstability,and personalrelationships’ Stigmaand discriminatio associated
with mentalillnessare prevalentandimpedeaccesso treatmentsand servicesand undermine
full socialinclusionfor individualsandfamilies.Froma societallevel,the burdenof mental
illnessin Ontariois 1.5timesthat of all cancersand more than seventimesthat of infectious
diseaseswhenmeasuringooth prematuredeathandreducedfunctioningdueto illness’

Theneedsof individualsandfamiliesexperiencingnentalillnessvary;howeverthe keyto
addressingheseneedsistimely accesgso afull rangeof safe,effective,and quality treatments
and supportsthat work togetherto enablepeopleto meettheir individualrecoverygoals.In
line with this comprehensiveapproach accesto medicationss essentiako supportphysical
and mentalhealth. Yetfor manyOntariangthis form of treatmentisinaccessiblelueto
numerousstructuralbarriersand systemiadeficiencies.

Despitea declarationby the World HealthOrganizatiorthat governmentsare obligatedto
promote and provideuniversalhealth coverage® prescriptionmedicationcoveragecontinues
to be anaccesgo careissueacrossCanada’ UnderC a n a kdealthcgresystem,government
fundingcoversonly 36.1percentof prescriptionmedicationcosts'® whichis far below
international standards* andin direct contradictionof the notion of universalhealthcare For
manyCanadiansncludingpeoplewith mentalillness,accesgo this form of treatment remains
significantlycompromised

Medications and Mental Illlness Treatment

Medicationsare usedto treat a wide rangeof mentalhealth conditionsandillnessesAssome
formsof mentalilinessare chronic,medicationsmayhaveto be accesseaveralongperiod of
time, presentinglong-term coststo individuals families,andthe healthcaresystem™?

Medicationtreatmentisnota® o msieefits a | nhotlel. Responséo psychiatricmedicationss
highlyindividualizedvariable andrelatedto severalfactorssuchasgeneticsage,gender,and
socioenvironmentalfactors.Asaresut, individualsoften haveto try severalmedicationsand
dosagesbeforethey find an effectivetreatment. Evenoncean effectivemedication or
combinationof medicationss found, changesn responsecanoccurovertime, asmedications
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may stop working, or their effectivenessnaybe impactedby changesn diet andlifestyle,
stress,interactionwith other medications and other similarfactors

Peoplewith mentalillnessoften usemore than one medicationdue to presenceof other
concurrentphysi@l and mental health conditions Forexampleevidenceshowsthat dueto
varyinggeneticand environmentalfactors,includingmedicationside effects,individualswith
schizophreni@xperiencencreasedatesof obesity* cardiovasculadisease** andtype I
diabetes™ Forindividualswith dual physicaland mentalhealth needs timely and affordable
accesso medicationsbecomesan especiallymportant aspectof recovery.

It mustfurther be noted that currentlyavailablemedicationsusedto treat mentalillness are
not ideal. Thesemedicationsoften do not fully diminishsymptomsand manycauseserious,and
sometimesdangerousside-effects. Thesideeffects,alongwith the relationshipwith the
clinician,individualandfamily knowledgeaboutthe iliness,and understandingof the risksof
non-adherenceto medicationcanimpacttreatment adherenceé®!’ andunderminerecovery'®
Thisfurther reinforcesthe needto haveaccesgo all clinicallyapprovedmedicationgo allow
individualsandtheir healthcareprovidersto pickthe treatment that worksbestfor them, with
minimalside-effects.

Medicationshortagesalsoaffecttreatment efficacyand adherenceand overallrecovery.In
2010,three out of the top 10 medicationshortagesn Ontariowere medicationsusedto treat
mentalillness includingdepressiorandschizophrenid® Althoughthe causef medication
shortagesvary,anda full discussiorof this topic is beyondthe scopeof this paper,shortages
arecommonanddisruptap e r stoeatrhest. Alternativetreatment optionsmustbe
accessibleo individualsin order to mitigate impacton healthandquality of life when
medicationshortagesoccur.

Medications and the Ontario Mental Health and Addictions Strategy

Thegoalof Ontai  oMeastal Healthand Addictions Strategyis to ensurethat Ontarianshave
better accesgo quality servicestreatments,and supportsto promote goodmentalhealthand
socialinclusionfor peoplewith mentalillnessand addictionsissues?® The first three yearsof
the Strategyfocusel on improvingthe child andyouth mental health system.Buildingon this
first phase the Strategyis now expandingo improvetransitionsbetweenyouth and adult
servicesandto continueto improveservicesandcare®

Thisnext phaseof the Strategyis guidedby five strategicpillarsfor action,is inter-sectorialand
inter-ministerialin scope,andisintendedto alignwith other initiatives,includingthe Excellent
Carefor All Act, the PovertyReductiorStrategy EarlyLearningStrategyandthe Lorg-Term

AffordableHousingStrategy
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Strategic pillars for the Expanded Mental Health and Addictions Strategy:

1. Promote mental health and well-being:

(0]

(0]

Expandorovenprogramsto promote mental healthin schoolsandthe workplace.

Usepublichealthexpertiseand programmingfor mental health promotion and addictions
prevention.

2. Ensure early identification and intervention:

o

o

o

Usevirtual applicationgo enablepeopleto accesservices.
Expandandtailor training programs,mentorshipandsupportled by serviceproviders.

Increaseaccesdor selfhelpandearlyintervention by expandingon existingprograms.

3. Expand housing, employment supports and diversion and transitions from the justice system:

(0]

(0]

(0]

Increasesupportivehousingfor peoplewho are homelessor at risk of homelessness.
Expandeffectiveworkplacemental health programs.

Expandnitiativesto reducecontactwith the justicesystem.

4. Provide the right care, at the right time, in the right place:

(0]

DevelopintegratedservicecoordinationacrossHealthLinksand Ministry of Childrenand
YouthServicedeadagenciesand strengthencoordinationbetweenservicecollaborativesand
HealthLinks.

Addresgyapsfor youth who are usingharmful substances.

Developinnovationsin patient carefor peoplesufferingfrom simultaneousmentaland
physicalllness

5. Provide funding based on need and quality:

(0]

Establista new fundingmodellinkedto populationneed,qualityimprovementandservice
integration.

Noticeablymissingfrom the {  NJ (piadsan@ignplementationactivitiesis accesgo
medications.Thisomissionis incongruentwith its holistic approachand not only hurts
individuak and families living with mental illness, but will also jeopardize successful
implementation and overall effectivenessof the Strategyif left unaddressed. At the
same time, this next phase of the Strategy provides an effective framework for
reviewingand improvingaccesso medicationsfor Ontarianswith mentalillness. Asthe
Strategyis still in its early stagesof developmentand implementation,the time is now
to examinethe challengeswvith accesgo medicationsin Ontario and to developa plan
of action.
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Challenges within the Current System

Accesgo effectivepharmacologicaireatment, alongsideother clinicaland socialsupports,
promotesrecoveryfor individualsaffectedby mentaliliness® Accesgo medicationsallows
individualsto flourishin educationaland employmentsettingsand alsocontributesto
effectivenesf other treatmentsandinterventions.YetmanyOntariansaffectedby mental
illnessdo not haveequitableaccesso medicationsdueto numerousbarrierswithin the current
system While challengego accessinghis form of treatmentare variedand complex,overall
thesechallengesenter on availabilityand affordability of medications.Thishassignificant

implicationsfor individualhealthoutcomes,aswell asfor economicand systemicsustainability.

1. Access Inequities: Affordability and Transitions.

Prescriptiormedicationcoveragen Ontarioconsistsof a patchworkof private and publicplans,
resultingin inconsistencyn the extent of coverageavailableto individualsthroughdifferent
programs.Indeed,throughouttheir liveseligibleOntariansmayreceiveprescriptionmedication
coveragefrom private insuranceplans,publicprograms,or a combinationof the two, creating
challengedor consistentcoverageacrosghe lifespan.

1.1 Affordability determines access

Accesgo medicationtreatmentisdeterminedby o n ericamebracketandjob security—the
higherthesetwo domainsthe greaterthe accessAssuch,ability to benefit from a particular
medicationtreatment is often contingenton ability to payfor this treatment, rather than need.
Formentalillnessmedicationstreatment canrangefrom $200-$20000r more per month,
dependingon the medication®? Formanyindividualsand familiesaffectedby mentaliliness
paying out-of-pocketfor their medicationis often impossible-evenif it isthe mostappropriate
medicationfor them —and manyforgo treatment altogetherdueto costrelated barriers*

Privateinsuranceand publicdrug programsprovide somerelief with the costof medications;
yet accessibilityfo theseprogramsis a barrier within itself. Accesgo private insurances
becomingincreasinglyout of reachfor manyOntarians Recentresearchshowsthat one-third

of paidemployeesan Ontariodo not haveemploye-providedhealth benefitsandthat this
populationis mostly comprisedof women,individualswith low incomesand other marginalized

Xvi

Forinformation on how Ontarianscanaccesgrescriptionmedications seeAppendix 2: AccessingPrescription
Medicationsin Ontario.
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populationssuchassingleparents,racializedgroups,new immigrants temporaryforeign
workers,Aboriginalpersons personswith disabilities,older adultsand youth **
Peopleaffectedby mentalillnessoften experiencesignificantbarriersto gainfulemployment
andare over-representedin precariouswork, characterizedy low wages limited job security,
andlackof health benefit coverage® LowincomeOntariansaffectedby mentalilinessfind
themselvesat a disadvantagen the labour market—they often haveno medicationcoverage
throughtheir employer,andarenot“ p oeorr o utg feceivecoveragethrough public
programns;yet they mayrely on medicationtreatment to assisthem with obtainingand
maintainingemployment.

Evenindividualswho are fortunate enoughto havemedicationcoveragethrough private
insuranceexperiencesignificantbarriersto medicationaccesglue to eligibility criteriasetby
the private plans.Thesecriteria canincludestipulationsto try cheaperalternativesprior to
obtainingthe prescribedmedication(fail-first policies);stipulationsto fill the prescrption at a
particularpharmacy stipulationsto providecorroboratingmedicalreports;and other similar
requirements Suchconditionsdisadvantagendividualswith limited financialsecuritywho
often haveto incuradditionalfinancialand personalcoststo accesghese* c over ed”
medicatiors. Forexample requirementsto fill prescriptionsat specifiedpharmacyoften pose
barriersfor individualswith limited accesgo transportationandin particular,peoplein rural
andnorthern communities.

Similarissuesare prevalentwithin the publicsystemaswell. Individualswith mentalillnessare
disproportionatelyaffectedby poverty and manyrely on provincialsocialassistanceystemfor
financialsupportand medication coverage Asof October2014overathird of all Ontario
DisabilitySuppot Program(ODSIpPrecipientswere individualswith a mentalillnessandthis
demographigroupisincreasinglhecomingthe largestgroupof socialassistanceecipientsin
Ontario®® Fortheseindividuals accesso medicationsis often limited by what is available
through publicdrug programs which maynot coverthe mostappropriatetreatment option
and/or mayrequirethe individualto try severalother medicationsbefore gainingaccesso the
onethat theyreallyneed.Lackof medicationcoveragecanalsoserveasadisincentiveto
employmentfor peopleon socialassistanceDespitethe availabilityof the ExtendedHealth
Benefit(EHB andthe ExtendedEmploymentHealthBenefit(EEHR individualstransitioning
from socialassistanceanstill losetheir health benefitsupon securingemploymentandasa
result,canno longerafford the costsassociatedvith managingheir conditions,despitetheir
engagementn the labour market.

