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₈ῇᾁ βϓΦ › σ

› σ♪ 1ʿ

Ӻ Ṫ ᴣˢHTA: Health TechnologyAssessmentxψӺ χБ˔иπψσΨʺ⁯ ϞḆּיχ
θϛτӺ Ṫ Ϭ τ ᴣβϥ︣ πΚϥάρϬʺІГ˔ϼШиЍ˔Υ™ ꜡βϥ

ѐ ᵓזּ״ ᾑӺ Ẹṳᵓˢ ӺẸˣχṳ ϬψαϛʺӺ χθϛχ ῟ᴮρΜΞṳ τ
σμοΰϘΞ ›ΥΚϥΥʺHTAψ ל τ⁯ ϞḆּיχ τṄ׃ βϥάρΥπΦϥρΜΞ♪ Ϭ
™ ꜡βϓΦπΚϥʻ

› σ♪ 2ʿ

ᵬρΰοʺӺ ṐṀρӺ τνΜοχHTAṳ Υ ᶊᴟΰοΜϥΥʺӺ Ṫ τνΜ
οχHTA τνΜοϜᾁ βϥ

- Ḇּיτρμοχᴣ τṁξΨӺ ˢvalue-based healthcarex ϬםᾝβϥθϛτψʺӺ Ṫ ϞӺ
Ђ˔РІ χלχΰ τνΜοϜṳ Ϭ φοΜΨϓΦπΚϥʻ

- HTAχὫᴮΥʺΩ τḆּי τνσΥμοΜσΜ׃ ›ϜΚϤʺ › π ᾝ χ♪ Ϭḯϛθ
ᴣϜᾁ ήϦϥϓΦπΚϥʻˢ ʿ בּ ΥὊῢ τ ϩϥσςχϱЛЦ˔ЄдрΥΚϥԁ πʺ

ζχὊῢ χ Ϭ Ϊϥθϛτʺ Ԛ χ χ ᴬπ βϥ ΥΚϥσςˣ

› σ♪ 3ʿ

HTA τϢϤϱЛЦ˔ЄдрϬ τ ᴣβϥθϛτψʺ ὲӺ ЄІГЭ Ϭᾋ Ποʺ῟
Ϟ ▀ Ϭΰ ήδϥάρϜ Ⱳτᾁ βϥ

- HTAτϢμο ϦοΜϥρ ᴣήϦ ϥӺ ϞӺ ṐṀϬᾆẕᵫ βϥḕẽϬӲⱱΰ βϓΨʺ▪
χᵔ ʺ − χᵔ ʺЅϴКзАϼϞНϱϷῇ χ ẉ σςτϢϥ ὲӺ ЄІГ

Э χ῟ᴮ π῟ σ֫ Ϝᾁ ήϦϥϓΦπΚϥʻ
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Comprehensive Viewpoints to Consider in the Future

ComprehensiveViewpoint1:

Thereisaneedfor stakeholdersto acknowledgethat HTAisnot a tool to containmedicalexpensesbut a tool to
evaluatemedicaltechnologyfairlyfor both the publicandpatients.

ѐHTAdiscussionstend to revolvearoundcostcontainment,includingcost-benefit analyses. Stakeholdersneedto
re-acknowledgethe viewpointthat HTAis meant to contributefundamentallyto the interestsof the publicand
patients.

ComprehensiveViewpoint2:

Thereisa needto considerthe introductionof HTAfor all medicaltechnology,not just for medicaldevicesand
pharmaceuticals.

- In order to realizevalue-basedhealthcarefor patients,stakeholdersshoulddiscussmoreabouthow to improve
the qualityof medicaltechnologyandmedicalservicesasawhole.

- Thereare caseswhereHTAresultsdo not leadto resultsthat are in the best interestof patients. Stakeholders
should consider evaluation methods that are comprehensiveand include clinical practice viewpoints (for
example,althoughon the onehandsuchinnovationsasthe replacementof injectabledrugswith oral drugsare
now taking place,this innovationhasalsocreatednew problems,suchas the requirementthat patientssee
multipledoctorsin differentdepartmentsbeforetheycanreceivea prescriptionfor oraldrugs).

ComprehensiveViewpoint3:

In order to evaluateinnovation fairly through the introduction of HTA,it is important that efficiencyand
productivitywithin the entirehealthcaresystembeconsideredalongsidethe resultsfromHTA.

- Whilemaintainingandenhancingthe R&Denvironmentfor medicaldevicesandpharmaceuticalswith excellent
HTAresults,stakeholdersshouldalsoconsidereffectivenessand efficiencyin the entire healthcaresystemand
work to solveproblemsrelated to unuseddrugsand polypharmacyissuesby promotinggenerics,biosimilars,
andsoon.
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ᵵ

Ṑ ψʺ2017 4Ὦʺ ⁯ ⁯∑ ᾆẕ ˢCSIS: Centerfor StrategicandInternationalStudiesx ρẶ℗πʺϽк˔

Ни ᴪᵓ›ˮӺ ЄІГЭτΣΪϥϱЛЦ˔Єдрρⱱ ᴦ χ τΰΪο˯Ϭᵫ℗ΰϘΰθʻ4Ὦτᵫ℗ΰ

θᵓ›πψʺϱЛЦ˔ЄдрϬ ΰσΥϣʺ῝ σϯϼЈІϬᶎ ΰʺלχ‰ΜӺ χ ằϬ βϥԁ πʺЀ

ІЕϬ ΠϥρΜΞ ψʺ ꜛχᴿ πψσΨʺ ᵦẶ χᴿ πΚϥάρΥᶎ ήϦϘΰθʻϘθʺӺ Ṫ

ϞṐṀʾ −χᴣ Ϭ τ ᴣβϥθϛτʺ∞ σ ρ῝ ־ χ χ Ϭ◙ ρΰʺЫиЎІГ˔

ϼШиЍ˔τϢϥӪ◘Ὠ ФкЈІτΣΪϥ⁯ χ╥ᵊχ Υ◙ ήϦϘΰθʻ

‰ ᴟϞ Ḇχכ ᴥτϢϥכ   χ ᴟϞʺӺ Ṫ ϞṐṀʾ −χ τϢϥӺ χ‰ᶛᴟϜẍ τ ϭ

πΣϤʺζϦτ Ξ ὲӺ ЄІГЭχⱱ ᴦ Ϝ ᵦᶆ⁯χṹừχᴿ ρσμοΜϘβʻгИН˔ЂиʾХи

ІʾϸНйАЅˢUHC: UniversalHealth Coveragex ρΜΞᵵ τνΜοϜʺ ρẚ χ ӤϞ τḩβϥṳ Υ

ᵦᶆ⁯πᶨ ᴟΰοΜϘβʻᵈΥ⁯πϜʺHTAϞ ᾑּיṐ χếᴟρΜμθ τϢϥ ᴂ├Υ ┤ήϦϥ ʺӺ

Ђ˔РІχ ᵓזπΚϥּיּ׃ ʺᾤˑ χᴣ ḢϬʺ ᴡτӺ Ṫ ϞṐṀʾ −χ ᴣτ ֳΰοΜΪϥχΤʺ

ᾁ Ϭ φοΜϥ ᵬπβʻ

Ͻк˔Ни ᴪᵓ›πψʺⱱ ᴦ σӺ ЄІГЭχΚϥϓΦ◒τḩΰοʺ⁯ ᵰτΣΪϥӺ ⱧּיʺḼỘḩ

ἰּיʺᶘ꜡ḩἰּיʺḩ Ϟ◕ ᵓזּ Ϭ βϥ ᴪΥԁ τᵓΰʺТжАЕΤνЫиЎІГ˔ϼШиЍ˔τ

Ϣϥṳ Υ“ϩϦϘΰθʻ

⇔

Ⱳʿ2017 10Ὦ5 ( ) 14Ⱳ00 ˙ 17Ⱳ15

ᵓ ʿ⁯∑ ᴟᵓḬ ḵ≤ Ṝ Ш˔и

︠℗ʿ ְ ᶨ Ӻ ├Ṑ ˢHGPI: Health and Global Policy Institutex

╥ᴥּיʿ ├ ӛּיʺ ᵤᵰʺיּ꜡ ḩʺיּ꜡ ḩἰּיʺḼỘḩἰּיσς

ФкϽжЭʿˢὁ ʾ ˣ

14:00-14:05 ☿

14:05-14:25 ṁ 1ם„ ῴ ˢῡ Ӻ Ṫḗˣ

14:25-14:45 ṁ 2ם„ ˢᴎ╦ ᶘ ᶘԚ ὲᶘᾆẕᴬễ

⁯∑Ӻ ὊↄʾϯϳЕϸЭᾆẕᶘᵓˢISPORx ᵓᵓ ˣ

15:00-17:10 жϳрЖГ˔Уи ˮ τΣΪϥӺ Ṫ ᴣˢHTAx χΚϤ ʺᴿ ʺζΰο₈ῇχṍ ˯

17:10-17:15 ᵓ
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Details

Date & Time: 14:00-17:15, Thursday, 5 October 2017

Venue: Iwasaki KoyataMemorial Hall, International House of Japan, Tokyo 

Organizer: Health and Global Policy Institute (HGPI)

