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1. Pharmaceutical Pricing and Reimbursement Overview

Comparison
Ta b I eS - Pricing and Reimbursement stakeholders

- Use of HTA

Healthcare system organization

- %EIL:EIJ O)J:IZEKZEE (—¥F|-%E —  Ability to seek regulatory approval and reimbursement at same time
(@

- Use of real-world evidence

— " 174
jjj—:' IJ Ma rket ~  Estimated timelines for pricing and reimbursement

AcceSS G U |da nce"j:)\\ ~  Use of managed entry agreements
7—“<iE
=77

- Use of external reference pricing

- Main drug list or formulary

° 2$E¢E@¥ﬁfﬁtt$§z§7& - Key cost-containment measures

:‘E}Ju 2. Health Technology Assessment Overview

- Health technology assessment stakeholders

® ;(‘:l-%:E:/‘\l _) I/ : -~ HTA compulsory or not
Drugs & Blolog |CS —~  Role of horizon scanning

- Opportunities for early engagement from industry
- Trial data and evidence accepted

- Preferred comparator

- Economic models used

- Explicit or implicit cost-effectiveness threshold

- Perspective used

- Estimated timeline for review 19
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B [Health technology assessment | HTA compulsory or not Role of horizon scanning Opportunities for early | Trial data and evidence accepted |Preferred comparator
m industry
Phiippines. Health Technology Assessment Council] Not compuisary. ot formally used. No opportunites. |- Heta-analysis. [aries and could include current
(HTAC). |- Systematic reviews of randomized-  [standard of care, most widely used
controlled trials. intervention, or no comparator.
|- Randomized-controlied trils.
|- Case-control studies.
|- Hon-analytical studies.
|- Expert opinion.
Wexic [~Ceniro Nacional de Excelenci Teenol |Compuksory. Not formally used

Ggica en Salud (CENETEC; National
(Center for Health Technology.
Excelence).

- Consejo de Saubrigas General
(CSG, General Heakth Council).

(A manufacturer can request a mesting
prior to submission in which the
company may present ciinical data and
health economics.

[ Randomized-controled trils.
|- Meta-analysis of RTCs.

[Therapy to be replaced

‘ZGD—)bb'C”Market Access Guidance”® FEY O %&FRR

United Kingdom

[~Halional nstiute for Care and Reallh
Excellence (NICE).

- Alwales Medicines Group (AVMSG).
- Scottish Medicines Consortium (SMC}.

Not compulsory in England and Wales,
is in Scotiand,

Pharmascan is a common dalabase for
new medicnes that s used by NHS
horizon scanning organizations to
support better financial and service
planning for the introduction of naw
medicines into the NHS.

Early scientific advice faciltates earlier
discussion between manufacturers.
N0 NICE on key elements of HTA,
including appropriate study popuiations,
trial comparators, treatment duration,
endpoints, and econormic analysis.

[~ Randomized-controled irials.

|- Meta-analysis of randomized
controlled trals,

- Systematic review of the existing
relevant cinical iterature.

|- ngirect methods; Non-randomized
and non-controlled evidence.

Standard of care.

Canada

[~ Canagian Agency for Drugs ana
Technologies in Health (CADTH)
(nationaly).

- nstitut national gexcelence en santé

Health and Socisl Services) (Quebec).

ot compulsory but HTA highly
faciitates the procsss.

[CADTH uses horizon scanning to
identify new health technologies fikely
lto have an mpact on the Canadian
lanoscape.

[The Scientific Advice Program is a
consulafive fee-for-service program
provided by CADTH that alows.
pharmaceutical companies to receive
guidancs on early drug development
plans 1o ensure that sufficient evidence|
is obtained for a complete heatn
technology assessment

[~ Freferred trials are pivotal compieted
randomized cinical trials (this includes
phase 2, 3, or & studies and any
nstiution - or vestigator-intiated
RCTs).

|- Hon-rangomized studies.

|- Extension phase studies.

|- Ongoing RCTs, non-RCTs, and
extension phase studies.

Routine carefinerapy to be replaced

cEVOREIVUY

South Korea

Fealth Insurance Review and
[2ssessment (HRA).

Compulsory

In development

Pre-submission consuling meetings.
with HIRA to introduce their drug and
discuss submission requirements,
including choice of utity weights, and
direction of analysis.

[~ Systematic review of randomized
controlled trias.

|- Randomized controlled trisls.

|- Quast-randomized controlled trials.
|- Conort and case control studies
- Case series

|- Expert opinion

Routine care/most commonly
prescribed therapy.

YL R— hzB<

Japan [~ Chuikyo (Central Socialinsurance |Compuisory for selected therapies. |Not formally used Pre-analysis discussions wih [-Randomized-controled trils. [Therapy to be repiaced
Hedical Council). manufacturers undergoing CEA ars |- Unpubiished cinical studiesfirials if
- nationai Insttute of Public Heattn intended to resolve any differences in  [they are deemed appropriate
Center for Outcomes Research and the assumptions of the cost-
Economic Evaluation for Health (C2H). del before moving on
to formal evaiuation
Beiglm [~iationalinstiute for Sickness and | Compuisory Wanufacturers can engage Wih the |- Randomized-controlied trals,

Disabity Insurance (NAMURIZIV).
- Hegicines Reimbursement Commitiee
(CRM).

[Both nationally and as part of
LuxA.

CRIM eariier in the development process|
to ensure optimal trial design and
optimal comparators, as wel as to
provide them with information such as.
detals on efficacy and safety data
fromthe pivotal studies, the number of
patients expected to use their drug,

and licely price discounts.

|- Systematic review of the existing
relevant cinical lterature.

|- indirect methods; Non-randomized
and non-controlled evidence.

- Qualtative research

[Therapy to be replaced.
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