Whatis more, researchshowsthat ability to afford medicationaffectsdoctor grescribing

practices.Doctorssometimeschoosenot to prescribethe most effectivemedicationif it is not

coveredby either publicor privateinsurance’ Similarly doctorsoften work with individualsto
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t w etlzek medicationdosageto makethe treatmenteligiblefor private insuranceor
OntarioDrugBenefit(ODB programcoverage’® Choosingffordablealternativesoverthe
most effectivetreatment negativelyaffectsi n d i v phgsieaaplsyshologicahndsocialwell-
beingandservesasadeterrent to successfumental healthrecovery.In addition, this
inequitableaccesdeadsto broaderhealth systemcostsincludingcomplicationsor chronic
condtions and hospitalreadmission$>*°

Thecostrelatedbarriersexperiencedyy Ontariansare not unknown to the provincial
government.Indeed,the TrilliumDrugProgram(TDP)wvascreatedin 1995to attend to the
increasingunaffordabilityof medicationtreatment. However there havebeensignificant
advancesn the field of pharmacologyverthe lasttwenty yearsthat not only increasedhe
guantity of medicationsavailable but alsothe costsassociatedvith thesenew treatments.
Somechangesdo the TDPhavebeenmadethroughoutthe years,yet overallthis programdid
not keepup with the fastchangingenvronment. Althoughthere isa commonassumptiorthat
TDPprovidesa safetynet for thosewho lackprivate insurancecoverageanddo not qualify for
other publicprograms this programhasmanybarriers Thesencludeadministrativelyonerous
applicationprocessesnd deductiblecostswhichindividualswho are employedin minimum
wage,or part-time work, struggleto afford. In addition,the TDPdoesnot benefitindividuals
andfamilieswhosemedicationcostsdo not reachthe financialdeductiblethreshold,excluding
manypeoplefrom the programevenif they experiencefinancialbarriersto accessingheir
medications.

1.2 Transitions between plans and systems

At different life stagesjndividualsmayhaveto movebetweendifferent forms of coverage,
suchaswhentransitioningfrom the youth to adult mental health systemswhen changingobs;
whenbeingdischargedrom a hospitalor a correctionalfacility; or whenturning 65 yearsold.
Avalilabilityof medicationsand eligibility criteria varysignificantlybetweenthe programsand
transitionsare a particularlyvulnerabletime for individualsasthey canresultin discontinuation
of 0 n etreasment.

Forchildrenandyouth, medicationcoveragdas dependenton their parentsand/or guardians
eligibility and canvarybasedon what planand/or programtheir family qualifiesfor, if any.This
coverages often discontinuedonceyouth reachthe agewherethey are no longerconsidered
dependents Someyoungpeoplemayobtain coveragehroughemploymentor school
programs but for thoseindividualswho are temporarilydisconnectedrom work or schooldue
to symptomsof their illness,optionsfor coverageare limited. Theymaynot benefitfrom the
Trillium DrugProgrambecauseheir householdincomeistoo high,andunderthese
circumstances is not uncommonfor youth to applyfor ODSRor supportandbenefits
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Similarly childrenandyouth transitioningout of the child welfare systemmayhaveaccesgo
different forms of medicationcoveragepr maycompletelyloseaccesdo benefits,depending
on the circumstance®f their dischargeForexample adoptedchildrenandyouth havetheir
medicationcoveredduringthe adoptionprobationperiod. Oncethe processsfinalized,there
is no guaranteeof continuedcoverag unlessthey qualify for their adoptivep a r ecoverage
plan.While other youngpeopleleavingcareat age18 mayobtain medicationcoveragefrom
transitionalcareprograms;privateinsurancethroughemployment;and/or publicdrug
programs;manydo not qualifyfor, or are not awareof how to accessnyof theseoptions >

Moreover,individualsdischargedrom a hospitalcanhavetheir medicationschangedby their
prescribingdoctor on the dayof dischargebecausemedicationsavailablewithin the hospitd
are not coveredby the publicprogramor privateinsurance®® Likewisejndividualsdischarged
from correctionalfacilitiesoften find themselveswithout continuedmedicationcoverage.
Dischargeplanningservicesare not consistentacrossprovincialcorrectionalinstitutionsand
there isno mandateto providea supplyof psychiatricnedicationgo individualsupon
release® In somecaseswhen dischargeplanningdoesoccur,a personmayreceivea
temporarysupplyof medications Forindividualswho are dischargeddirectly from court, which
is often the casefor individualson remand,there is no opportunity for accessingnedications,
or aprescription,to helpthem transition backinto the community> Assuch,released
individualsdo not havecontinuedaccessto their medicationsand haveto figure out howto
obtaintheir treatment on their own oncereleasel.

Individualgtransitioningout of the socialassistanceystemexperiencechallengeswith
continuationof medicationcoverageaswell. While there are three distinct health benefits""
that in theory would provideongoingcoveragefor medicationsmanyindividualsare not
informedabouttheir optionsand experiencechallengesvith accessinghesebendfits. Forall of
thesebenéefitsif there isa delayin applying,or if the individualis unableto estimateand
includeall of the health-related coststhey maybe entitled to in the application,or submitall of
the necessaryormsto demonstratecontinuedeligibility, or missthe timelinesto reapplyto the
programannually(for TransitionaHealthBenefit),they would not be ableto receivethe
benefit, evenif they are otherwiseeligiblefor it. Indeed theseprogramsrequire significant
administrativeoversight,andare labour-intensiveboth for the adminstratorsandfor the
individualsthat needthesebenefits.

Thecomplexityof the current systemposesadditionalbarriersandunduestressfor individuals
andfamiliesaffectedby mentaliliness In additionto highvariationin eligibility and coverage
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Formore information, seeAppendix2: AccessingPrescriptionMedicationsin Ontario.
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acrosshe programsthe overarchingackof coordinationandintegrationbetweenvarious
programsand plansmakesit extremelydifficult for individualsto navigatethe systemand
accessnedicationtreatment. Thisvariabilitycompromisesonsistencyn care andequitable
accesgo treatment. At the sametime, there are currently no supportsavailableto individuals
andfamiliesto assisthem with navigatingthe medicationcoveragesystemandto ensurethat
onceeffectivetreatmentisfound, it is continued.

Short-Term Recommendations

1. Throughthe Strategy the Ministry of HealthandLongTermCareshoulddevelopresources
andsupportsto helpindividualsand familiesnavigatemedicationreimbursementoptions.
TheMOHLT@anbuild on modelswhichalreadyexist,suchasthe OncologyDrugAccess
Navigatorsof Ontario " with a goalof establishinga network of patient navigatorsacross
Ontarioto providedirect supportto individualsandfamilies.

2. Throughthe Strategythe Ministry of Healthand LongTem Careshoulddevelopmetricsto
measure’ a c toen® €l i c as@anindicatorfor evaluatinghow well the mentalhealth
andaddictionssystemis meetingthe needsof individuals.

3. Throughthe Strategy the Ministry of Childrenand YouthServiceshouldcontinueto
expandthe AftercareBenefitsinitiative, and other transitionalsupports,and promote
greatercoordinationbetweentheseprogramsand other publicdrug programsprovidedby
Ontariogovernment.TheMCY $houldalsomakeinformation abouttheseprogramseasily
accessiblendavailableto youth, families,and serviceproviders.

4. Throughthe Strategythe Ministry of CommunitySafetyand CorrectionalServiceshould
implementstandarddischargeplanningproceduresacrossall provincialcorrectional
facilitieswhichwould facilitate consistentprescriptionmedicationcoverageor sentenced
andremandedindividualspostdischarge TheMCSCShouldwork with MOHLTOMC S
andMCY So developcoordinatedaccesgo medicationsfor individualstransitioning
betweenthesesystemsTheMCSCShouldalso:

1 Expandon protocolssuchasthe RedBagprogram whichassistincarceratedndividuals
with maintainingaccesgo their personalbelongingsincludingmedicationsthroughout
the criminaljusticesystem;

il TheOncologyDrugAccesdNavigatorsof Ontario(ODANOelpindividualsand familiesnavigateoncology
medicatian coverageand accesseimbursementoptionsfor the medicationghat they needin atimely way.
ODANGhasbeenfoundto be particularlyusefulfor individualswithout private insurancebenefits,and for whom

financeswould posea barrierto oncologycare.
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1 Pilotpromisingserviceintegrationmodelsthat alreadyexistin other jurisdictions,such
asProjectLink® to ensurecontinuationof medicationaccesgor individualswhenthey
enterandwhenthey are dischargedrom the correctionalsystem

Medium-Term Recommendations

5. TheMinistry of HealthandLongTermCareshouldreviewand modernizethe TrilliumDrug
Programto ensureits sustainabilityand responsivenes® the everchanginghealthand
economicenvironments.

6. TheMinistry of Healthand LongTermCareshouldexpandexistingOntarioPublicDrug
Programdo coveraccesgo psychiatricmedicationsfor individualswho are transitioning
through systemsandplans,andfor individualswho are low-income:

1 Expandhe ExceptionaAcces$rogramto provide short-term medicationcoverage
during periodsof transition betweendifferent public/private plansand/or different
publicsystemsuntil a personis ableto connectto alongerterm coverageplan.

1 Expandhe TrilliumDrugProgramto coverthe full costof psychiatricnedicationsfor
low-incomeemployedindividualswho are not eligibleunder other publicdrug programs
andare not coveredby private insurancelncomeeligibility shouldbe assessedising
LowlIncomeCutOff (LICO)Jneasurerather than the currentfour percentof the income
criteria. PlanG modelin British Columbiacanbe usedasan example™

1 Workwith the Ministry of Communityand SocialServicedo incorporatecurrent MCSS
benefitsprovidedto individualstransitioningoff socialassistanceunderthe expanded
andupdatedOntarioPublicDrugProgramgo reduceadministrativeprogramcostsand
promote smoothtransitionsbetweenprograms.

x SeeAppendix3: MedicationCoveragen Other Jurisdictiongor more information.
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2. Lack of Information to Make Informed Treatment Decisions.

Understandingpsychiatriomedicatons,includingdifferent medicationoptions, risks,benefits,
potential side-effects,andinteractionswith other medicationanaybe challengingandeven
anxietyinducingfor individualsandfamilies.Prescribingpractitionersand pharmacistsare
typicallythe main,andonly, sourceof information and educationon this topic. Yeteventhese
professionalsometimeshavelimited information andtrainingon mentalillnesstreatment, and
in particularon medicationreimbursementoptions.

Dueto lackof accestble plainlanguagenformation, individualsand familiesoften feel
unpreparedfor how longit cantaketo adjustto new psychiatriomedicationswhat to expect
duringmedicationtransition periods;or what sideeffectsone mayexperiencewith anew
mediation or dosage®’ Thislackof knowledgehasbeenshownto perpetuatestigma
associatedvith this form of treatment and canserveasa significanttreatment deterrent for
someindividualsand families*®

Thereis alsolackof accessiblenformation on medication coveragepoliciesthat impacthealth
carechoicesForexample, the substitutionof brand-namemedicationswith bioequivalent,
interchangeablelower costgenericalternativesis a costcontainmentstrategywhichis usedby
both publicand private providers.Thereimbursementof medicationson the currentOntario
DrugBenefit(ODB formularyis basedon a lowestcostpolicy, whichmandatesthat
pharmacistslispensethe lower-costmedication*® unlessthe prescribingdoctor writes“ n o

s u b s t ionthepieschiptionand/or submitsa healthreport form.*® Many privateinsurance
plansutilize a similarapproachand somerequirethe individualto paythe costdifferential
betweengenericand brandnamemedicationif they wishto usethe latter. Individuds and
familiesare often not awareof thesepoliciesand only find out that the medicationthey were
prescribedis beingsubstitutedwith a genericalternativewhentheyfill their prescriptions.This
canimpacttreatment efficacyandtreatment adherenceandunderminetherapeutic
relationshipwith the serviceproviders®

Short-Term Recommendations

7. Throughthe Strategythe Ministry of HealthandLongTermCareshoulddevelopa
comprehensivenental healthand addictionsonline resourceto provideup-to-date,
accessibleplainlanguagenformationto the publicon:

9 Psychiatrianedicationtreatment optionsandthe risksand benefitsassociatedvith
treatments,includinginformation regardingadjustmentperiods. TheMOHLT@anbuild
on resourcesalreadydevelopedby varioushealth organizationsuchasthe Multiple
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Sclerosisocietyof C a n a idfarmagion sheetson MStreatment optionsand
medications;*andS S hlise medicationresourcecentre”

1 Medicationreimbursementoptions,includingplainlanguageguidelinesfor applyingto
OntarioPublicDrugProgramsAgain,the MOHLT@anbuild on alreadydeveloped
resaurcessuchasthe plainlanguageguidelinesproducedby CysticFibrosisCanad&™
CATIE*"andwww.DrugCoerage.ca

8. Throughthe Strategythe Ministry of Healthand LongTermCareshoulddisseminatehe
aboveinformationto individualsand familiesthroughlocalpharmacyinformationinitiatives
and/or developpublicinformation campaignsndresourceghrough PublicHealthOntario.