Participants: Health policy makers, healthcare experts, legislators, ministry officials, healthcare executives

Program:

14:00-14:05 Welcoming Remarks

14:05-14:25 Keynote Speech I Yasuhiro Suzuki (Chief Medical & Global Health Officer, Vice-Minister for Health,
Ministry of Health, Labourand Welfare)

14:25-14:45 Keynote Speech II Shinya Saito (Professor, Graduate School of Health Sciences, Okayama University/
President, International Society for Pharmacoeconomicsand Outcomes Research(ISPOR) JAPAN)

15:00-17:10 Roundtable άThe Current Status, Challenges, and Opportunities of HTA in Japanέ 

17:10-17:15 Closing
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ςThe Current Status, Challenges, and Opportunities of Health Technology Assessment (HTA) in Japan
Thursday, 5 October 2017

Summary

In April 2017, the Center for Strategicand InternationalStudies(CSIS)and HGPIjointly convenedthe very first global expert meeting on

άwŜōŀƭŀƴŎƛƴƎNationalHealth Systems: Innovationand Sustainability.έAt this meeting,expertsagreedthat issuessuchas those related to

containingcostswhile promoting innovationand ensuringequitableaccessto quality health carewere not uniqueto Japan,but were wide-

rangingchallengesbeingfacedaroundthe globe. TheƳŜŜǘƛƴƎΩǎexpertsalsoemphasizedthe importanceof involvingthe public(patients)in the

decision-makingprocess,especiallywhenevaluatingthe costsandpublichealthbenefitsof healthtechnology.

In recent years,the sustainabilityof health systemshasbecomea pressingthreat worldwidedue to rapid demographicand epidemiological

transitions,ever-growinghealthexpenditures,andnewinnovationsin healthcare. At the sametime, discussionis intensifyingaroundthe world

questioningthe conceptof UniversalHealthCoverage(UHC),aswell asthe potentialsizeof costsandbenefitsin healthcaresystemswith UHC.

Japanhas been exploringsolutionsto issuesrelated to health care costs,such as the introduction of HTAand reinforcementof insurer

functionality. However,Japan,just likemanyother countriesaroundthe globe,is facedat the challengeof how to accuratelyassessandreflect

the valuesof everyonewho receivesmedicalservices(includingboth societyas a whole and individualpeople)into evaluationsof medical

technology,devices,andmedications.

In this 2nd global expert meeting, a variety of domestic and foreign experts and stakeholdersdiscussedon the current status of HTA

implementationin Japan,aswell asfuture challengesfor HTAandits potentialadvantages.
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ῴ ˢῡ Ӻ Ṫḗˣ