9. Throughthe Strategythe Ministry of Healthand LongTermCareshouldprovide accesso
specializegsupportsfor individualsand familieswho are beginningnew psychotropic
medicationsor whosemedicationsare beingadjusted.This supportcanbe provided

XXiv

through primary careand/or through expansion®f MedsCheclprogram:

10. Throughthe Strategy the Ministry of Healthand LongTermCareshouldwork with the
Ministry of Training Collegesand Universitiesand professionakolleges, to estabishand
expandmental health core competenciedor all healthcareproviders,includingprimary
carephysicianswurses,and pharmacistsCorecompetenciesvould include:working
knowledgeof the symptoms etiology,andbasictreatment of commonmental health
conditions;medicationtreatment and coverageoptions;caregiversupport; and patient-
centeredcare.

11. Throughthe Strategythe Ministry of Labourandthe Ministry of Economidevelopment,
Employmentand Infrastructure,shoulddevelopguidelnesfor workplacegso provideup-to-
date plainlanguageanformationto employeesabout health benefits,includingmedication
coverageoptions,and medicationreimbursementpolicies.

*MSSC(2012).Exploringyour options:Considerind@Risksand Benefitsof MSMedications
MSSC(2015).Diseasemodifyingtherapies

1 $50(2015).MedicationResourc€entre
i cysticFibrosisCanada(2013).TheGuide:Resourcefor the CFCommunity
ol CATIE(2015).Accesdo HIVand HepatitisCDrugs:Federal Provincialand Territorial DrugAcces$rograms
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ThroughOHIPcoverage MedsCheclprovidesscheduledmedicationconsultationswith pharmacistdor eligible
individualstakingthree or more medicationsfor a chroniccondition. Recentlythis programhasbeenexpandedo
includediabetesspecificconsultationevenfor individualswho managethis illnesswithout medicationsor with
lessthan three medications.
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http://www.drugcoverage.ca/
https://beta.mssociety.ca/about-ms/treatments/disease-modifying-therapies-dmts
http://www.schizophrenia.on.ca/Resources/Medication-Resource-Centre
http://www.cysticfibrosis.ca/wp-content/uploads/2013/09/theguide_resources_cf_2011_en.pdf
http://www.catie.ca/en/treatment/access-hiv-and-hepatitis-c-drugs-federal-provincial-and-territorial-drug-access-program

3. Delays in Medication Listing Timelines.

Onaverage Canadiansvait over two yearsfor accesso new medication$™ becauseof delays
in approvingmedicationshrough HealthCanadaandthe CommonDrugReview(CDR, and
delaysin listingthem for reimbursementat the provincial/territorial level ** Thetarget for
issuinga recommendationthroughthe CDRprocessrom the time that a manufacturersubmits
aHealthCanadaapprovedmedicatbn for reviewis listed asfive to sixmonths? althoughthe
actualtimelinesare often muchlonger.Timelinedor listingmedicationson the Ontario Drug
Benefit(ODB) Formularyfrom the time they are approvedby HealthCanadaangesanywhere
from 150to over500days®*

Thedemandfor medicationassessmentsften exceedshe resourcesavailableto the national
andprovincial/territorial reviewagencies.Althoughgovernmentinvestmentinto health
technologyreviewscontinuesto increase poth CDRandthe provincialCommitteeto Evaluate
Drugs(CEDare often plaguedby a backlogof applications® Thetime that it takesfor
medicationto becomeavaibblethrough publicprogramsis further affectedby redundanciesn
medicationreviewandassessmenprocessest the federaland provinciallevels.Indeed,once
amedicationis reviewedat the provinciallevelby the CEDits clinicalsafetyand efficacyhave
alreadybeenevaluatedby two federatleveloversightbodies— HealthCanadaandthe
Canadiamgencyfor Drugsand Technologiesn Health(CADTH throughthe CDRorocess Cost-
effectivenesss the other majoraspectfor evaluationof a new medicationandthis evaluation
happengwice, first at federalandthen againat the provinciallevel. Thepurposeof the
additionalprovincialreviewisto considerthe specifichealth careneedsandbudgetary
consideration®f the province,howeverthe criteriaused by the CEDs similarto that of the
CDRprocess.

Thepan-CanadiarPharmaceuticahlliance(pCPApegotiationstypicallyoccurconcurrently
with the CEDreview procesé® to minimizethe impacton timelinesfor listingmedicationson
the ODBformulary. Howeverthereislittle publicallyaccessiblenformationregardingthe
standardtimelinesfor pCPAnegotiationsor standardtimelinesfor listinga medicaton on the
ODBFormulary oncea Letter of Intent betweenthe participatingprovinces/territoriesand the
manufactureris signed.Norisit guaranteedhat the medicationwill be listedat all. Arecent
InternationalBusinesMachines(IBM)Canadaeport on the pCPAprocesshighlightsthe lackof
standardizedmetricsrelatedto timelinesand how this contributesto the lackof transparency
anddelays,n the pCPAprocess®’
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Forinformation about how medicationsbecomeavailablethroughthe publicsystem seeAppendixl: How
MedicationsBecomeAvailablein Ontario.
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Short-Term Recommendations

12. Aspart of its consultationprocessthe pCPAshouldconsultwith wide rangeof
stakeholdersjncludingindividualsand families,provincialandterritorial health ministries,
andother pharmaceuticalndustrystakeholdersThefocusof theseconsultationsshould
includeestablishmenbf metricsfor the pCPAprocessThesemetricsshouldbe publicly
availablein plainlanguageon the pCPAwebsiteand could include:

1 Reasonabléimelinesfor eachstepof the processjncludingthe negotiationprocessas
well asthe time to listingoncea Letter of Intent is signed.

1 Criteriafor decisionmakingand clear expectationgor listingmedicationson public
formulariesoncea Letter of Intent is signed.If anagreementis reachedin the pCPA
processthe medicationshouldbe listed on provincialformularieswithin a specified,
reasonabletimeframe.

1 Aprocesdor makingmedicationsunderreviewavailableto the publicduringthe pCPA
negotiationsthroughjoint fundingby the provincesand manufacturers.

Medium-Term Recommendations

13. TheMinistry of Healthand LongTermCareshouldwork with the CanadiarAgencyfor
Drugsand Technologiesn Health(CADTHand other provincial/territorial medication
reviewbodiesto streamlinethe CommonDrugReview(CDR processwith the provincial
review processjncludingestablishinga singlesubmissiorprocessor manufacturersa
singleprocesdor utilizingpublicinput; anda singleprocessor establishinghe valueof a
new medicationto society.
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4. It All Comes Down to Cost.

Inabilityto accessffectivemedicationancreasesoststo healthcare socialservicescriminal
justice,labourmarket,and mostimportantly, individualsand families.Lackof accesgo
pharmacologicalreatment mayleadto overutilizationof emergencyservicesaandincreased
hospitalization$? increasedcontactwith the criminaljusticesystem?® andincreasedeliance
on socialservicesand socialassistancé® In addition, relapseof symptoms adjustmentperiods
associatedvith changesn medicationsor hospitalizatiormayimpactap e r s abihty ts
manageworkplaceexpectationghusincreasingabourcoststhrough absenteeisnand/or
presenteism.Yetaccesgo medicationsandin particularaccesso new medicationsjs often
seenasan economicssueratherthan a healthissue.Thishasdirectimplicationson how and
what medicationsare approvedfor coveragethroughboth publicand private systemswith
priorities often determinedby immediatefinancialcostsassociatedvith the medication,rather
than secondarycostsassociatedvith the untreatedillness.

Althoughno studyto date hasincludedthe full financialimpactof mentalillness,available
evidenceshowsthe costof mentalillnessto the Canadiareconomyto bein billionsand
forecastssignificantincreasevertime.>* Despitethesegrowingcosts,C a n a ihestnsentin
mentalhealthandaddictionsremainsat about 7.2 per cent of the total healthbudget>?
comparedto other highincomecountriesthat invest10 per centor morein their mentalhealth
services: Recognizinghat governmentsare indeedlimited by finite financialresourcesit
mustbe noted that thesefinite resaurcesare impactedby costsassociatedvith untreated
mentalillnessandits secondarysociceconomicimplications.Indeed,healtheconomistshave
longestablishedhat most effectiveeconomicevaluationsof healthcaretreatmentsare done
usinga societalperspective>* Investingin upstreamsolutionsthrough preventionand patient-
focusedcareis economicallysoundandfiscallyresponsibleyet medicationreimbursement
decisionsare rarelymadefrom this perspective.

Whethera medicationshouldbe listed for reimbursementhrough publicprogramsis basedon
evaluationconductedthrough HealthTechnologyAssessment@HTAs)the primary goalof
whichisto assessvhethera new medicationis safe,effective,and of valueto the public.
Utilizationof methodologicallysoundassessmentef healthtechnologiesontributesto gains
for stakeholdersn safety,efficacy,and costeffectiveness” At both federaland provincial
level,the HTAsacknowledgehe importanceof consideringall direct health carecosts,soadal
servicesosts,spillovercostson other sectors(e.g.education),and coststo the individualsand
families(e.g.time, productivity)®®>” Overall,however,HT Apredominatelyfocuson whether
the new medicationis more effectivethan other lower-costmedicationsn its classwith less
emphasion other considerationsuchassideeffects,tolerance,and overallquality of life
(QOLY® Thisisin part dueto the datathat is availablefor the HT Areviews- international
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clinicalstudiesand economicanalysescomprisedon placebacontrolledrandomizedtrials of
efficacy rather than effectivenessThesestudiesoften haveshort follow up periodsandafocus
on narrower,clinicalmeasureqe.g.changein blood),ratherthan“ r eva Ir Exgeriencewith
the medicationthat are of valueto thosewho will useit.*

Fromthe perspectiveof individualsandfamilies,the mostimportant valueof treatmentis its
ability to improvequality of life.®° HTAsuseQualty AdjustedLife Year§QALY%}" in their
economicanalysisasa meansof measuringooth quantity and quality of life (QOLY* Thereis
generalconsensushat QALY sre not a perfectmeasurementindthat their utilization maynot
alwaysprovidethe mostaccurateevaluationof a particularhealthtechnology® Because
analysioofi n d i v éxpedeadessndquality of life are not requiredaspart of the clinicaltrial
evidencesubmittedby the manufacturersijt is often unclearwhat QOLmeasuresif any,are
usedwithin currentHTAreviewsor how thesemeasuesare weightedcomparedto other cost
considerations? In addition, there is variationin how the QOLmeasuresare usedin
evaluationsdependingon what illnessthe medicationtreats. Forexample there isa clear
distinctionbetweenvalidity andreliahility of availableQOLmeasuredetweenphysicalllnesses
(e.g.heartdiseasepnd mentalillness with latter identified ashavinglessfrequentandless
reliableQOLmeasure$?

Overrelianceon upfront savingsoverlongterm individualand societalbenefitsis further
influencedby how federaland provincialbudgetsare structured.Budgetsilosdue to
segregatiorof fundingbasedon Ministerialand/or programboundariese.g.OntarioPublic
DrugPrograns, p h y s i servi@gsedutation,etc.)resultin fundingdecisionghat are based
solelyon that Ministryorp r o g rbadget. Assuchcostsavingfor one of thesebudgetscan
resultin costincreasingor anotherbut this correlationis often not trackednor accountedfor.

Similarissuesare evidentin the private systemandin additionto differential coverageamong
publicand private system there is noted variabilityin the shareof total spendingacross
different medicationtypes In general private insurerscovermore medicationsapprovedby
Health Canadaand providequickeraccesso new medicationsthan publicprograms®® (See
Figurel for acomparisonof the shareof total spendingacrossCanadaof selectedtherapeutic

categoryby primary payel).®®

| ife-yearsweightedby the degreesof decrementin quality of life that is associatedvith morbidity. QALY

incorporatesmorbidity and mortality effectsof interventions.(Definition:Drummond M. F,et al. (2005).Methodsfor the
economicevaluationof health careprogrammesOxfordmedicalpublications.3rd ed. Oxford (UK):OxfordUniversityPress.)