ṁ ˯-1ʿˮRebalancing Innovation & Sustainability ςWŀǇŀƴΩǎ ŎŀǎŜם„

Ӻ ỘᵦϬ︡Ϥ᷊Ψḕẽχ ᴟ

- ự χӺ ▀ỘᵦϬ︡Ϥ᷊Ψḕẽψ ΦΨ ᴟΰοΜϥʻ τӺ χ‰ᶛᴟψᶆ⁯χᴿ ρσμοΜϥʻ⁯∑ σӺ

χ Ϥ Ϋ ӡ15 Ϭᾋϥρʺ2001 τψ2 πΚμθНϱϷӺ ψ2015 τψ9 τ ᴥΰοΜϥʻ

- НϱϷӺ ψ χӺ ρӰσϤʺᾆẕᵫ ˢR&D: Research& Developmentx ιΪπψσΨʺ ᵃ πϜЀІЕΥᶝΤ

ϥθϛʺӺ χ‰ᶛᴟχᾖԍχԁνρΰο―ΠϣϦοΜϥʻϘθʺάχ τΣΪϥ Ɫ χ ḼỘχᶨ ψᾢ

πʺᵤᵰⱢ χ ḼỘΥ πΚϥʻ

- Ͻк˔Ни ḼỘΥ Ϭᵫ βϥ∑ʺЦрЎа˔ḼỘϞϯϸДЬϯτΣΪϥ ᾋϞϱЛЦ˔ЄдрϬ Μ ΫϥἹ꜠ϒ

ᴟΰοΦοΣϤʺ σᾆẕᵫ χᶤ›Υ ΦΜ⁯ Ɫ χ ḼỘψᴆ τ ϓοῇ Ϭ ΰοΜϥʻάχάρΥʺ

НϱϷӺ χ◕ τΣΪϥ χR&DΥ ϦοΜϥᾖԍρΰοϜ―ΠϣϦϥʻ

- ⁯ χ︠ σӺᶘᾆẕχᶘ Ⱡϒ ‍χἱΰϬᾋθ∑τʺᵈΥ⁯χṁ ᾆẕχ ψ ᶓ ӡπψΚϥΥʺ ᾆẕτ

ḩβϥ τΣΜοψ χ Υᾚ ἱΰϬꜘΰοΣϤʺṁ ᾆẕρ ᾆẕχḧτᶖ Υ ∕ΰοΜϥʻ

- ⁯ χӺ ψζχ έρτˢ͍ˣˮ Ẩṍḧ χ ˢ ᴥ▄ ˣ˯ʺˢ͎ˣˮῇ χσΜ ˢ

ᴥ▄ ᵰˣ˯ʺˢ͏ˣˮῇ χ ϥ ˯ʺˢ͐ˣˮῇ ˯ʺζΰοˢ͑ˣˮS42ӟ χ ∏ ˯χ5 π―

ΠϥάρΥ ϥʻ

- ḧχ 19,876 χΞκʺῇ Ӻ ˢЅϴКзАϼˣψ9,901 ˢ 50̋ ˣʺ 42 ӟ χ ∏ ˢḒ σςϬḯ

Ϛˣψ6,200 ˢ 31̋ˣʺῇ χ ϥ ψ1,612 ˢ 8.1̋ˣʺῇ χσΜ ˢ ᴥ▄ ᵰˣψ

1,327 ˢ 6.7̋ˣʺζΰο τ ΰΨϱЛЦ˔ГϰУσ Ẩṍḧ χ ˢ ᴥ▄ ˣΥ799 ˢ

4.0̋ˣρσμοΣϤʺῇּ3י χ ϛϥᶤ›ψ πᾋϥρ χ 20̋ ӟᴞρσμοΜϥʻ

- ϘθʺӺ χ Ϥ ΫπΚϥ − ˢ›ὓ9.2 ˣϬᾋϥρʺЅϴКзАϼρד 42 ӟ χ ∏ σςχ Ϥ Ϋψ

χ 21.6̋ρσϤʺ π ϛϥᶤ›Υ ήΤμθ ᴥ▄ χ σςχ − Υ χ75̋ Ϭ ϛϥ

ρσμοΜϥʻ

- ẨˢОГрЕˣ Ϧ◕ τΣΪϥ ṍ ∏ χ Ϥ ΫτΣΜοψʺ ⁯πψ 90̋ ʺᴆ πψ 70̋ ΥЅϴКзАϼτ

ΦḊϩμοΜϥΥʺ πψ 40̋ ρ Ψʺ τψ80̋ ựΨϘπᶈ ήδοΜΨάρΥ ήϦϥʻ

- ⁯ Ɫ χӺ ϞӺ ṐṀχḼỘṛ ψ ᵰ⁯τ ϓ ήΨʺ‰ᶛσ ⱢΥ ρσϥНϱϷӺ Υ︠ τσμοΜΨ

ʺ χӺ ▀Ộᵦψ ᶗΥẐϛϣϦοΜϥʻ

ự χ Ộᵦχ◒
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Ӻ ᴥρ χӺ ├χ“

- 2015 χӺ χ όψ3.8̋πΚμθʻζχ ʺ‰ ᴟτϢϥֲốψ1.2̋πΚϥԁ ʺ −ρᵰ ψζϦηϦ1.5̋ʺ

0.9̋χ ᴥϬꜘΰοΜϥʻ −χ όψʺṪ πψσΨ ∙ τṞԍΰοΣϤʺᴟᶘ −Υ0.77%Ϭ ϛοΜϥʻϘθʺ

ˮ‰ᶛ ˯χ Υ ᴥΰοΣϤʺάϦϜӺ ∞ ϒֲốϬ ΠοΜϥʻ

- − ᴥχṳ Ϭβϥ∑τ σ♪ ψʺᴟᶘ −χ ᴥϬ βϦω ΥᵔὨβϥρΜΞ ṍ σ♪ πψσΨʺ

ᶗ σ ψʺ₢ⱵϬψαϛρΰθὠ σϱрОϼЕϬ ΰοΜϥϜχτνΜοʺ ṍ τᾋθ∑τ ῟ᴮΥϢΜ ›

ϜΚϥρΜΞʺ ṍ σ♪ πΚϥʻ

- χֲốϞӺ χЀІЕιΪχ♪ ΤϣӺ Ϭᾁ βϥχπψσΨʺּזᵓπὲῴτ ΨάρτϢϥὊↄ ЮзАЕσ

ςʺ σ ᴣΥṍ ήϦϥʻ

- 21 ṙ ӟ‭χӺ Ϭⱱ ᴦ σϜχτΰοΜΨθϛτψʺӟᴞχ4 Υ ρ―Πϥˀ

¸ ˢ͍ˣᾆẕᵫ χḕẽ

Ῥ ˢAI: Artificial Intelligencex ϞΥϭϿЛЭᾆẕΥῨⱧ ρ―ΠϣϦϥΥʺᾆẕᵫ χΰϞβΜḕẽϬḂ

ԁ π Ϥιβάρ

¸ ˢ͎ˣ Ὧ Φχ ṍ χᶨ

ΜϘϘπψ™ Ӻ ιΪιμθ Ὧ Φ ṍ Ϭʺ™ Ӻ ӟᵰχ τϜῲΫϥάρτϢϥʺᾆẕᵫ

χ ρ σЀІЕχ⌡ᾚ

¸ ˢ͏ˣ◕ ῇ ₰ˢPMS: PostMarketingSurveillancex χᵠ

‰ᶛτσϤΥκσPMSϬʺӺ ˢ ◓ϸиГʺᾁ₰ Д˔ЌʺйЈФЕσςˣϬᵔ βϥД˔ЌЦ˔ІЄ

ІГЭˢMID-NET: Medical Information DatabaseNetworkx σςʺзϯиʾм˔иЖʾД˔ЌˢRWD: RealWorld

Datax Ϭ  βϥάρτϢμοʺӗΨΤν τД˔Ќ ϛʺԁ χӗ ρ ῟ Ϭ ΰθΞΠπʺᴬᶘ

σ₢ẤˢϵРДрІˣϬ  ΰᴂ ΰοΜΨάρ

¸ ˢ͐ˣӺ Ṫ ᴣˢHTAx

Ṝ πʺ τ ήϦθӺ τνΜοʺӺ Ṫ ᴣτϢμο ϣϦθᴬᶘ σ₢ẤˢϵРДрІˣ

ϬϜρτʺζχӺ χᴣ Ϭ ṰΰοΜΨάρ

- ῡ ψʺ™ Ӻ σςχ τνΜοψʺ ῟ Υ ήϦʺӗ Υᶎ ήϦϦωʺ Ὧẉόṍᾢ Φπ τ

ṍτ πΦϥ θσІϺ˔ЭϬ⌠μθˢˮ Ⱨ χԁ Ϭᵠ βϥ ˯ΣϢόḩ ˣʻζχθϛʺᾝ∕χ

ψ ᵦ τᾋοϜ τ Υ ϘμοΣϤʺ ᵦ σ Υ ϘμοΜϥʻ

- ˮ ᴥ▄ ϬЉкЦ˔Іπχᾋ ΰ˯σςʺ ᴣ χ ᵠᶗϬẐϛϥ ϜΚϤʺԏΦ ΦЫиЎІГ˔ϼ

ШиЍ˔τϢϥṳ χ ᴟτṍ ΰθΜʻ

⁯ χӺ ʾӺ ṐṀḼỘχ ọχθϛτ
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ˢᴎ╦ ᶘ ᶘԚ ὲᶘᾆẕᴬễ /⁯∑Ӻ ὊↄʾϯϳЕϸЭᾆẕᶘᵓˢISPORx ᵓᵓ ˣˣ

ṁ 2ʿˮӺם„ Ṫ ᴣˢHTAx χᶘ σ ρ₈ῇχ ᵫ˯

Ӻ Ṫ ᴣˢHTAx χᶘ σ

HTAχ Ṱ

- Ӻ Ṫ ᴣτνΜοṳ Ϭβϥ∑τψʺEBMs Evidence-basedMedicinex ʺVBMs Value-basedMedicinex ʺCERs Comparative

EffectivenessResearchx ʺζΰοHTAs Health TechnologyAssessmentxρΜΞᾠ χ ṰΥστϬ◙ΰοΜϥχΤ Ӫβϥάρ

Υ πΚϥʻ

- ⁯∑Ӻ ὊↄʾϯϳЕϸЭᾆẕᶘᵓˢISPOR: InternationalSocietyForPharmacoeconomicsandOutcomesResearchx πψӺ Ṫ

ᴣˢHTA: Health TechnologyAssessmentx ϬˮӺ Ṫ χ ṍ ΣϢό ṍ σ χὫᴮϬ ϓϥ ├ᾆẕχԁἹ πΚ

ϥ˯ρ ṰΰοΜϥʻ

- ϘθʺӺ Ṫ ᴣṐḩ⁯∑КАЕм˔ϼˢINAHTA: InternationalNetwork of Agenciesfor Health TechnologyAssessmentx πψ

ˮᶘ∑ σ ├ᾆẕ πΚϤʺӺ Ṫ χᵫ Ϟ ẉʺΣϢόם∑χ► τϢμο αϥӺᶘ ʺὊↄ ᵓזּʺ ʺᶮν

σӪṰϬᾆẕβϥϜχ˯ρ ṰΰοΣϤʺISPORτ ϓϢϤῲṰχᵔּתΥσήϦοΜϥʻ

- EBMψϵРДрІχ ʺ› ζΰοӪ◘Ὠ χ῟ ˢEfficiencyx Ϭ ρΰοΜϥԁ ʺVBMπψ῟ᴮˢEffectivenessx Σ

ϢόValues ᴣ ˣτ ΦΥ ΤϦοΣϤʺHTAψзϯиʾм˔иЖʾД˔ЌˢRWDx ρΜμθᾠ τ ήϦϥϢΞτʺם

ᵓτΣΪϥӪ◘Ὠזּ τ ΦΥ ΤϦθᵵ πΚϥρϜᾠΠϥʻ

HTAχ

- ᵰ⁯τΣΜοʿ1960 χ ⁯τΣΜοʺḕẽ τ ΰοṪ ᴣˢTA: TechnologyAssessmentxΥ ήϦθʻζχῇʺ

1972 τ ⁯ṳᵓṪ ᴣộˢOTA: Officeof TechnologyAssessmentxΥ ήϦʺ ΥḩϩϥЮДϰϾϯʺЮДϰϾϱ

Жχ ᴣϒᴂ ήϦʺӺ Ṫ ᴣρΜΞ Υ ϘϦθʻΰΤΰʺOTAψ ▄⌡ᾚχ ρσϤʺ1995 τ ♁ήϦϥʻԁ

ʺ1980 τᴆ τΣΜοᾝ∕χᾖἷρσϥӺ Ṫ ᴣΥῲΥϤʺ1990 τ ᵦ τӺ Ὂↄ ᴣχᾆẕϬ ρΰ

θ Υ⌠ϣϦ◐ϛϥʻ

- τΣΜοʿ1974 τ ᴬᶘṪ τΣΜοӺ χᴬᶘṪ ᴣΥσήϦϥʻζχῇʺ1990 τῡ ᴬᶘᾆẕ

ρΰοӺ Ṫ ᴣΥ︡Ϥ ΫϣϦʺ1996 τψˮӺ Ṫ ᴣχ∕Ϥ τḩβϥᾁ ӦԌᵓ˯Υ ήϦθʻ₢Ấτṁξ

ΨӺ ˢEBM: Evidence-basedMedicinex τ ΦḊϩϥἹπṳ ΥήϦˮ ├Ὠ ʺΤϣכ◦ ϹϱЖжϱрχ├ ˯ϒχᴂ

Υṍ ήϦθΥʺζϦϬ Ξ σ χ ᾠψ⅜ ήϦσΤμθʻζχῇʺ2012 τ ӺẸ ῟ᴮ ᴣ

ᵓΥ ήϦʺHTAχṳ Υ™ᵫήϦθʻ

HTAχᶨ

HTAχᶨ ψ ΦΨ Ϊοˢ͍ˣ ᴣṁ χ῝ ʺˢ͎ˣ ḥᴦ χ ∙ ʺˢ͏ˣ ḥᴣᶊϒχ ֳ

- ˮ ḥᴣᶊϒχ ֳ˯ψ Ψχ⁯ˑπσήϦοΜϥΥʺ έρχ Ϟ₯ӰΥᾋϣϦϥχψˮHTAϬ ḥχᴦ χ ∙

˯τβϥΤ ΤπΚϥʻ

- HTAχὫᴮϬ ḥχᴦ π ΜσΜ ›τψʺᴣᶊῖ χБ˔иτσϥᴦ ΥΚϤʺζχᴣᶊῖ ὫᴮϬ ֳΰθ Ϊρ

σϥᴦ ΥΚϥʻ

- Ϙθʺ︣ χ τνΜο ΚϥΥʺ χήϦ τϢμοψ ԁχ τ ΰο χᴣᶊΥ Ψᴦ ΥΚϤʺ Ὣ

ᴮπ ϣϦθ χ ῟ᴮ ˢICER: IncrementalCost EffectivenessRatiox Ϭ► Ḇּיᶤ›σςπᴥ ỡΰ › ᴣ

τ ΜϥρΜμθ ├Υԁνχӛρΰοṳ ήϦοΜϥʻ
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ӟᴞχṳ Ϭ ϘΠθᾁ ΥẐϛϣϦϥʻ

ρσϥӺ ʾӺ ṐṀχ ṁ

- Ӻ χϹϱЖжϱрϬӺ ṐṀϒᴂ βϥάρψ Υל ΦΨӰσϥθϛʺӺ ṐṀτνΜοψ ꜛχϹϱЖжϱр

ΥẐϛϣϦϥʻ

- Ϭ βϥ∑τʺᶗ Υ‰Μ‮ τ ΰοψζχᴣ τᾋ›μθᴥ▄Υᴦ ΤʺϘθ◕ ṛ χ Φσ τḩ

ΰοψʺӺ ∞ ϒχֲốϬ― ΰθ ᴣ▄ χи˔иρςχϢΞτ ΰοΜΨΤʺήϣσϥṳ Υ πΚϥʻ

- Ⱶ Υ τ ∕ΰσΜṆ σכḆϞ ⱪככḆχⱵ ψʺHTAχ ΤϣΚϣΤαϛᵰΰοΣΨ ΥΚϥʻ

HTAϬ⁯ π βϥ∑χ Ӫ

ᵓזּʺ ֲốσςτḩβϥḢ Τϣם☼ήϦϥ › ᴣˢϯФйϱЃиˣ

- HTAϬᶨ βϥ∑τʺ ᴣ▄ χ ᵬπṌτ― ↄϙχϱЛЦ˔ЄдрϬ™ ᴣβϥ ›τψʺ π ᴣΰσΜϢΞσῬ

ΥẐϛϣϦϥʻϘθʺ ṁ τΣΜο ⱪכḆϬ ρβϥⱵ τḩΰοψ ᵰΰοΜϥϜχχʺ τϜ► ήϦϥϜ

χψ σ ᴣΥẐϛϣϦϥʻ

- ṍτϩθϤ χ Υ ΨכḆπχט Ⱶ τḩΰοψ ᴟ ᵓזּʺ σᴣ ḢϬ― ΰθΞΠπʺֽ⁯χEOLs End of

LifeSchemex χϢΞσ ᴣ Ϭψαϛρΰθ ᵰ⁯πⱧ ϬϜρτ Τν σṳ Υ πΚϥʻ

- Ⱶ Υ τ ∕ΰσΜכḆχⱵ πψ ῟ᴮ ᴣϬ“Ξ ṐḩρḼỘיּ╣ ρḆּיχⱵ Ṑᵓʺ Ⱶ χᴦ

τḩΰοӪᾋΥ ΜӸΞᴦ ΥΚϤʺᴡϣΤχ ᴂ├Ϭᾁ βϥϓΦπΚϥʻ

- ῟ᴮ ᴣψʺ‰ᶛσӺ Ṫ χ ᴥτϢϥӺ ᾑ∞ ϒχֲốχ ᴂ├χϋρνρΰο ῟ᴮ ᴣχ τΰ

Ϊθṳ Υ ӺẸπᵫ◐ήϦθʻ

¸ Ὂↄ∞ ְ֫ρᵠᶗχṁ 2017s ₃ χ ˣτΣΜοϜʺˮ ῟ᴮ ᴣχ ᶊ σςχ ᴣ χ

ᵠᶗ τ︡Ϥ ϙʺ˰⁯ ᵧ ᾑχⱱ ˱ρ˰ϱЛЦ˔Єдрχ ˱Ϭ ΰʺ⁯ ΥᴚἻϬ Ϊϥ˰⁯

χὖᾚ˱ρ˰Ӻ χלχΰ ˱Ϭםᾝβϥ˯☿ΥṜ∏ήϦθʻ

- ρΰοʺ ῟ᴮ ᴣψ ᴣϬᴞΫϥάρϬ ρΰθ πψσΜ τ ӪΥ πΚϥʻ

- Ϙθʺֽ⁯⁯ Ӻ Ṫ ᴣṐ ˢNICE: NationalInstitute for Healthand CareExcellencex τΣΜοψʺ ῟ᴮτ Ϧϥρ

ΰο ΰθӺ τ ΰοʺ⁯ ψʺ► βϥ ᾂ ΥΚϤʺ⁯τψʺ⁯ τ ằβϥṰ ΥΚϥρ ϩϦοΜθΥʺ

∞ ϱрОϼЕ ˢBudget Impact Thresholdx ΥΚϘϤτ ΦΨʺֽ⁯⁯ ὲЂ˔РІˢNHS: National Health Servicex τ