32



Figure 1: Comparison of the Share of Total Spending of Selected Therapeutic
Categories
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Figure 1. Comparison of the share of total spending of selected therapeutic categories by primary
payer. Adapted from the Canadian Rx Atlas, 3rd Edition, Centre for Health Services and Policy
Research (2013). Retrieved from http.//www.chspr.ubc.ca/pubs/atlas/canadian-rx-atlas-3rd-
edition. Accessed July, 2014

Overall,within the private systemplan sponsorsview prescriptionmedicationbenefitsaspart
of acompensatiorpackagerather than from a healthcareperspective®’ Costis a major
considerationfor determiningthe designof private insuranceplans®® and smallerbusinessein
particularmaybe limited in what they canpayfor, if they are ableto sustainprovidingthese
benefitsat all.*® Asaresult, trendstoward costcontainmentare increasingTheseinclude
increaseduseof casemanagemenbof medicationclaims®" mandatorygenericsubstitution V"
therapeuticsubstitution fail-first policies,and requirementsto seekaccesshrough public
programsfirst.”* Thesetrendsnot only minimizeand underminethe role of healthcare
providersbut alsocreatesignificantchallengesaand delayswith accesgo treatment thus

inadvertentlyincreasingcoststo the publicsystem.

Providingaccesdo arangeof evidencebasedtreatmentsand supportsis a costeffectiveway
to promote overallhealthandwell-beingandhencereducecoststo the healthsystem,and
other socialsystemgseeTablel for acomparisonof per diem socialcostscomparedto
medicationtreatment). Currentfocuson costeffectivenessis-a-viscostcontainmentin the

XXVii

Someplansrequire prior approvalfrom the insuranceproviderfor coverageof certainhigh-costmedication
claims.A casemanagemay be assignedo theseclaimsto work directly with the individualandtheir prescribing
doctorto managethe prescribedtreatment planfrom a costcontainmentperspective.In suchcaseghe decisions
betweenindividualsandtheir health careprovidersare directly influencedby the involvementof casemanagers.

ol Mandatorygenericsubstitutionrefersto a drug plan policywhich stipulatesthat whenthere isa gereric
interchangeablenedicationavailable the genericoption will be dispensedunlessthe planmemberpaysfor the
differencein costfor the brand-nameoption.
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evaluationofame d i c¢ apbtentahvalugis short-sighted.Failureto recognizecostsavings
achievedthroughthe preventativerole of treatment not only increaseduture coststo the
system,but more importantly hinderspatient-centeredcare,leavingthe needsof individuals
andfamilieswith mentalillnessunrecognizecandunaddressed.

Tablel

A comparison of per diem social costs for one person compared to medication treatment

Intervention AverageCostPerDay($) AverageCostPerAnnum($)**
Specialtymental healthhospitalin 797 290,905

Ontario*

Largecommunityhosptal in Ontario* | 651 237,615
Custodyinprovincialp r i son t | 171 62,415

ODSH f 39.42 14,388
ODBcosts(brandnamemedication) | 2.40 876

#

ODB costs (generic medication) # | .37 135

*Health databranchweb portal, 2013/14.Averagecalculatecby the author.”
** Perannumamountcalculatedby author basedon averagecostper day by numberof daysperyear.

t StatisticsCanada2010/11,p. 10.”®

T Rateis basedon maximummonthly basicneedsallowance shelter, GST/HS@€redit,and Ontario Trillium Benefitas calculatedn: ODSP
ActionCoalition.(2014)”* Perdiem costcalculatedby the author by proratingmonthly rate by 30 days.

# Ministry of Healthand LongTermCare,OPDFReportCard2012/13,p. 39.”° NOTEPerdiem costcalculatecby the author.* A v e staacgre
day to

clamof30 day supply’

amount

prorated by

obtain per di

e n

Short-Term Recommendations

14. Throughthe Strategythe Ministry of Healthand LongTermCareshouldincreaseplain

languagenformation on the evaluativecriteriausedby the Committeeto EvaluateDrugs
(CEDin publiclypostedrecommendationsThisshouldinclude:

1 Comprehensivénformation on how evaluationcriteria (e.g.costeffectiveness,
publicinput, quality of life measurespre usedto makefundingdecisions;

1 Thevalueplacedon different criteriain fundingdecisions.

Medium-Term Recommendations

15. Throughthe Strategythe Ministry of Healthand LongTermCareshouldestablishconsistent

validandreliablequality of life (QOL measuredo evaluateeffectivenesof medications.
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5. Public Voice Marginalized.

Meaningfulpublicinput is paramountto achievea publicreimbursementsystemthat truly
meetsthe needsof individualsand families.Boththe CanadiarAgencyfor Drugsand
Technologiesn Health(CADTMandthe OntarioMinistry of HealthandLongTermCare
(MOHLTasserttheir valueof patient input asdemonstratedby ongoinginitiativesto increase
the patient voicewithin the HealthTechnologyAssessmenfHTA processeskForexample both
the CanadiarDrug ExpertCommittee(CDECWwhichconductsCommonDrugReviewW(CDR
assessmentgndthe provincialCommitteeto EvaluateDrugs(CEDincludetwo membersof
the publicon the committees.In addition, both processe<ollectpatient input submission®n
new medicationsasa part of their evaluations However,asidefrom the current CADThpilot
project®™neither the CDRhor the CEDacceptinput directly from the individualsand families,
but rather requirethat feedbackon new medicationss providedby“ p a t g reonunhish”
representimpactedindividualsand families.

Refusato acceptinput directly from individualsand familiesaffectedby mentalillnessexcludes
thosewho are not associatedvith a patient groupand createsan inefficienttwo-step process
for gatheringfeedbackIn a groupprocessjnput isfiltered, first through the consolidationof
input by the patient group,and againwhen submissionsre consolidatedfor the HTAprocess.
Thereis significantvariationin individualresponsego medicatbns;variationwhichmaybe
missedduringthis two-step consolidationprocess Similarly,in responseo this variationmany
patient groupsoperatewithin Boardmandatesthat promote equalrepresentationof all of the
individualsservedby the organizationrand hence,preventthem from makingclaimsregarding
the effectivenessandadvantage®f the medicationbeingreviewedoverother currently
availablemedications.

In addition, patient groupsare expectedto gatherthis input underveryrestrictivetimeframes
andgenerallyhavelimited resourcego ensurefulsomeconsultationwith individualsand
familiesthey represent.Thisincludeslackof necessaryesearchresourcego support
information gatheringand analysiseededto preparerepresentativeand unbiasedpatient
input submissionUnlikethe CDRthroughthe CEDprocesspatient groupsare not proactively
notified when new medicationsare beingreviewedandare requiredto constantlymonitor
MOHLTQvebsitefor updates.Submissiorimelinesare short and are evenshorterif the
organizationrmisseghe date whenthe medicationcomesfor the CEDreview. Moreoverthere
isno supportor compensatiorfor the amountof time andresourcesequiredfor patient
groupsto gatherthe requiredinformation. Assuch the evidencegatheredthroughthe patient

XXiX

CADTHurrently hasa pilot projectunderwayfor acceptingindividualandfamily/caregier input for
medicationgo treat illnessedor whichthere is no establishedpatient group.
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input processs constrainedby time andresourcelimitations of the patient groupsandisnot as
rigorousasthat of clinicaltrials. At the sametime, this evidenceprovidesthe mostinsightsinto
effectivenesof the medicationsn arealworld settingandis the bestmeasureof both clinical
efficacyand costeffectivenessof the medication.

Moreoverit is not clearhow HTAcommitteesevaluateandinterpret patientinput in orderto
useit mosteffectively,nor isit clearhow muchweightit is givento patient groupinputin
listingdecisionccomparedto other factors,suchascostconsiderationsUnlikethe pan
CanadiarOncologyDrugReview(pCODIR which statesin its DeliberativeFrameworkthat
“al i gwtmmatentv a | usere df the four equalelementsin its funding
recommendation’® the CDRand CEDo not clearlystate how this integralelementisincluded
in the evaluation.

In orderto ensurethat the input receivedistruly representativeof individualsaffectedby the
illnessin question,submissionshouldbe acceptedfrom a variety of sourcesncludingpatient
groups,health careproviders,and mostimportantly, individualsand familieslivingwith mental
illnessthemselves.

Short-Term Recommendations

16. In accordancavith the HealthActionPlanfor Ontario,the Ministry of Healthand Long
TermCare OntarioPublicDrugPrograns Branchshoulddeveloptraining sessiongind
guidebookdor individualsandfamilies,patient groups,and patient advocatesexplaining
processesand properwaysfor preparingeffectivepatient input submissions.

17. In accordancewith the HealthActionPlanfor Ontario,the Ministry of HealthandLong
TermCare OntarioPublicDrugPrograns Branchshouldprovide patient groupswith a
fundedresourceto helpthem preparequality patient input submissions.

18. Throughthe Strategyandin accordancewith the HealthActionPlanfor Ontario,the
Ministry of Healthand LongTermCare Ontario PublicDrugPrograns Branchshould
provideillnessspecificpatient navigatorto supportpatient groupsthroughthe medication
reviewand patientinput submissiorprocesgs pCODRilot projectusinghealthtechnology
assessmenfHTA navigatorscanbe usedasa model

XXX

Throughthis model,pPCODRHTAnavigatorsoffer supportand guidanceto patient groupsthroughoutthe
submissiorprocessandidentify opportunitiesfor improvingthe patientinput proces§O’ R o WBr(20¥4).Health
technologyassessmentCADTHipdate Presentationat the 2014 Better MedicinesCoalitionConferenceToronto)
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19. Ministry of Healthand LongTermCare Ontario PublicDrugPrograns Branchshouldcreate
a proactivenotification systemto inform individuals families,and patient groupswhena
new medicationis underreviewand publicinput is beingaccepted Usingthe current
approachutilized through CDRsrecommended.

Medium-Term Recommendations

20. Throughthe OntarioPublicDrugProgramsthe Ministry of Healthand LongTermCare
shoulddevelopmechanismgo acceptdirectinput from individualsand familiesaffectedby
the illnessinto the publicinput process:

1 Consultwith individuals families,patient groupsand expertsaboutthe most
appropriateand userfriendly modelto promote greaterpatient engagementn public
input process.

1 Createanaccessibl®nline procesdor individuds, families,and patient groupsto
submitinput for a medicationreview.

ThecurrentpCODRrocess CADTHpilot project**andthe submissiorprocessn British
Columbiacanserveasa model”™"

21. Ontarioprovincialgovernmentandthe Ministry of Healthand LongTermCareshouldwork
with the CanadiarAgencyfor Drugsand Technologiesn Health(CADTHio streamlinethe
CommonDrugReviewand Committeeto EvaluateDrugspublicinput processesothat
membersof the publiconly needto submitonereviewfor a productwhichcanbe accessed
by the federaland provincialreviewbodies.

XXXi

CADTHhcceptsndividualand family input for medicationsto treat illnessedor whichthere is no established
patient group.

XXXii

See Appendix3 for more information aboutthe BCmodel.
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Long-Term Recommendations

Many of the structuralbarrierswith accesfo medications suchasissuegegardingequity,
affordability,and processedundanciesre evidentacrossprovincesandterritories. Asaresult,
there isanincreasingallfor the establishmenbf nationalpharmacaresystemby various
stakeholdersjncludinghealthcareprofessionalstesearchersgovernmentofficials,and
employeeunions!” Indeedrecentpolicy andresearchreports suggesthat increasingsystem
efficienciesn orderto provideuniversalcoverageio medicationswith no direct coststo
individualswould resultin improvedhealth outcomes,costsavingsand system

sustainability’®"28°

SSGtrongly supportsthis callfor nationalpharmacareand proposeshe followinglongterm
recommendationsothat all Canadianganaccessnedicationghat are essentiako meeting
their individualhealth needs irrespectiveof their ability to afford them. Recognizinghat these
changeswill taketime, in the interim, there are longterm recommendationgor Ontarioto
addressstructuralchallengesvhichimpedeaccesgo medications.

Long-Term Recommendations for the Ministry of Health and Long-Term Care

22. The Ministry of HealthandLongTermCareshouldwork with the CanadiamrAgencyfor
Drugsand Technologiesn Health(CADTHio createa seamlessefficient processfor
reviewinganewbrandnameme d i c¢ aclinicatandcasteffectivenessn orderto reduce
redundanciesandto decreasdimelinesassociatedvith the currentassessmenprocesses.

23. TheMinistry of Healthand LongTermCare in partnershipwith CanadiamrAgencyfor Drugs
and Technologiesn Health(CADTHYederaland provincial/territorial govemmentsand
researchershouldestablishcomprehensivestandardmeasuredor evaluatingquality of
life and QALY #&n healthtechnologyassessmentor mentalhealthmedications.These
measuresshouldtake a full societalperspectivein determiningthe value of a medication.
S we d satietaapproachin healthtechnologyassessment&® canbe usedasan
examplefor secondaryfactorsto includein this evaluation.