Ϣμο¬Cost9ŦŦŜŎǘƛǾŜέιΥ¬Not!ŦŦƻǊŘŀōƭŜέρΜΞ Υ ᴞήϦʺ Φσṳ Ϭᾦϭιʻ

- ῟ᴮ ᴣϬ“ΞṐḩχ Υ ήϦʺ⁯ τלχ‰ΜӺ ʺζΰο ῟ᴮτ ϦθӺ Ϭ ằΰοΜΨά

ρ τʺӺ ᾑ∞ χⱱ ᴦ Ϭ― ΰθΞΠπʺԁḤ ʺ χ ήϦθ χ  ΥẐϛϣϦϥʻ

ᶊ τΰΪο
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× ᾿ʿˢיּ ᴝ ʾὁ ˣʿ

- ᶘ ˢ Ⱶ ᴬ ᶘ῝ ־ ʾׂᶘᾆẕעễ ˣ

- ᾿ ˢ Ằ ᶘ ᶘԚ ᶘὉᾆẕᴬӺ ├ᶘ ễ ˣ

- ◕ ־ ˢӺ Ѕа˔ЗзІЕ /

ẸᵓˢNHKx ᴬᶘʾḕẽ ͍ ⌠ЈрЌ˔ ⌠ộДϰйϼЌ˔ˣ

- Eun-Young Bae ˢἼ ᶘ  ᶘ ễ ˣ

- ᴤἻ ˢϼзϵϱГϰУʾІ˔Гϰϸиᶴ꜠ᵓּז ˣ

- Chris Hourigan ˢбрЈрТϮ˔Ыᶴ꜠ᵓּז ︡ זּ ˣ

- Kevin Haninger ˢ ⁯ᾆẕ ῬỘẸᵓˢPhRMAx ϱрЌ˔ЗЄдЗиʾϯЖЩϸЄ˔

ДСвГϰʾНϱІʾФйЅДрЕˣ

- Koen Torfs ˢJanssen Pharmaceutical Companies of Johnson & Johnson 

Ͻк˔НиʾзϵрН˔ІЮрЕ&зϯиʾм˔иЖʾϵРДрІНϱІФйЅДрЕˣ

- ῇ ˢ⁯ ΥϭᾆẕЈрЌ˔ ״ ԚᾦẊṀ ᴬˣ

- ˢОЗЊИАϼХиІϾϯШ˔иДϰрϽІᶴ꜠ᵓּז ︡ זּ /

ОЗЊИАϼХиІϾϯᶴ꜠ᵓּז ︡ זּ Ω‰Ὂְ Ω‰Ṫיּ ˣיּ

- ˢᴎ╦ ᶘ ᶘԚ ὲᶘᾆẕᴬễ /

⁯∑Ӻ ὊↄʾϯϳЕϸЭᾆẕᶘᵓˢISPORx ᵓᵓ ˣ

- ┴ӻσΣϙ ˢϺарЂ˔ʾЊзв˔ЄдрЇᶴ꜠ᵓּז ︡ זּ /Υϭ ├ ẸṳᵓḆּיӦԌˣ

- ḵὲ ˢ⁯ ὲӺ ᴬᶘԚӺ ʾ ♅Ђ˔РІᾆẕ ︠ ᾆẕḂˣ

- ˢ ⁯Ӻ ṐṀʾIVDῬỘᵓˢAMDDx Ӻ Ṫ ├ᾆẕ /

ԁ זּ Ӻ ЄІГЭФжрИрϽ Ⱨˣ

- ˢἼ Ṱ ᶘ ᶘԚὊְḚ ᾆẕᴬễ ˣ

- ˢ ♅ ᶘ ʾ ᶘԚ ễ ˣ

- Philippe Fauchet ˢᴆ ›ᵓˢEFPIA Japanx ᵓ /

ϽжϼЊʾІЬІϼжϱрᶴ꜠ᵓּז ︡ ᵓ ˣ

- ḿ` ˢ ְ ᶨ ОрϺарЅаОр Ⱨ ˣ

- ԁ ˢ῝זּ׃ Ӻ◖ᵓ Ⱨˣ

- ᵾ ˢ ᴬᶘ ‰ ễӾộӺᶘễӾᴿḼᵊḂˣ

× ЯДй˔Ќ˔ʿ

- Ⱶˢ Ӻ ├Ṑ Ⱨ ộ ˣ

- ᾖ ˢ Ӻ ├Ṑ ϯЊЄϵϱЕˣ

жϳрЖГ˔Уиˮ τΣΪϥӺ Ṫ ᴣˢHTAx χΚϤ ʺᴿ ʺζΰο₈ῇχṍ ˯
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1ʿלχ‰ΜД˔ЌϬ βϥЄІГЭχ

- Ϭ“Ξ∑τ► βϥД˔Ќτψʺԁ χ ʾ ḇΥ πΚϥʻΰΤΰʺᾝ∕χ πψ τ σ Ϭ

βϥθϛχД˔ЌЦ˔І  Υ ϦοΜϥʻ μοʺ▀Ộᵦρ “ Ӻ Ӻ ṐṀ ›Ṑ ˢPMDA:

Pharmaceuticalsand Medical DevicesAgencyx ρΜμθ χḧπⱧ ẸṳϬ“Μʺ ῟ᴮ ᴣ ► χθϛʺ ♯

ᾓⱲΤϣלχ‰ΜД˔ЌϬ πΦϥЄІГЭ  ϞӺ τΣΪϥ Ṫ ˢICTx χ Υ πΚϥʻ

- ζχθϛτϜʺ ϬⱱνḼỘΥ τלχ‰ΜД˔ЌϬ βϥϢΞϱрЈрГϰУЄІГЭχ  Υ πΚϥʻ

ˢ ʿ ◕ῇʺם πχзϯиʾм˔иЖʾД˔ЌˢRWDx τϢϥϵРДрІτϢϤ῟ᴮϬꜘΰθϤʺ῟ᴮΥ ϛϣϦθ

τ ΰʺᴣᶊϬ ΰθϤʺᴣᶊϬ ΫθϤβϥ▫ ϙˣ

ᵵ

2012 χ 1ᵕ ᵓזּ״ ᾑӺ Ẹṳᵓˢ ӺẸˣ ῟ᴮ ᴣ ᵓΤϣ ᵓ›Υᵫ℗ήϦθ2017 10Ὦ5 Ϙπτטϓ48ᴗ

χ ᵓΥᵫ℗ήϦθʻ

χӺ /Ӻ ṐṀχ ᾑ ḥτΣΪϥHTAχ∕Ϥ ψʺ2015 6Ὦ30 τᶕṳὨ ήϦθˮὊↄ∞ ְ֫ρᵠᶗχṁ

2015˯ ʺ2016 12Ὦ20 τꜘήϦθˮ ᴣ χ ᵠᶗτΰΪθṁ ˯ʺζΰο2017 6Ὦ9 τᶕṳὨ ήϦθˮὊↄ∞

ְ֫ρᵠᶗχṁ 2017˯ ρ Φσ Ϭ ϛϥ ʺ2016 ϢϤӺ ͓ ʾӺ ṐṀ͑ τ ΰ ῟ᴮ ᴣχ♯“

ΥσήϦθʻ

῟ᴮ ᴣχ ᶊ τΰΪθ ˑσṳ Υ ϛϣϦϥ ☼םʺ Ϟ ᴣὫᴮχᴣᶊϒχ ֳ σςτḩΰοʺԏΦ Φ

ṳ χ ᴟΥẐϛϣϦοΜϥʻ

ӟᴞʺ2017 10Ὦ5 ˢ ˣϘπτΣΪϥʺ ӺẸπχṳ ϬϜρτ ῟ᴮ ᴣϬ“μοΜΨῬ χᴿ ʺζΰο ᶊ

τΰΪο τṳ Υ πΚϥᴿ Ϭ 1˙10ρΰοϘρϛθʻ ʺϽк˔Ни ᴪᵓ›πṳ ήϦθ τνΜοʺ︠℗ּי

Υ Ϭ ΰʺρϤϘρϛθϜχπΚϤʺ γΰϜ ΰθ ˑχӪᾋϬ βϥϜχπψσΨʺ ⁮ “ⱲτΣΪϥΩ

χṳ Υ ֳήϦοΜσΜ ›ΥΚϥʻ

ḼỘτϢϥД˔Ќχ ΣϢό τνΜοʿ

ᾝ“χ ӛʿ

χ Ộּיψʺ ϹϱЖжϱрˢӺ Ὂↄ ᴣχ ├ᴂ τΰΪθ ᴣ︣ ΣϢόД˔Ќχ ᴟρ ᴣχΰΨϙ

χ  τḩβϥᾆẕˣτṁξΦ Ϭם☼ΰʺ Ὣᴮẉό► ήϦθ ʾ ὯϬ βϥάρΥẐϛϣϦϥʻϘθʺϹϱ

ЖжϱрτṁξΨ σ ӟᵰχ Ϭ︡ϥ ›σςτΣΜοψʺ τᴂαοʺ ῟ᴮ ᴣ τΣΜο

σςχ σςτνΜο ϛᶎ βϥθϛτⱧ Ϭם☼βϥʻ
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› ᴣˢϯФйϱЃиˣχם☼ τνΜοʿ