1 Comprehensivenformation on how direct andindirect costsand benefitsto societyare
includedwithin CDRand CEDassessmentand decisionmakingprocessshouldbe made
availableto the public.

XXXiii

SeeAppendix3 for more information.
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Long-Term Recommendations for the Federal and Provincial/Territorial Governments

24. Thefederaland provincial/territorial governmentsshouldwork togetherto establisha
“ Uni \DaugCowerage® | avhichbuildson the infrastructurealreadyin placein the
provinces/territoriesto increasehealth equity acrossthe country. Thiscanbe achievedby:

1 Creatingafederal’ Un i \DeugCowerdagd® | aatésile to anyCanadiarwho is not
eligiblefor coverageundertheir provincialprogram,andwho is not coveredby private
insurance pr whoseplansdo not providefull coveraggor ap e r s medi¢asons.This
programcanbe fundedby the federaland provindal publicand corporatetax systems,
and canbe administeredat the provincial/territoriallevel,

1 Creatinga provisionfor subsidizingostsassociatedvith a nationalprogram(e.g.

premiums,copaymentr dispensingees)for low-incomeCanadiangbasedon LICO
measures).
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Conclusion

In order for the Mental Healthand AddictionsStrategyto achieveits goals,it mustincludeall
aspectf mentalhealthtreatmentsand supportswithin its framework.Excluding
pharmacologicaireatment underminesthe Si NJ- (i goasar@ &ill impedeits effectiveness
andability to achieveits intendedoutcomes.Inadequateandinequitableaccesso medications
will alsohinderindividuals ability to effectivelyachieveother treatment andrecoverygoals,
suchasengagngin the workforce,in educationalor vocationalprograms,or in other social
activities.Without comprehensiveandholisticapproachto healthcare the mentalhealthand
addictionssystemwill continueto be inadequatein meetingthe needsof individualsand
familieslivingwith mentaliliness

Costsassociatedvith amentalhealthandaddictionssystemthat doesnot adequatelyprovide
arangeof treatmentsand supportswill continueto be absorbedby other health, social,and
economicsystemsWithout adequateinvestmentin mental health servicesjncluding
outpatient prescriptionmedicationcoveragethe coststo theseother systemswill continueto
rise,impactingboth individualhealth outcomes,and systemsustainability.

Thispaperprovidesa starting point for how to includethis important aspectof treatment
withinthe {  NJ {r&@&ofkandto addresshe systemlevelbarriersin orderto improve
accesgo medicationgfor all CanadiansThetime isnow to put individualsand familiesaffected
by mentalillnessfirst and challengehe statusquo. Accesgo healthcare includingaccesgo
medicationsjs a fundamentalhumanright —we cannotcontinueto flourishasa societyby
neglectingit.
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Appendix 1: How Medications Become Available in Ontario

TheCanadaHealthActestablisheshe frameworkfor a publichealthcaresystemwhich
providesuniversalcoveragefor all Canadianso serviceghat aredeemed' me d incealelsys ar y '’
suchas physicianand hospitalservicegincludingmedicationsadministeredin inpatient

settings)®! Noticeablymissingfrom this frameworkare manyservicesprovidedoutsideof
hospitals,includingcoveragefor mental health specialistssuchaspsychologistendsocial
workers;communitymental health,addictions,and concurrentprograms;andoutpatient
prescriptionmedicationcoverage.

o ) ) Figure 2. Ontario Population Covered by
Within this context, fundingfor Public and Private Insurance: 2012

prescriptionmedicationhasevolved I

into a multi-payersystem,which = Ontario Drug Benefit

includesboth publicandprivate Programs
. u Other Public
payers(seeFigure2 for a Programs
) . e 1%4
breakdown).®? Publicfundingcomes Uninsured

from federal,provincialand

21% B Private Insurers
territorial publicprograms all of
whichvaryin structureanddesign.
Privatefu nd | n g come sfrom p rivate QOther Public Programs includes federal programs
i nsu rancqjlansth at in d |V|d Uals 2012 estimates from the 2012/2013 Ontario Public Drug Programs Report
Card

receivethroughemployersother
sponsorgsuchasunionsand
professionahssociations)or purchasethemselvesThosewho are ineligiblefor coverageunder
publicprogramsor do not haveprivate insurancehaveno choicebut to payfor prescription
medicationsout-of-pocket.

Medication Listing Process within the Public System

Beforea new brand-namemedicationis consideredor reimbursementhroughOnt ar i o’ s
publicprogramsthere are severalreviewprocesseshat take placeat both the federaland
provincial/territorial levels(seeFgure 3). Fornew brand-name non-cancet*"medications
thesegenerallyinclude:

XXXIV

Newoncologymedicationsare reviewedby the pan-CanadiarOncologyDrugReview(pCODRWhich makes
recommendation®n which cancermedicationsshouldbe fundedthrough provincial/territorial public programs A
full explanationof the pCODPRprocessds beyondthe scopeof this paper.
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Federal

o Thepharmaceuticamanufacturersubmitsan applicationfor reviewof a new medicationto
HealthCanadaafederaldepartmentresponsiblgfor oversightoverme d i c asafetyp n’ s
efficacy,and qudity (includingapprovalof medicationfor saleand postmarketing
surveillancef® Theapprovalfor saleprocessgenerallytakesbetweenone andtwo years®*

o If approved HealthCanadassigns Noticeof CompliancgNOCand Drugldentification
Number(DIN), indicatingthat the medicationis now approvedfor salein Canada.

0 Within sevendaysafter NOCassignmenbr after the medicationis first offered for salein
Canad& the manufacturerhasto report to the PatentedMedicinePricesReviewBoard
(PMPRByvhichreviewsthe price setby the manufacturerto ensurethat it is not excessive
relativeto the costof medicationsin countriesother than Canadgaslistedin federal
Regulationsind costof other medicationsin the sametherapeuticclassfor exampe 2 (To
ensurecompliancewith regulatedprices,the PMPRRBhen continuesto reviewpricestwice
ayearfor the duration of the patent) ¥’

o Themanufacturer Health Canada -

makesa submission Safety, efficacy, quality

to the Canadian ’
Agencyfor Drugsand
.. PMPRBE Federal level
Technologiesn : : — ,
Price regulation for patented medications Process
Health(CADTH)yn ’
independen federak

levelHealth CADTH Commeon Drug Review/PCODR

Clinical and cost-effectiveness, 'patient' input

Technology
Assessmen(HTA) 4 | o
reviewbodywhich Pan-Canadian Pharmaceutical Alliance Provincial/zerrizorial
- o - process (excluding
appraises Price negotiation
o Quebec)
medicationgthrough ‘. :
the CommonDrug Committee to Evaluate Drugs
ReviewW(CDR) Clinical and cost-effectiveness, 'patient' input o
CADTH Ontario Ministry of
pro.cess _ ' " Health and Long-
reviewsme d | ¢ 2 { PRV T | 1 o proces
andcost
. . Figure 3. How new medications are approved for
effectivenessn , , ,
. reimbursement through Ontario’s Public Drug Programs and
relationto other . .
) considerations for each step.
available

medicationsaswellasame d i ¢ airhpacbon patientsand society®® includingevidence
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from patient groupinput, health-related quality of life measuresand outcomesfrom
clinicaltrials #°

o CADTHnakesrecommendationgo provincesandterritories (excludingQuebec)ybout
whether the medicationshouldbe fundedthrough provincial/territorial public
reimbursementprograms.

Provincial

o Afterthe CDRthe manufacturermakesa separatesubmissiorto On t a HTAbodysthe
Committeeto EvaluateDrugs(CEDunderthe Ministry of HealthandLongTermCare
(MOHLTC).

o TheCEDakesthe CDRecommendationsnto accountandreassesseheme di cat i on’ s
clinicaleffectivenessandefficacy,includinghealth-related quality of life measuresand
outcomesfrom clinicaltrials, patient input, and costeffectivenessomparedto other
availabletreatments. It then makesrecommendationgo the ExecutiveOfficerof the
OntarioPublicDrugProgramgOPDPYn whetherto makethe medicationavailablethrough
publicdrug programsits interchangeability with genericmedicationsandwhetherit
shouldbe madeavailablethroughthe ExceptionaAcces$rogram(EAP)

o TheOPDHexecutiveOfficermakesfinal fundingdecisiondbasedonCE D’ s
recommendationsadvicefrom the OntarioC i t i Coenailjpatient input submissions;
ProductListingAgreementgPLA)*andtheg o v e r n ludgetfor dsigprograms.

o0 Afterthis, the medicationmaybe approvedfor listingasa generalbenefit, with no
restrictionsto accesspr it maybe listed asa LimitedUse(LU)benefit, which requiresthat
certainclinicalcriteriaare met for the medicationto be coveredby the publicprogram;or it
may not be listed for reimbursementhroughO n t a publicdrugprograms.

GeneridVedications

o Genericmedicationcostsare not underthe jurisdictionof the PMPREand provinces/
territories negotiatepricesdirectly with the manufacturers.PMPRRloeshoweverkeep
track of genericmedicationpricing.

0o TheMOHLT@enericmedicationsreviewprocesss streamlinedwith that of Heath Canada
asthe majority of thesedo not require scientificreviewby the CEDalthoughthey muststill
meetall of the submissiorrequirements>

XXXV

ProductListingAgreementis a confidentialpricingnegotiationbetweenthe pharmaceuticamanufacturerand
the governmentfunder, which canestablishbudgetaryparametersandimposeconditionson the manufacturer
(e.g.requirementfor manufacturerto collectfurther outcomedata).
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o Fundingdecisionsare basedon costeffectivenessomparedto other availabletreatments
(for example whether or not it is a singlesourcegenericmedicaion, andthe price of the
brand-nameproduct)®*

Cost containment through the pan-Canadian Pharmaceutical Alliance (pCPA)

In orderto obtain better pricesfor brand-namemedicationsandto increaseconsistenyg of
accesso medicationsacrossCanadathe pan-CanadiarPharmaceuticahlliance(pCPAwas
createdin 2010to achievejoint provincial/territorial (P/T)negotiationsfor medicationsn
Canadd™™"' Anadministrativeoffice for pCRA hasrecentlybeensetup in Ontarioandall brand-
namemedicationsreviewedthroughthe CDRare consideredor pCPAnegotiations.Through
thisprocessa‘ | ePaTs Selectedto representparticipatingP/Tin negotiationswith the
manufacturer.Negotiationsare often focusedon price; howeverother terms maybeincluded
in anegotiation,suchasCDRecommendedisting criteria, for example®?

If anagreementisreached the negotiatedfinancialtermsare outlinedin a confidentialLetter
of Intent (LOI)signedby the manufactuer and participatingjurisdictions. An LOlis not a legally
bindingdocumentandevenif it is signed ,eachparticipatingjurisdictionmust still maketheir
own final decisionon fundingthe medicationthroughtheir publicprogram,and establishtheir
own jurisdictionspecificlistingagreementwith the manufacturerbasedon the termsoutlined
in the LOI®® If ajurisdictiondecidesto fund a medication,they are boundto the termsoutlined
in the LOL.In casesvhere a medicationdoesnot undergopCPAnegotations,or an LOlis not
reached ndividualP/T mayindependentlynegotiatedirectly with manufacturerdor their own
publicdrugplans.

Asof April 30,2015 pCPAcompleted68 joint negotiationsfor new medicationsandthere are
currently 16 reviewsthat are ongoing®* ThepCPAhasalsotakena coordinatedapproachto
settingpricesfor genericmedicationsresultingin the reductionof pricefor 14 commonlyused
genericmedications’ Thesenitiativeshavehelpedto improve consistencyf coverageacrass
Canadandhaveresultedin over$315million in annualsavinggor involvedjurisdictions®
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CurrentlyQuebecadoesnot participatein the pCPAprocess.
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Appendix 2: Accessing Prescription Medications in Ontario

In Ontario,peoplecanaccesprescriptionmedicationghroughanumberof publicand private
programs.Individualsmayaccessnedicationghroughdifferent programsat different stagesof
their life, andthey maybe enrolledin more than one programat a time. Thissectionwill
providea brief overviewof variouswaysthroughwhichindividualsin Ontaro canaccess
medications.

Ontario Public Drug Programs (OPDP)

In Ontario,seniors(65 yearsof ageandolder), peoplewho live in longterm carefacilities,

peoplewith disabilities thosewith low incomesor exceptionallyhighhealthcarecostsrelative

to their income,mayhavetheir medicationspartially or wholly reimbursedthroughOnt ar i o’ s
PublicDrugProgramsTheseprograms providedthroughthe Ministry of Healthand LongTerm
Care,ncludethe OntarioDrugBenefit(ODB)Programthe TrilliumDrugProgram(TDP),
ExceptionaAccesgrogram(EAP)andthe SpeciaDrugsProgram(SDP)Tobe eligiblefor any

of the publicprograms jndividualsmustbe a residentof Ontarioand havea valid Ontario
HealthInsurancePlan (OHIPxardand meet other programspecificacces<riteria (seeTable2).

Who Is Covered by OHIP

Formostnew residentsandformer residentsreturningto Ontario,there isgenerallya three-month
waiting period for OHIPcoverage Exceptiongo thiswaiting period are limited to newbornbabies
bornin Ontario; OHIPeligibleadoptedchildrenunderthe ageof 16; protected persons;and people
from anotherprovince/territory who movedirectly into alongterm carefacility in Ontarioor who
require admittanceinto alongterm carefacility within three monthsof arrivalin Ontario.Residents
movingfrom one province/territory to anothercontinueto be coveredby their "home"
province/territory duringthe waiting period.

TheODBProgramis co-funded by Ministry of Communityand SocialServicegMCSSand
providescoveragegor mostof the costfor the medicationsavailablefor salein Ontariothat are
listedon the Formulary.If a medicationis not listed on the ODBFormularyasa generalor
limited usebenefit, it maybe accessiblehroughthe ExceptionaAcces$Programwhich
requiresap e r sphysitiato makeasubmissiorto highlightthe clinicalrationalefor
requestingthe specifiedmedication.TheSDRcoversthe full costof certainmedicationsusedto
treat specificconditions.TheTDPprovidescoveragefor all medicationsapprovedunderthe
ODBformularyfor peoplewho do not meet ODBeligibility criteria but nonethelesshavehigh
prescriptioncostsrelativeto their householdincome.
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Table 2

Eligibility and Access Criteria for Ontario Public Drug Programs

Program Eligibility and Access Criteria

Ontario Drug Benefit (ODB) Program| § Individual is 65 yearsr older; or

1 Lives in a longerm care facility, or home for special
care; or

1 Is enrolled in provincial home care prograon;

1 Receives income assistance through Ontario Works
(OW) or the Ontario Disability Support Program (OD{

Trillium Drug Program DIP) {1 Individual is not eligible under the ODB recipient
categories; and

1 Has high prescription medication costs relative to
income and pays deductible based on income (e.g.
about 4% of household income); and

1 Does not have private insurance or private inswen
does not cover 100% of their prescription drug costs

Special Drugs Program (SDP) {1 Is an individual with one of the diseases or conditions
covered; and
I Meets the established clinical criteria; and

9 Is under the care of an approved physician/designate
care centre

Exceptional Access Program f Individual must meet ODB eligibility criterand

f I'ndividual'’'s doctor nthas f
includesthe followinginformation: diagnosis and other
relevant details about the condition; why individual
cannot use other products already approved by the
ODB program; other medications previously prescrib
in the treatment of the conditionand

1 Request musbe approved for reimbursement

Note: This tableexcludesthe New DrugsFundingProgram(NDFPadministeredby CanceiCareOntarig
Inherited MetabolicDiseaseg¢IMD)Program;RespiratorySyncytiaVirus(RSV)Programfor HighRiskinfants;
andVisudyneProgram.

Adapted from:ttp://www.health.gov.on.ca/en/public/programs/drugs/programs/programs.aspx

Thereare somecostsassociatedvith accessingnedicationshroughthesepublicprograms.n
additionto pharmacydispensingees,there are co-paymentsassociatedvith the ODB
program,andindividualsreceivingbenefitsthroughthe TDPpaya deductiblethat equalsabout
four per centof householdincome,whichin somecasescanamountto thousandsof dollarson
anannualbasis.
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Medications accessed through Federal Programs

EligibleFirstNationsandInuit people,refugeesfederalinmates,Canadiammilitary personnel,
veterans,andfederalpublicserviceemployeescanaccessnedicationcoveragethroughfederal
publicprograms.TheseincludeNoninsuredHealthBenefits(NHIB)rogramfor eligibleFirst
Nationsand Inuit; the Interim FederaHealthProgram(IFHPJor eligibleprotectedpersons
(refugees)CorrectionalSericesof CanadgCSCprescriptioncoverage CanadiarForcesHealth
ServicegCFHSpr military personnelin Regulaand Reservdorces;VeteransAffairsCanada
(VAC)rescriptiondrug programfor veterans;and PublicServiceHealthCarePlan(PSHCHpr
federalPublicServiceemployeesmembersof the CanadiarfForcesthe RoyalCanadian
Mounted Police(RCMP)membersof Parliament federaljudges,employeesof a numberof
designatedagenciesand corporations,and personsreceivingpensionbenefitsbasedon service
in one of thesecapacitiesEachof theseprogramshastheir own eligibility criteriaandtheir
own formulariesandis fundedthroughdifferent federaldepartments. Undersomeof these
programs,ndividualswho maybe eligibleunderother private or publicprogramsare required
to seekmedicationcoveragethroughtheseprior to submittedclaimsthroughthe federal
program.

Ontario Temporary Health Program (OTHP)

In responseto downscalingf the IFHRprogram,in 2014the MOHLTQaunchedthe Ontario
TemporaryHealthProgram(OTHPJo addressgapsin health carecoverageor refugee
claimantsandrejectedrefugeeclaimants OTHHRs anindependentprogramadministeredoy a
third party provider,MedavieBlueCrossthat providessomemedicationcoverageequivalent
to the ODBformularyto eligiblerefugeeclaimantswho are no longercoveredthroughthe
Interim FederaHealthProgramor other Ontarioprograms®’

Medications accessed in the hospital

Medicationsthat are prescribedand usedin the hospitalare coveredby OHIPthroughthe
operatingbudgetprovidedby the MOHLTC? Policiesregardingthe selection distribution,and
safeuseof medicationsare determinedby independentPharmacyand Therapeutics
Committeeg P&TCommittees)vhich overseethe administrationof hospital/regionalhospital
n e t w dormulargs.Oncea medicationis approvedby HealthCanadaandreviewedthrough
the CDRprocessegachP&TCommitteebasesormulary selectionon their own evaluationof a
medication,includingits therapeuticvalue,safety,and cost’® Thesehospitalformulariesvary
acrossprovinceand maydiffer from the ODBFormulary If anindividualwantsa medication
that isnot listedonthe h o s p ffotmalary (ssichasa non-listed brandnamemedication
versus a listed genericalternative)the hospitalwould generallyprovidethis medicationif it is
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clinicallyneeded.Thereare instanceshowever,whenthe individualshaveto payout-of-pocket
for the preferredmedication,unlessthey haveprivate insurancecoverage.

Within the forensichospitalsystem oncea personis dischargednto the community,their
medicationcontinuesto be coveredby the hospitalaslongasthey are still underthe
jurisdictionof the OntarioReviewBoardandif they fill their prescriptionat the hospital
pharmacy*®°

Medications accessed through private insurance

Individualscanpurchaseheir own private insurance pr maybe eligiblefor coveragef they are
employedor affiliated with an organizationor groupwhichoffers grouphealth benefits.Private
plandesignsvaryconsiderablySomeplanscoverall prescriptionmedicationsthat are
approvedfor saleby HealthCanadand prescribedby a physician Othersoffer an annualcap
for medicationreimbursementandindividualsmust pay out-of-pocketif they exceedthis
amount. Someother planscovermedicationghat arelisted on a formularythat hasbeen
agreedto by the plansponsor(usuallythe employer),whichcanbe designedo mimicthe ODB
formulary1°* Similarto publicprograns, accesgo non-listed medicationsmaybe granted
underspecialcircumstancest the requestof the physicianVariationacrossprivate plansalso
existsin regardto costsassociatedvith coveragejncludingdeductiblesco-payments payment
caps,andpremiums.If a personchangesnsuranceplans,they will not necessariljhaveaccess
to the samemedicationsundertheir new plan, nor will they necessarilype payingthe same
pricefor their medications.

Medications accessed through social assistance programs

Individualsreceivingincomeassistancehroughthe Ontario Works (OW) or the Ontario
Disability Support Program (ODSP) are covered under the DiBdividualswith high
medicationcostswho are no longereligiblefor socialassistancde.g.whenfull-time
employmentis obtained),the Ministry of Communityand SocialServiceprovidesthree health
benefit programsthe ExtendedHealthBenefit(EHB)the TransitionaHealthBenefit(THB)and
the ExtendedEmploymentHealth Benefit(EEHBseeTable3 for details).
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Table3

Eligibility Criteria for OW and ODSP Extended Health Benefits

Program Eligibility Extentof eligibility
Extended 9 Individual is no longer eligible for ODSP or ¢ § Individualmaycontinueto
HealthBenefit income support because income from eth receivethe EHBaslongas
(EHB) sources (i.e. employment; Canada Pension eligiblemonthly heath-
Plan; Employment Insurance etc.) is too hig related costsare higherthan
and excessncome.
Individual must apply within 30 days of OWreviewsEHB e c i pi
becoming financially ineligible for OW/ODSE  eligibility monthly; ODSP
and reviewsannually
Individual has high healttelated costs;
EHB may also be provided far applicant for
ODSP who is waiting for a decision on
whether they are eligible for ODSP, but whqg
income exceeds OW eligibility, if that
individual has certain health conditions.
Transitional Individualdoes not qualify for the EHB; Individualcancontinueto
HealthBenefit Individualis no longer eligible for ODSP receivethe THBuntil they
(THB) income support dugo income from havecomparablehealth
employment, job training, or self benefitsfrom their employer,
employment; and howeverindividualsmust
The employer does not provide health reapplyfor the THBevery
benefits that are comparable to benefit year.
coverage under the THB.
Extended Individualis no longer eligible foOW becauseg § Individualcancontinueto
Employment of income from a job or a training program; receivethe EEHBixmonths
HealthBenefit and after a personstopsreceiving
(EEHB) Individualdoes not qualifyfor the EHBand ow;

Individualdoesnot receivefull health benefits
from the job or training program.

In exceptionakircumstances,
the EEHBnaybe extendedto
twelve monthshowe\er this
excludesprescription
medicationcoverage.

Adaptedfrom: http://www.mcss.gov.on.ca/en/mcss/programs/social/directives/index.aspx

http://www.mcss.gov.on.ca/documents/en/mcss/social/directives/odsp/income_Support/9 _19.pdf

http://yourlegalrights.on.ca/sites/all/files/owehb-e.pdf

http://www.cleo.on.ca/en/publications/odspehb#full
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Medications accessed through the Workplace Safety and Insurance Board (WSIB) Drug Benefit
Program

Eligibleinjured workersin Ontariocanaccesgprescriptionmedicationghrough coverageunder
the WSIBDrugBenefitProgram Thisincludesindividualswho have beeninjured while in the
courseof employment,andwhoseemployerhasWSIBcoverageor isrequiredto have
coverage'®? Underthis program,WSIBpaysfor prescriptionmedicationsthat are includedin
thep r o g rfaanmfargandarerelatedto aw o r k workplageinjury/illness.WSIBoenefits
are financedby employerscontributingto a province-wide insurancefund, with premiums
basedonthee mp | o pagallandthe accidentprevalencen their industry.’*® Theextent of
coveragefor medicationsthroughthis programdependson ongoirg assessmenof the WSIB
claimand coveragamayhavelimitations,for example if medicationsare for shortterm useor
if they are usedonly under certaincircumstances® TheWSIBmaycontactthe prescribing
doctorto determineongoingentitlementto this benefit,and mayrequire further medical
reportsto determine how longthe medicationwill be covered.*®®

Medications accessed through the Child Welfare System

Forchildrenandyouth in careof child welfare system(includingCrownWards),the Ministry of
Childrenand YouthServicefMCY Sprovidesfundingfor all medicationsprescribedby a
physician(evenif they are not listed on the ODBformulary)°® Thesebenefitsare administered
directly by individualchild welfareorganizationge.g.C h i | dAid $ogiéty§and provide
coverageuntil the child/youth leavescare(dueto adoptionor reachingthe ageof majority, for
example). Medicationcoveragegererally stopsafter dischargeunlessthere are special
circumstanceswith variedcoverageandeligibility basedon the nature of thesecircumstances.
Tosupportyouth duringthis transition,the M C Y £bnsinuedCareand Supportfor Youth
guaranteeligible youth coveragefor prescriptionmedicationsuntil their 21% birthday when
CCSv¥ligibility ends!®’ Anotherprogram,the AftercareBenefitsinitiative (ABI)offers coverage
for prescriptionmedicationgto eligibleformer CrownWardsand other youth betweenthe ages
of 21-24 who left or are leavingcare®® Enrolimentto this programwhichis administeredby
the OntarioAssociatiorof C h i | dAid 8oriétisss not automaticandrequiresapplication.
MCY Snedicationcoveragedoesnot applyto childrenand youth who mayhavecoverage
through private insuranceor anotherpublicprogram.