ᾝ“χ ӛʿ

ӺẸ ῟ᴮ ᴣ τΣΜοʺḼỘρ™ Ͻи˔ФΤϣ ήϦθ ὫᴮϬϜρτ ᾋ Τϣṳ Ϭ“Μʺ

ᴣὫᴮӛϬ├ βϥʻάϦψ ῝ᵫπ“ϩϦϥʻϘθʺ Ộּיψʺ ῟ᴮ ᴣ τ ΰʺӪᾋ Ϭ“Ξάρ

Υ ήϦοΣϤʺϯФйϱЃиχὫᴮρΰο ᴥχ Υ ρ ήϦϥⱧΥΚϥʻ

3ʿḼỘρ™ χḧπᴬᶘ πТϴϯσЀЬвИϾ˔Єдрχ

- ♯“ χ∑τψʺḼỘρ™ χЀЬвИϾ˔ЄдрΥ ΰθάρτνΜοʺ ΤϣễἩρΰο ṞήϦθʻ™

τψʺ ϬϢΨ ϥḼỘΤϣχ ằΥ πΚϤ™ ρḼỘχὫᴮϬ ᶓπΦϥЄІГЭϜẐϛϣϦϥʻ

׃ τϜ ӪΰννϜʺᴬᶘ πТϴϯσ ʾӪᾋῖḊχ Υʺ™ χᵃ π πΚϥʻ

™ χם☼ τνΜοʿ

ᾝ“χ ӛʿ

ḼỘΥ™ τ σД˔ЌϬ ΰʺάχД˔ЌϬṁτᶘ Ṑḩσςχ χ μθʺᵰ χ῝ π σ χ ᴪ

ϣτϢμο™ Ϭם☼βϥʻϘθʺ™ Ϭ“Ξ∑τψʺ ׃ τḩβϥᾗᶊσṛ χϜρʺ Υ“ϩϦϥʻ

4ʿ™ πϯЗзІЕρΰοᶨ πΦϥ ∙χήϣσϥӾ χ

- ™ πϯЗзІЕρΰοᶨ πΦϥ ∙ψ τ ΰοΜϥʻᴥΠοʺ™ τ ӺσςχʺӺ ᾝ Ϭ ϥ

∙Υ╥ᵊπΦϥ Ϝᾁ ήϦοϢΜʻᾝ πψʺ ∙ σςτϢϤᵰ ᴪχ Υ ᴥΰʺ χйЦиϜ ᴞΰ

οΜϥ ệτΚϥʻ ᶊ Ϭᾁ βϥτΚθμοψʺHTAϬ ρβϥϯϸДЬϯʺϯЗзІЕχӾ Ϭ ẍτ︡Ϥ ϙʺ

ᾢϣϦθзЊ˔ІϞṐḩχϙΤϣπψσΨʺ σ ∙Ф˔иΤϣ⁯ ᵰχ ᾋϬ βϓΦπΚϥʻ

5ʿ™ Ὣᴮχ⁯ ϒχ῝ χ ρζχ

- ♯“ χ™ ὫᴮΥςχϢΞτ⁯ ϒρ῝ ήϦϥχΤψ ι ϣΤπψσΜʻ⁯ χ ᵔϬ ϥθϛτϜʺ♯“

χ ᵬπ ϣϦθὫᴮχ῝ᵫΥẐϛϣϦϥʻ

2ʿ◦ ΜӪ◘ᶛˢWTPx Ϭ ϛγτ ʾ ᴣβϥ χᴦ

- ῟ᴮ ˢICER: IncrementalCostEffectivenessRatiox ψʺ ᶓ ρ χ ῟ᴮχ Ϭ βϥṁ π

ΚϤʺζχICERχ ᴣτΚθμο◦ ΜӪ◘ᶛˢWTP: Willingnessto Payx τϢμο ήϦϥ Ϭ► βϓΦΤςΞΤρ

Μμθṳ ϜήϦοΜϥʻICERΥWTPτϢμο ήϦϥ ϢϤ‰Μρʺ ῟ᴮψ Ϥʺζχ ϢϤ Μρ

῟ᴮΥ ϦοΜϥρ ήϦϥʻ

- ICERχ τψ τ ᶎם Υ μοΜϥӮʺự πψ Ὣᴮχ τӰ Ϭ ΠϥּיϜΜϥʻ Πωʺ τ σ

Д˔Ќ χЄІГЭΥ  ήϦοΜσΜ ›πψʺ ᶎτWTPϬὓ▄βϥάρψ ΰΜʻ

- μοʺᵈΥ⁯πᾝ∕ם☼ήϦοΜϥˮ⁯ χ◦ ΜӪ◘ᶛτḩβϥ ₰˯χζϜζϜχ Ϟᴬᶘ σ τνΜο

χṳ Ϝ πΚϥʻ ⁯χWTPχ τνΜοϜ ᶎσᾆẕὫᴮΤϣ Φ ήϦθϜχπψσΜʻϘθֽ⁯χWTPϜ∞

ϒχֲốτ ᴂβϥθϛʺ ϬԏΦ Ϋϥṳ Υᾝ∕“ϩϦοΜϥʻ

- ᶎσ ψⱲρẶτ ᴟβϥϜχπΚϤʺכḆτϢϤ ΦΨӰσϥʻ τʺ⁯ ᵧ ᾑ τϢϤӺ Ђ˔РІʾӺ

σςΥ⁯χ ϛϥ χ3ᶤϜΰΨψ1ᶤσςχꜛᾪ πϯϼЈІπΦϥḕẽτΚϥ ⁯ τψʺᴣ Ϭᴣᶊτ ֳ

βϥρΜΞḇᶐΥ ϩμοΜσΜᴦ Υ‰Μρ―ΠϣϦϥʻ

- WTPϬ ϛγτ ᴣϬΰοΜϥ⁯ˢϷ˔ІЕжзϯσςˣϞṌ χ χⱵ τἰϥ σςϬ╥―τΰοϙϥϓΦρχӪᾋ

ϜᾋϣϦθʻ
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8ʿ ᴣὫᴮϬ τᴣᶊ ֳβϓΦΤϬḯϛʺᴣᶊ χ ᶎσ Ὠ χ

- ḼỘχϱрЈрГϰУϬ‰ϛϥθϛτϜˢלχ‰ΜД˔ЌϬ῝ ΰοϜϣΞθϛτϜˣʺ‰ ᴣχ χᴣᶊψ ΫϥρΜ

ΞЄІГЭχϕΞΥ῟ᴮ ρΜΞ◙ ϜΚϥԁ πʺ ῟ᴮΥ ΜΤϣρḼỘΥꜘβӟ τᴣᶊϬ Ϋϥ ϜσΜρ

ΜΞӪᾋϜΚϥʻ

- ῟ᴮ ᴣχὫᴮϬᴣᶊ ֳӟᵰτ►Ξ Ϝṳ ήϦϥϓΦπΚϥʻ Πωʺ ᴣΥ‰ΪϦωᴣᶊχԏΦᴞΫ Ϭᾚ

ϣβρΜΞᴣᶊ χ ϜΚϥʻ τϜʺ ᴣὫᴮΥ‰Μρṍ ήϦϥ τψʺ ₰ṍḧχ Ϟ◦כσςʺᾆẕᵫ

Ⱳ πχϱрЈрГϰУϬ‰ϛϥάρτϜᴂ Υᾁ πΦϥʻ

9ʿ⁯ ϒχ ʾ ˢṳ χ ʺ ᴣ ʺᴣᶊχ ꜘσςˣϬ ᶎτβϥ

- ὲӺ ЄІГЭψ⁯ ΣϢόḆּי ᶨτ ὫβϥГ˔ЫπΚϥʻ⁯ ΣϢόḆּיχ ᵔϬ ϥθϛʺHTA ᴟχ ρ

ὊӳϬ ΤϤϞβΜ π ΰοΜΨṰ Υʺ ϞІГ˔ϼШиЍ˔τψΚϥʻ τHTAψʺ ᵰ⁯τΣΜοHTAχ

τϢϤӺ ϒχϯϼЈІ ᾢΥΤΪϣϦθρΜΞⱧםϜΚϤʺ τᴣ ϬνΪϥάρτὌΥϥρΜΞЈрЄГϰУτσ

ϤϞβΜ ӽπΚϥʻ

- ⁯ Υ₈ᵕχ ῟ᴮ ᴣ ᴟτ ϬⱱνθϛτϜʺṳ χᴦ♪ᴟʾ ᴟΥ πΚϥʻζχθϛτϜЮДϰϯ

Ϝ ᵔϬ ϛʺ‰Μ ṁ χϜρḩἰІГ˔ϼШиЍ˔ΥẸ ΰʺ χᶍ ΥẐϛϣϦϥʻ

- πψʺ Μ πӺ ṐḩϒχТз˔ϯϼЈІΥ ήϦθ⁯ ᵧ ᾑ χϜρӺ Ђ˔РІϬ ΪοΜϥθϛʺ

HTA χӪṰϬ ᵔʾ ΰοϜϣΞάρψ₉ ιρ―ΠϣϦϥʻ⁯ χ ᵔ ʾ Ϭ ΫϥθϛτϜʺӺ ϒχϯ

ϼЈІτνΜοӪ◘Ὠ Ϭ“Ξᾂ ΥΚϤʺϘθ“ϩσΪϦωΜΪσΜρΜΞӪ꜡Ϭᵌ Πήδϥ σӪ꜡ᵠᶗΥ

πΚϥʻ

ᶊ τΰΪο τṳ Υ πΚϥᴿ τνΜοʿ

10ʿ ῟ᴮψ ΜΥ∞ ϒχֲốΥ ΦβΧϥ Υ Πθ∑ʺζχֲốϬЀрЕк˔иβϥθϛχ χ

ṳ χ

- ṍḧπχֲốιΪπσΨʺ ṍ σֲốϞ῟ᴮϜḦϙϥάρτϢμοʺӺ τνσΥϥᶗ σϱЛЦ˔Єдр

Ϭ τ ᴣΰʺϱрЈрГϰУϬνΪοΜΨάρϬᴦ ρβϓΦπΚϥʻ

- ԁ πʺ‰ᶛσϱЛЦ˔ЄдрτϢϤԁⱲ τ βϥ Φσ∞ ϒχֲốϬʺᴡϣΤχἹπ ᴂβϥτΚθμοψʺ῝

π ᴦ σ ὓΥ πΚϥʻ

7ʿӺ ṐṀρӺ πψ ʾ ᴣ σςτΣΜοʺӰσϥϯФк˔ЎϬρϥ

- Ӻ ṐṀψʺӺ τ ϓοṪ Υ ṍḧπṍ πΦϥ ӽπΚϥʻ μοʺ ῇτṌ χ τΣΜο σ

Д˔ЌΥ ϣϦϥ τʺ ῟ᴮΥ ΥϥάρϜ ήϦϥʻẍ τ ΰοΜΨṪ ᴣϬʺςχϢΞτᴣᶊτ ֳΰ

οΜΨχΤ σϥṳ Υ πΚϥʻ

- Ӻ ṐṀψζχ ʺ ᶓᾆẕΥ σΨʺжрЍЭᴟ ᶓ♯ᾓˢRCT: RandomizedControlledTrialx χם☼Υ ΰΨʺ

῟ᴮ ᴣϬ“Ξθϛτ σД˔ЌΥ ϘϤτΨΜʻϘθʺӺ ṐṀ ӽτψṛ ψ ήσḼỘϜ Ψʺ ῟ᴮ ᴣ

Ϭ ꜛπ“ΞϱрТжσςΥ μοΜσΜʻ μοʺД˔Ќ Τϣ ϘπʺӺ ρψӰσϥ πʺ ΥςχϢΞ

τЂЪ˔ЕΰοΜΨχΤṳ Υ πΚϥʻ
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6ʿϯФйϱЃи χ῝ ʾ Ϭᶎ βϥ