Medications accessed through the Ontario Correctional Services

Forindividualswho are detainedand/or servingtheir sentencesat provincialcorrectional
facilitiesmedicationsare fundedby the Ministry of CommunitySafetyand CorrectionalServices
(MCSCSAIl other governmentaland compassionateourcesof coverage(e.g.ODB, Trillium,

50



etc.)are not availableduringthe period of detainment/incarcerationTheMCSC8$asits own
formularywhichtries to mirror the ODBascloselyaspossible however,medicationghat are
not listed on either formulary canstill be prescribedby the assessinghysicianf medically
warrantedand paid/providedby the MCSC%® Medicationcoveragestopsoncethe individual
isdischargedrom the institution evenif they are still under MCSCSupervisiorsuchasthose
who arereleasedon paroleor probation.
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Appendix 3: Medication Coverage in Other Jurisdictions

Challengesvith sustainingmedicationcoveragesystemshat meetthe needsof individuals
livingwith mentalillnessare evidentinternationally. Thereare,however,exampledrom other
jurisdictionswhich provideinsightinto optionsfor addressingsomeof the issuesdentified in
Ontario.

WHO Framework

TheWorld HealthOrganizationfWHO)viewsaccesgo essentiapsychotropianedicationsasa
fundamentalaspectof a soundhealthcaresystem.Within this framework, WHOemphasizes
that amentalhealthp | aattivisesmustcomprehensivehaddressaacessto essential
psychotropiamedicinesjncludingits commitmentto improvingthe availabilityandaccessibility
to essentiapsychotropianedicationsat all levelsof care. Toensurethat accesso medications
isincludedwithin mentalhealth strategiesacrosshe globe, WHOdevelopedstandardsand
guidelineson this topic (for example seemodulefor Improvingaccessand useof psychotropic
medicinesasa part of WH O Mental HealthPolicyand ServiceGuidancePackage}* This
frameworkfurther establiskescrosssectorcollaborationacrosdifferent government
departmentsand betweendepartmentswithin the health sectorasa fundamentaspectof
effectivementalhealthpolicy.

ThecompleteWHOmental health policyand serviceguidancepackagecanbe foundonWH O’ s
website http://www.who.int/mental _health/policy/essentialpackagel/en/

National
1. New Brunswick

Theprescriptionmedicationcoveragesystemin New Brunswicks currently undergoingmajor
reformsaspart of the povertyreductionstrategythat waslaunchedin 2009.Thisstrategy
focuseson determinantsof health, suchassocialassistanceeform, raisingthe minimumwage,
communityparticipationopportunities,and health benefitsreform, includingmedication
coverageAsaresultof recommendationsvhichwere madethroughthis processthe New
BrunswickDrugPlanwasintroducedin 2013and by the end of 2015will mandatethat all New
Brunswickresidentshaveprescriptionmedicationinsurance gither through privateinsurance,
or by payingpremiumsinto the publicprogram.Accordingo the frameworkof this plan,
individualsandfamilieswith low incomewill be eligiblefor subsidieson premiumsand

copaymentsand somewill be 100 per centsubsidizedThecommitmentsto improvethe public
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drug coveragesystemare setforth within the ActionPlanfor Mental Healthin New Brunswick
2011-18(the ActionPlan:

1.4.1TheDepartmentof Healthwill introducea prescriptiondrug programfor uninsured
residentsassetout in the Economiand SocialnclusionPlan.

1.4.2TheDepartmentof Healthandthe regionalhealth authoritieswill developa provincial
hospitaldrugformularyand alignthe New BrunswickPrescriptionDrugProgram
formularywith it.

1.4.3ThePrescriptionDrugProgramwill offer greatersupportto providersin completingthe
necessarynformationfor NewBrunswickPrescriptionDrugProgramformularydrugs
requiringspecialauthorization.

1.4.4. TheDepartmentof Health will promote the inclusionof input from individuals caregivers
and patient groupsinto the drugreviewprocesseshat providerecommendation®n
whichdrugsshouldbe coveredasbenefitsunderthe NewBrunswickPrescriptionDrug

Program!**

Theimplementationof theseactivitiesis at variousstagesof progresswith the prescription
medicationprogramcurrentlybeingphased.Thenew programhascostimplicationsfor
individualswho mustsignup with a private or publicplanandneedsto be further evaluated
anddevelopedto ensurethat it ismeetingthe needsof all residentsof New Brunswick.
However this approachis an effectiveexamplefor howto includeaccesso medicationsasa
priority both for improvinghealth outcomesfor individualswith mentalillnessand addictions,
aswell asa priority for reducingpoverty.

More information aboutthe ActionPlanand New BrunswickDrugPlancanbe found on the
Governmentof New BrunswickDepartmentof Healthwebsite
http://www?2.gnb.ca/content/gnb/en/departments/health.html

2. British Columbia

No Charge Psychiatric Medication Plan (Plan G)
BritishColumbiaMinistry of Healthprovidesassistancéo residentswith the costof eligible
prescriptionmedicationsand designatedmedicalsuppliesthroughits PharmaCarg@rogrars.

Thelargestof theseprogramsis the universalFairPharmaCar@lanwhich providesincome
basedassistancdor prescriptionmedicationcosts
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Many of the PharmaCa e spexcialtydrugplansalsofocuson specificpatient populations such
asthe No-ChargePsychatric MedicationPlan(PlanG).PlanG providesfull coverageof
psychiatriomedicationslisted on the PlanG Formulary*? andindividualsof anyagewho
demondrate financialandclinicalneedmaybe eligiblefor this plan. Individualsdo not haveto
be receivingsocialassistancen orderto be eligiblefor PlanG.

ForPlanG, certainclinicalcriteriamustbe satisfiedby a physicianthat the individualhasbeen
hospitalizedfor a psychiatriccondition,or that without medicationthe personislikelyto need
hospitalization or other seriousconsequencessuchasunemploymentare very likely** The
financialcriteriawhich mustbe fulfilled are that the costof the prescribedmedicationssa
barrierto treatment, andthat the individualhasno other financialcoverage and believesthat
they would qualifyfor MedicalServiceslanPremiumAssistancgincomeof approximately
$30,0000r les9.*** Forpeoplefor whomthe costof psychiatricnedicationis a barrierto
treatment, PlanG offersacces3o medicationso help preventseriousconsequenceto the
individual,their family, societyandthe health system.

More information about PlanG canbe found on the Governmentof British Columbiawebsite
http://www?2.gov.bc.ca/gov/theme.page?id=7A3AF3683BCA48BEB6717B3B93EEGAOA

Public input process

In BritishColumbiathe proces for publicinput on specificmedicationsunderreviewincludes
‘ p at icaregivessand’ p a t adweatygroupswhich,unlike Ontario,enablesdirectinput
from individualsand families.Individuals caregiversand advocacygrouprepresentativesan
submittheir input through a standardizednline process Theprocessalsoallowsindividualsto
signup to receivenoticeswhen medicationsare beingreviewed,in orderto further facilitate
publicinput.

More information about BCpublicinput processcanbe found Governmentof BritishColumbia
website http://www?2.gov.bc.ca/gov/topic.page?id=33F183B514AD488ABCB1F712FD1EG95E

3. Quebec

Allresidentsof Quebecare mandatedto haveprescriptionmedicationcoveragegither through
aprivate insuranceplan,or throughthe publicdruginsuranceprogramwhichis administered
bythe Régiedel ' a s s maladiedwQ@uebec TheMinister of Healthand SocialServices
consultswiththeL * | n Nationaldu te x ¢ esh Sardéet ensServicesSociauXINESS$)
determinewhich medicationsshouldbe listed on the publicformulary.INESS8oesnot
participatein the CDRorocessandoncemedicatiors are approvedby HealthCanada
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pharmaceuticamanufacture cansubmita genericor brandnamemedicationdirectly for

I N E 3e8i&V. Thisprocesgakesabout sixmonthsandincludesevaluationof the therapeutic
valueof amedication,its costeffectivenessandthe impactthat addingthe medicationwill
haveon the health of the population,and on other componentsof the health caresystem?*™
Privateinsuranceplansare mandatedto providecoveragethat at aminimumincludesall of the

medicationdisted on the publicformulary.

Accadingto arecentstudybythe CanadiarHealthPolicyinstitute (2014),Quebechadthe
shortestdelaysto listingnew medicationson its publiccoverageplan,comparedto Ontario
which had one of the longestdelays™® In addition, Quebeawasone of the two provinceswhich
hadthe highestnumberof new medicationdisted for full reimbursementand,alongwith
Ontario,wasone of the two provinceswhichhadthe highestmedicationcoveragerates,for
either full or partial reimbursementWith the implementatian of the Quebeamedication
coverageprogramin the late 1990s personalfinancesare no longerabarrierto prescription
medicationsfor the vastmajority of residents*’ andthe programoffers awide rangeof

medicationoptions,with over 7000medicationdisted on the formulary '8

More information about Quebecapproachcanbe found on the Governmentof Quebec
website https://www.inesss.gc.ca/en/activitgslrug-products/evaluationprocessand
criteria.html

International
1. Australia

Forthe lasttwo decadesA u s t rnaehtal hedlttsreformshavebeenguidedby a National
Mental HealthStrategy Statesandterritories havedevelopedtheir own mentalhealth plans
whicharetailoredto meetlocalneedsandreflectthe goalsand principlesof the national
approach.n Australiamedicationsare subsidizedy the federalgovernmentthroughthe
PharmaceuticaBenefitsSchemgPBS)ThePharmaceuticaBenefitsAdvisoryCommittee
makesrecommendationgo the Ministry for Healthand Ageingon what drugsshouldbe
includedon the PharmaceuticaBenefitsSchemeSchedulethe nationalmedicationformulary,
basedon factorssuchasclinicaland costeffectiveness-

Thework of the PBSslinkedto A u s t rNatlomakensal HealthStrategythroughongoing
evaluationof progressof systemlevelchangewithin the mentalhealth system.Annual
evaluativereports,includingthe NationalMental HealthReport,are mandatedby the National
Mental HealthStrategy?° and monitor progressacrossfederal, state andterritory levels.The
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2013NationalMental HealthReport,for example summarizeghe systemlevelchangeghat
havetakenplacein mentalhealthbetween1993-2011;thisincludesindicatorssuchasnational
spendingon mentalhealth,includinginvestmenton the PBSThisexamplereflectsa
coordinatedeffort acrossall levelsof governmentfor implementingand evaluatingnational
andregionalmentalhealth strategies and includesa structurefor trackingexpendituresby the
PBSspart of mentalhealth strategyevaluation.

More information aboutthe PBSndMental Health Strategycanbe found on the Australian
GovernmentDepartmentof Healthwebsite http://www.health.gov.au

2. England, United Kingdom

In the United Kingdom outpatient medicationis coveredby the DepartmentofHe al t h’ s
NationalHealthServicgNHS}Yhrougha publichealth systemthat providesuniversalcoverage
to all residents.Within this systemthe Medicinesand HealthcareProductsRegulatoryAgency
(MHRA)assesseanewme d i c asafétypqualitysand effectivenest™ andregional
authoritiesmanageformulariesfor their localpopulations.The Nationallnstitute for Healthand
CareExcellencéNICE)anindependentgovernmentorganization appraisesnedicationswith
significantclinicalor financialimplicationsand adviseshe NHSon whichmedicationsshouldbe
madeavailablethroughthe NHSacrosshe country. NICBbasests assessmenon clinical
evidenceofap r o d effedtiversesscosteffectivenessincludingquality of life measuresand
contributionsfrom individualsand‘ p a t groepotgdnizations?? LocalNHSauthoritiesare
mandatedto providepublic coveragefor medicationsreviewedandrecommendedoy NICE,
and mustfind the fundingto coverthe recommendedmedicationswithin the public
prescriptionmedicationplan 2 Within this processaccesgo prescriptionmedicationsis
universaland medicaticmsundergoa singlereviewto determinefundingthroughthe public
program.