- ϯЈІЮрЕχ Ὣᴮψ ᶎם ϬḯϭπΜϥθϛʺṇνΤΚϥΞκχᴣ Ϭ βϋρνχ◙ ρΰο Ϊ ϦϣϦϥϓ

ΦπΚϥʻ μοʺςϦιΪϯФйϱЃиχ ṁ τ ϬⱱθβΤˢ ᵓזּ χ― ˣτ σ― Υ π

ΚϤʺϯЈІЮрЕρϯФйϱЃиχНжрІρỸ ΪΥ τσμοΨϥʻ

- ζχӮʺϯФйϱЃиπψớϛο‰Μ῝ ΥẐϛϣϦʺכḆϞӺ π ᶎם ΥӰσϥάρϬ― ΰθΞΠπʺӪ◘

Ὠ Ϭ“Πϥ χ  Υ πΚϥʻ

- ϯФйϱЃиψ ῝ᵫπ“ϩϦϥԁ πʺ χ ϜẐϛϣϦϥʻ μοʺḆּי Ϟ τὀϩϥӺ ⱧּיϬψα

ϛρΰθʺЫиЎІГ˔ϼШиЍ˔χ╥ᵊϞ ằϜ βϓΦπΚϥʻṳ ζχϜχϞṳⱧ σςχ῝ᵫϜᴡϣΤχᾁ

Υ πΚϥʻ



YasuhiroSuzuki(ChiefMedical& GlobalHealthOfficer,Vice-Ministerfor Health,Ministryof Health,LabourandWelfare)

YŜȅƴƻǘŜ {ǇŜŜŎƘ мΥ άwŜōŀƭŀƴŎƛƴƎ LƴƴƻǾŀǘƛƻƴ ϧ {ǳǎǘŀƛƴŀōƛƭƛǘȅ -WŀǇŀƴΩǎ ŎŀǎŜ -έ

Changes in the Environment Surrounding the Pharmaceutical Industry

- Theenvironmentsurroundingthe pharmaceuticalindustryhaschangedgreatlyin recentyears. Manycountriesnow facethe problemof

the spiralingmedicalcosts. Takinga look at the top 15 pharmaceuticalsin the world by sales,the numberof biopharmaceuticalson that

list increasedfrom 2 itemsin 2001to 9 itemsin 2015.

- Unlikeconventionalpharmaceuticals,biopharmaceuticalscost more, not only in terms of researchand development(R&D),but alsoin

termsof production. Thisisonecauseof the medicalcostinflation. Theactivitiesof Japanesepharmaceuticalcompaniesarelimited in this

area. Foreignpharmaceuticalcompanieshaveanadvantagein biopharmaceuticals.

- Outsideof Japan,manyglobalpharmaceuticalcompanieshaveshifted toward buyingthe new discoveriesand innovationsfrom start-up

companiesandacademiainsteadof developingtheir own newdrugs. Japanesepharmaceuticalcompanies,on the other hand,tend to do

more in-houseresearchanddevelopment,andthey havefallenbehindwesterncompanies. Thisis the reasonwhyJapanisbehindin R&D

in the biopharmaceuticalmarket.

- Takinga look at publicationtrends in major medicalresearchjournalsby country,Japanis rankedrelativelyhigh in the volumeof basic

researchpapers,but the numberof clinicalresearchpapersbeingpublishedis on the decline. Thereexistsa gapbetweenbasicresearch

andclinicalresearch.

- Pharmaceuticalsin Japancanbe categorizedinto five groups: (1) patent drugs(for whichnew drugpromotionpremiumsare applicable);

(2) brandeddrugsfor which there are no genericsavailable(new drug promotion premiumsare not applicable); (3) brandeddrugsfor

whichtherearegenerics; (4) generics; and(5) drugslistedbefore1967.

- Out of all 19,876 itemslistedannually,genericsaccountfor approximately50%(9,901 items),drugslistedbefore1967(includingChinese

herbalmedicinesandso on) accountfor approximately31%(6,200 items),brandeddrugswith genericsaccountfor approximately8.1%

(1,612 items),brandeddrugswithout generics(newdrugpromotionpremiumsarenot applicable)accountfor approximately6.7%(1,327

items)andverynewandinnovativepatent drugs(newdrugpromotionpremiumsapplicable)accountfor approximately4.0%(799items).

Thelatter 3 accountfor lessthan20%of the total.

- Takinga lookat annualdrugexpenses(9.2 trillion yen),the saleof genericsanddrugslistedbefore1967accountfor approximately21.6%

of the total, while the saleof patentdrugs(newdrugpromotionpremiumsapplicable),whichmakeup asmallshareof the total numberof

itemslisted,accountfor 75%of total drugexpenses.

- In the off-patentmarket,salesof genericsaccountfor approximately90%of all salesin USand70%in EU. In Japan,theyaccountfor about

40%of all sales. Thisnumberis low, but isexpectedto riseup to 80%in the future.

- Thesizeof Japanesepharmaceutical/medicaldevicecompaniesis relativelysmall in comparisonto suchcompaniesin other countries.

With biopharmaceuticals,which require a lot of investment,becomingmore mainstream,the Japanesehealthcareindustry needsto

change.

The Pharmaceutical Industry in Recent Years
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Increased Medical Expenses and the Future of Japanese Medical Policy

- Medicalexpensesgrewby 3.8%in FY2015. Within that, 1.2%wasrelatedto the agingof the population,while another1.5%wasdue to

increasedpharmaceuticalcosts. Theremaining0.9% related to outpatient medicalcare. The increasein pharmaceuticalcostswasnot

attributable to increasesin technicalfees,but to increasesin pharmaceuticalmaterial costs,of which chemotherapydrugsaccountfor

0.77%. In addition,useof the high-costmedicalexpensebenefitsystemison the rise.

- When discussingthe issueof increasedmedical expenses,it is important to look at the issue from mid-to-long-term perspectives.

Innovativedrugsthat havea dramaticimpact,suchpermanentcures,are sometimescost-effective in the long-run. It is not enoughto

thinkof solutionsonlyfor the short-term, suchasrestrictingthe useof chemotherapies.

- Medicalexpensesshouldnot to evaluatedin termsof only a single-yearor the costsof care. It is better to considerthis issuefrom many

perspectives,includingthe economicimpactof havingmorepeopleworkingin goodhealthin society.

- In order to makethe healthcaresystemsustainableafter the mid-21st century,the following4 pointsareconsideredimportant:

¸ (1) Improvethe R&DEnvironment

Goodexamplesare artificial intelligence(AI)andcancergenomeresearch. Both the publicandprivatesectorsshouldcreate

environmentsthat facilitateresearchanddevelopment.

¸ (2) Utilizethe ConditionalExpeditedApprovalSystems

PromoteR&Dand cut unnecessarycostsby expandingthe conditionalexpeditedapprovalsystem,which is only currently

applicableto regenerativemedicines.

¸ (3) Improvethe PostMarketingSurveillance(PMS)

Collectdata cheaplyand rapidly by constructingreal-world (RWD)databasessuch as the Medical Information Database

Network(MEDI-NET). Usethesedatabasesto analyzemedicalinformation(electronichealthrecords,laboratorydata,health

insuranceclaims,etc.), andprovidetentativescientificevidenceon safetyanddrugeffectiveness.

¸ (4) HealthcareTechnologyAssessments(HTA)

Evaluatepharmaceuticalsthat wereapprovedunderrapidconditionsbasedon scientificevidenceobtainedthroughHTA.

- MHLWhascreatedanewschemefor regenerativemedicinesthat enablesmanufacturersto usea conditional,time-limited,andexpedited

approvalprocessoncethe medicinehasbeenprovenefficaciousandprovensafe(underthe he PartialAmendmentof the Pharmaceutical

AffairsAct and other Actsaswell as related legislation). Thisschemehasdrawn globalattention, as it makesWŀǇŀƴΩǎapprovalprocess

amongthe fastestin the world.

- Some are callingfor a drasticreform of the drug pricingsystem,includingthe completeoverhaulof the new drug promotion premium

system. I hopeto seedeeperdiscussionamongall stakeholderson this issue.

The Promotion of Japanese Pharmaceutical/Medical Device Companies
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ShinyaSaito(Professor,GraduateSchoolof HealthSciences,OkayamaUniversity/

President, ISPOR Japan)Academic History of Heath Technology Assessment (HTA)

YŜȅƴƻǘŜ {ǇŜŜŎƘ нΥ ά!ŎŀŘŜƳƛŎ IƛǎǘƻǊȅ ƻŦ IŜŀǘƘ ¢ŜŎƘƴƻƭƻƎȅ !ǎǎŜǎǎƳŜƴǘ όI¢!ύ ŀƴŘ Lǘǎ CǳǘǳǊŜ 5ŜǾŜƭƻǇƳŜƴǘέ

Academic History of Heath Technology Assessment (HTA)

Definitionof HTA

- When discussingHTA,it is important to considerthe definition of terms such as EBM(evidence-basedmedicine),VBM (value-based

medicine),CER(comparativeeffectivenessresearch),andHTAitself.

- The International Societyfor Pharmacoeconomicsand OutcomesResearch(ISPOR)defines HTAas άŀform of policy researchthat

examinesthe short- andlong-term consequencesof the applicationof a healthcaretechnology.έ

- The InternationalNetwork of Agenciesfor Health TechnologyAssessment(INAHTA)definesHTAasάŀmultidisciplinaryfield of policy

analysisthat examinesthe medical,economic,social,and ethical implicationsof the incrementalvalue,diffusion,and useof a medical

technologyin healthcare.έThisisabroaderinterpretationthanL{thwΩǎdefinition.

- WhileEBMfocuseson evidencecreation/synthesisanddecision-makingefficiency,VBMemphasizeseffectivenessandvalue. HTAplaces

importanceon decision-makingin the realworld, typifiedby its useof άǊŜŀƭworld data(RWD).έ

Historyof HTA

- Outsideof Japan: Technologyassessments(TA)were first done in the environmentalfield in the 1960Ωǎin the UnitedStates. TheUnited

Statesestablishedthe Office of TechnologyAssessment(OTA)in 1972, and appliedTAto the evaluationof the federal governmentς

specificallyMedicareandMedicaidςgivingbirth to anewfield,άƘŜŀƭǘƘtechnologyassessments.έUnfortunately,the OTAwasabolishedin

1995dueto budgetcuts. HTAaswe knowit todayis reallythe evolutionof the kindof HTAthat startedto be donein Europein the 1980s.

Manyorganizationsweresetup globallyto promotethiskindof HTAin the 1990s.

- Within Japan: ά¢ŜŎƘƴƻƭƻƎȅassessmentin the medicalŦƛŜƭŘέwasfirst mentionedin the White Paperon Scienceand Technologyby the

Ministryof Education,Science,SportsandCulturein 1974. HTAwastakenup againasa topic of the healthsciencegrantssystemin 1990,

andtheάwŜǾƛŜǿCommitteeon HeathTechnology!ǎǎŜǎǎƳŜƴǘέwassetup in 1996. Eventually,HTAwasreplacedby EBM(evidence-based

medicine)in the discussionsof that Committee. Althoughmanyexpectedat onetime that HTAwouldbe usedto supporteverythingfrom

policymakingto the developmentof guidelines,asof yet, Japanhasnot establishedanyGovernmentorganizationspecializingin HTA. That

said,the ChuikyoCostEffectiveEvaluationCommitteewasestablishedin 2012, andit hashelddiscussionson HTA.

Use of HTA

HTAis typicallyusedfor three mainpurposes: (1) Whenannouncingevaluationstandards; (2)whendevelopingcriteria for drugreimbursement

decision-making; and(3) whenconsideringreimbursementprices

- ManycountriesuseHTAto setreimbursementprices. However,the specificsof eachsystemaredifferent,dependingon whethertheyuse

HTAfor drugreimbursementdecision-makingor not.

- In placeswhereHTAresultsarenot usedascriteria for drugreimbursementdecision-making,it is sometimesthe casethat HTAisusedas

apricebargainingtool. Theresultsof HTAarethen reflectedin drugpricingthroughsuchnegotiations.

- Althoughtherearedifferent prosandconsto everyevaluationmethod,sincethere is the possibilitythat asingleproductmayhaveseveral

prices,dependingon how it is prescribed. Many have proposedthe use of measuressuchas the use of comprehensiveassessment

methods, where several incremental cost-effectivenessratios (ICERs)obtained from analysisresults are weight-averagedby the

proportionof patientsusingthe drugin question.
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Thefollowingdiscussionpointsneedto be takeninto consideration:

Criteriafor SelectingPharmaceuticalsandMedicalDevicesasTargetsof HTA

- Pharmaceuticalanalysisguidelinescannot be applied to medicaldevices. Medical devicesare very different from pharmaceuticalsin

nature. Analysisguidelinesspecificto medicaldevicesareneeded.

- Further discussionsare neededwhen selectingproducts. Issuesto be consideredinclude: is it possibleto increasepremium rates for

innovativeitems in a way that reflectstheir value?How shoulddrug pricingrulesbe adjustedfor items that havea largemarketshare,

takinginto accounttheir impacton the financesof the healthsystem?

- Drugsfor rarediseases,andfor pediatricdiseasesthat lacksufficienttreatment options,shouldbeexemptfrom HTA.

Points to Consider for the Introduction of HTA into Japan

ComprehensiveAppraisalsfromEthicalandSocialPerspectives

- WhenreassessinginnovationsusingHTAin caseswherepriceshavealreadybeenset,it iscrucialthat assessmentsdo not coveraspectsof

the innovationthat havealreadybeenassessed. Furthermore,while drugsfor pediatricdiseasesshouldbe exemptfrom HTA,there may

be casesin which thesedrugsare still subjectto HTAfor adult indications,and in suchcases,it is necessaryto carryout the evaluation

carefully.

- With regardsto severechronicdiseasetreatmentsthat canprolongthe livesof patients,there needsto be carefulbut flexiblediscussions.

Thesediscussionsshouldtakeinto accountsocialandculturalvaluesandconsidercasestudiesfrom other countries,includingthe United

YƛƴƎŘƻƳΩǎEndof LifeScheme(EOL).

- Asfor drugsusedto treat diseaseswith few alternativetreatmentoptions,it ispossiblethat theremaybe disagreementsamongthe third-

party organizationsthat conductcost-effectivenessanalyses,the companiesmakingthe treatments,and patients,regardingtreatment

opportunities,alternativetreatmentpossibilities,andsoon. Theseissuesmustbeaddressed.

- Discussionon the introduction of cost-effectivenessanalyseswas started at Chuikyoas a countermeasureto the impact of expensive

medicaltechnologieson healthcareinsurancebudgets.

¸ TheBasicPolicyon EconomicandFiscalManagementandReform2017states,άόǘƘŜGovernment)will conducta full reform of

the National Health Insurance drug price system by formally introducing cost-effectivenessanalyses,to balance the

Ψǎǳǎǘŀƛƴŀōƛƭƛǘȅof the universalhealthcareǎȅǎǘŜƳΩwith theΨǇǊƻƳƻǘƛƻƴofƛƴƴƻǾŀǘƛƻƴΩandto realizetheΨŀƭƭŜǾƛŀǘƛƻƴof the burden

on the publicandΨƛƳǇǊƻǾŜƳŜƴǘof the qualityof ƘŜŀƭǘƘŎŀǊŜΩin suchawaythat benefitsthe public.έ

- It is important to note that cost-effectivenessanalysesarenot aimedat loweringdrugprices.

- In the UnitedKingdom,the NationalInstitute for HealthandCareExcellence(NICE)hasadvocatedthat the publichasthe legalright to use

drugsrecommendedasbeingcost-effectiveandthe Governmenthasthe responsibilityto offer suchdrugsto the public. NationalHealth

Service(NHS)budgetimpactthresholdsare so high that somedrugshavebeenevaluatedasbeingάŎƻǎǘ-ŜŦŦŜŎǘƛǾŜέbut άƴƻǘŀŦŦƻǊŘŀōƭŜΣέ

whichissomethingthat hasprovokedgreatcontroversythere.

- It is necessaryto establisha consistentand transparentsystemthat ensuresthe independenceof institutionsconductingcost-effective

analysesandprovideshighqualityhealthcareandcost-effectivepharmaceuticalsto the public,while alsoconsideringthe sustainabilityof

the healthcareinsurancebudgets.

Toward the Full-Scale Introduction of HTA
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