More information about NICEcanbe found on the NICBwvebsite http://www.nice.orqg.uk/about

3. Sweden

Outpatientprescriptionmedicatonsare publiclyfundedin Swederthrough governmentgrants
to localcounty councilsandthrough copaymentdyy individualsthat are establishedbasedon
income!? ThePharmaceuticaBenefitsBoard(knownby the Swedistacronym,LFNecides
whetheran outpatient medicationshouldbe includedfor reimbursementpasingits decision
on three criteria: the humanvalueprinciple,whichemphasizesespectandintegrity for all
humanbeings;the needand solidarityprinciple,whichrecognizeshe severityof individual

56


http://www.health.gov.au/
http://www.nice.org.uk/about

medicalconditionsand needs;andthe costeffectivenesgrinciple,whichlooksat the valueof

the medicationon individualsand societyasa whole *°

In regardto this lastcriterion, this modelusesa methodologicaprinciplewhichtakesa“ sietat
v i e w ptawvard assessinghe valueof amedication.The* s o cwvi ieet vaplaoksat all’
directandindirect costsand benefitsfrom the perspectiveof society,rather than the
perspectiveof the payer.Forexample to evaluatecosteffectivenessthis modeltakesinto
accountif the medicationcanincreaseap e r s abihty taswork, andsupporthim/herselfand
analyzesvhetherthe costof amedicationis reasonabldn relationto the healthandsocietal
gainsit offers.In the GeneralGuidelinedor EconomicEvaluationgrom the Pharmaceutical
BenefitsBoard,” aréldvantcostsandrevenuedor treatment andill healthirrespectiveof the

p a y €°sHouldbe considered.

Formoreinformation aboutthe Pharmaceutial BenefitsBoardcanbe foundonL F Nvebsite
http://www.tlv.se/Upload/English/EN&Gwe-pharmareimbursemenisystem.pdf
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Appendix 4: Glossary of Terms

Brand-name medication: An innovativemedicationthat hasatrade nameandis protectedby a
patent (it canonly be producedand soldby the companyholdingthe patent). Oncea patentis
expired,genericversionsof the medicationcanbe produced.

Canadian Agency for Drugs and Technologies in Health (CADTH): Anindependent,not-for-
profit agencyfundedby federal,provincial,andterritorial governmentsthat provides
evidencebasedassessmentaboutthe effectivenesf healthtechnologiesjncluding
medications.

Children’s Aid Society (CAS): A non-profit organizationcomprisedof localcommunityagencies
whichislegislatedto providechild protectionfunctions,suchasinvestigatingallegationsthat
childrenarein needof protectionand providingchild protection services.

Copayment: Afixedfee that a healthinsurerrequiresaninsuredpersonto payfor certain
coveredmedicalexpensessuchasmedicationsto offset someof the costsof care.

Caregiver/family member: Someonewho providesunpaidcarein their own homeor in the
r e c i phoneetotafarsilymember,friend or neighbourwho hasbeendiagnosedwith a

XXXVii

mentalillness’

Common Drug Review (CDR): C A D T ganrGanadiarprocesdor reviewingthe clinicaland cost
effectivenes®f new medicationsand providinglistingrecommendationgo participating
provincialandterritorial (excludingQuebec)rugbenefit plansin Canada.

Committee to Evaluate Drugs (CED): A provincial,independentexpertadvisorycommittee
which evaluateghe clinicalvalueand costeffectivenessof medicationgo providelisting
recommendationgo the ExecutiveOfficerof the OntarioPublicDrugPrograms.

Deductible: A specifiedamountof moneythat the insuredpersonmustpaybeforean
insurancecompanywill payaninsuranceclaim.

Drug Identification Number (DIN): A uniquecomputergeneratedeightdigit numberassigned
by HealthCanaddo a medicationthat hasbeenapprovedfor salewhichisfound on the label
of prescriptionand overthe-countermedications.

il Definition adaptedfrom: HealthCanada(2004).Informal/family caregiversn Canadacaringfor someone
with a mentalillness Ottawa, Canada.
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Exceptional Access Program (EAP): An OntarioPublicDrugProgramwhichfacilitatesaccesso
medicationghat are not fundedby the Ontario DrugBenefitFormularyor whereno listed
alternativeis available.

Extended Health Benefit (EHB): A healthbenefitwhichprovidescoveragdor spedfied health-
relateditems, includingprescriptionmedicationsto eligibleindividualswho are no longer
financiallyeligiblefor receivingODSRassistance.

Formulary: An official list giving details of medications that may be prescribetera
particular insurancepolicy.

Generic medication: Amedicationthat iscomparableto a brand medicationin dosageform,
strength,quality,andintendeduse.Genericmedicationscanbe marketedafter the expirydate
of the patent, or other exclusie rightsto the original,brand-name,medication.

Health Canada: TheCanadiargovernmentdepartmentresponsibleor overseeinghe
healthcaresystemin Canadaincludingallocatinghealthcarefundsto provincesandterritories,
settingthe nationalhealthcareagendaandoverseeingvhichmedicationscanbe soldin
Canada.

Health Technology Assessment (HTA): Aprocesdo evaluatethe effectsor impactsof a health
technology includingmedicationto inform policydecisionmaking.

Inpatient: Aperson who stays in a hosal while under treatment.

Interim Federal Health Program (IFHP): Afederallevelprogramthat provideslimited
temporarycoverageof health carecoststo eligibleprotectedpersonswho are ineligiblefor
provincialhealthinsuranceplansandwhere a claim cannotbe madeunder private health
insurance.

Letter of Intent (LOI): A nontlegally binding document outlining an agreement between two or
more parties before the agreement is finalized. When a negotiation is reached between
manufacturers and particgting provinces/territories through thegn-Canadian
Pharmaceuticalllianceprocess, an LOIl is signed to outline the financial and other agreed upon
terms.

Mental illness: a clusterof symptomsand conditionswhichmaytakethe form of changesn

thinking, mood or behavior,or somecombinationof all three, that haveanimpacton a
p e r sabihty tesfunction effectivelyovera period of time. Pleasenote that throughoutthe
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Report,theterms” i | | amd s£0”n d are¢ usedimerchangeablyn accordare with the
abovedefinition.

Notice of Compliance (NOC): A notificationissuedby HealthCanaddo apharmaceutical
manufacturerfollowingthe satisfactoryreviewof a medicationsubmissiorwhichindicatesthat
amedicationcanbe marketedfor salein Canada.

Ontario Disability Support Program (ODSP): A provincialprogramwhich providesincomeand
employmentsupportsto individualswith disabilities.

Ontario Drug Benefit (ODB) Formulary: A list of medicationswhichare approvedfor
reimbursementthroughthe OntarioPublicDrugPrograms.

Ontario Drug Benefit Program (ODBP): An Ontario PublicDrugProgramavailableto eligible
Ontariansjncludingindividualsreceivingsocialassistancewhich coversmost of the costof
prescriptionmedicationdisted on the ODBFormulary.

Ontario Health Insurance Plan (OHIP): A healthinsuranceplanrun by the Ministry of Health
andLongTermCareandfundedby taxesandby transferpaymentsby the Governmentof
Canadawhichcovershealth serviceghat aredeemed' m ecallynecessary ’

Ontario Ministry of Children and Youth Services (MCYS): The Government of Ontario Ministry
which oversees public programs and services directed toward children and youth, including
Child Protection Services.

Ontario Ministry of Community Safety and Correctional Services (MCSCS): The Government of
Ontario Ministry which oversees community safety and provincial correctional services,
including provincial policing, provincial detention facilities, and probation and parole services.

Ontario Ministry of Health and Long-Term Care (MOHLTC): The Government of Ontario
Ministry which oversees Ontario’ s public heal
Programs Division and the Mental Health and Additions Strategy.

Ontario Public Drug Programs (OPDP): Publiclyfunded prescriptionreimbursementprograms
availableto eligibleOntarianswhichare run by the OntarioPublicDrugProgramdivisionof
the Ministry of Healthand LongTermCareand led by an ExecutiveOfficer.

Ontario Temporary Health Program (OTHP): A health programfundedby the Ministry of
HealthandLongTermcarein responseo the downscalingof the Interim FederalHealth
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Programwhich providestemporaryhealth servicesjncludingprescriptionmedicationcoverage,
to eligiblerefugeeclaimants.

Outpatient: A person who receives medical treatment without being admitted to a hospital.

pan-Canadian Oncology Drug Review (pCODR): A pan-Canadiarprocesdor reviewingthe
clinicaland costeffectivenesof cancemmedicationsfundedby federaland participating
provincial/territorial governments PCODRrovideslistingrecommendationgo participating
provincialandterritorial (excludingQuebec)rugbenefit plansin Canadaln April2014,pCODR
wastransferredto CADTHo conlidate policydirectionacrossdrugreviewprogramsandto
strengthenp C o dondtesm viability and sustainability.

pan-Canadian Pharmaceutical Alliance (pCPA): Anallianceof provincesandterritories to
engagein initiativesto achievegreatervaluefor brand-nameandgenericmedicationsfor
publiclyfundeddrugprograms.

Patented medication: A medicationprotectedby a patent providesexclusiveightsto the
patent holderto useand marketthe medicationfor the duration of the patent. Anon-patented
medicationis a medicationthat is not protectedby a patent, either becausethe medication
wasneverpatentedor the patent expired.Non-patentedmedicationsncludegenericsand
somebrand-namemedications®"

Patented Medicine Prices Review Board (PMPRB): Anindependentquastjudicialbodywhich
regulatesthe pricesthat patenteeschargewholesalershospitals,or pharmaciedor patented
medicationgo ensurethat thesepricesare not excessive.

Patient Input Submissions: Processy whichHealthTecmologyAssessmentHTA)odies
collectinput from membersof the publicabouta medicationunderreview. Patientadvocacy
groupscollectand consolidateinput from individualsin orderto makea generalsubmissiorto
the HTA.

Premium: A regular paymentade by an insured person for an insurance policy contract.

Product Listing Agreement (PLA): A confidentialnegotiationbetweena pharmaceutical
manufactureranda funder.

XXXViii

Definition:PMPRB(2014).Retrievedfrom http://www.pmprb -cepmb.gc.ca/aboutis/frequently-asked
guestions.
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Quality Adjusted Life-Year (QALY): A measureof diseaseburdenwhichtakesinto accountthe
guantity (life expectancypand quality of remaininglife yearsgeneratedby a healthcare

XXXIX

intervention:

Special Access Programme (SAP): A HealthCanadgrogramwhich authorizesmanufacturergo
sellamedicationthat is otherwisenot approvedfor salein Canadan exceptionakircumstances
to treat patientswith seriousor life-threateningconditionswhen conventionaltherapieshave
failed,are unsuitable,or are unavailable.

Special Drugs Program (SDP): An OntarioPublicDrugProgramwhich coversthe full costof
certainoutpatient prescriptionmedicationsin the treatment of specificconditions.

Transitional Health Benefit (THB): Atemporarybenefitwhich providescoveragefor specified
health-relateditems, includingprescriptionmedicatians, to eligibleindividualswho areno
longerfinanciallyeligiblefor ODSRncomesupportasa resultof incomefrom employment,
paidtraining,or incomethrough selfemployment,until the individualis ableto accesa
comparableprivateinsuranceplan.

Trillium Drug Program (TDP): An OntarioPublicDrugProgramavailableto all Ontarianswho
are not eligiblefor the Ontario DrugBenefitProgramand whoseprescriptionmedicationcosts
are highrelativeto their householdincome.

World Health Organization (WHO): Thedirectingand coordinatingauthority for healthwithin
the United Nationssystem.TheWHOprovidesleadershipon globalhealth matters,shapeghe
healthresearchagendasetsnormsand standards presentsevidencebasedpolicyoptions,
providestechnicalsupportto countries,and monitorsandassessekealthtrends™

X Definition adaptedfrom: HaywardMedicalCommunications(2009).What is a QALXUnited Kingdom
X Definitionfrom World HealthOrganization WHO)
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