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Asia-Pacific Leadership Evening Forum, ISPOR Asia Pacific 2018
Evening Lecture, Meiji Memorial Building, Tokyo, September 10
19:00-19:30  Lecture 1 « Global Trends in HTA : Lessons for Japan »
Louis Garrison, PhD, Professor Emeritus, The CHOICE Institute,
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The University of Washington, USA
19:30-19:50  Lecture 2 « What’s up with HTA in Japan, scientific milestone or
misapplication? »
Isao Kamae, MD, DrPH, Project Professor, Graduate School of Public Policy,
The University of Tokyo, Japan and Chair, ISPOR Asia Consortium
19:50-20:30  Discussions

E R BT R
U vy b UMLK D Louis Garrison #%2> 51X, BAOH HTA EA I L TRO L 9 72
HANREI NI

+ The impact of HTA and cost-effectiveness information on health system resource

allocation depends on:
- Incentives to use the information
+ Insulation from political influence
(--or at least a fair and workable system of checks and balances)

- Stakeholder engagement and process improvement are important.

- Cost-effectiveness analysis metrics (e.g., cost-per-QALY metric) are a useful starting
point,

but need to be augmented to include other considerations, e.g., severity of disease.

- Drug development is a global enterprise, and Japan is a critical contributor.

+ Using HTA and CEA for value-based pricing (VBP) requires a defensible estimate of the
cost-effectiveness threshold, and a reasonable process for updated pricing based on real-
world evidence (RWE).

+ Product-specific R&D costs are irrelevant.

PRTIX. R O HTA BATHIPE A TR E SN FERIC, RO X efE@an®H 5 2 &
ZiER L7z

+ The CMC suggested that the method of averaging multiple ICERs will be changed into
averaging out multiple prices, each of which is determined given each ICER for a different
indication. (as of Aug 22, 2018)

+ This revised method to determine each price first and to average out the multiple prices.
It is utilization by indication to compute the average price. It would not have to be a perfect
estimate to be better than the current system. Yet it does not necessarily give a solution
to justify the algorithmic way for the CMC’s VBP.

- UK was effectively proposing to use WTP threshold to set a VBP for coverage decision.
However, it is not clear whether or not WTP threshold could be used for pricing decision in
Japanese context.

+ Historically speaking, the conventional rules of official price setting for drugs/devices in

Japan was never associated with the concept of WTP threshold in economics. However,
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CMC now says WTP threshold is used for price adjustment. Would it be possible to justify it
beyond the WTP threshold of USD50,000 per QALY?

+ Against WHO'’s vision :

- Not viable in many countries because it does not take into account affordability and

total cost.

- If it is used in isolation (such as Japanese context of ICER-based pricing), it also has

the

potential to exclude other valuable price-negotiation tools such as tendering and price-

volume agreements.

- If VBP is used to justify to extract the full WTP (or over WTP threshold in Japanese
context) of the consumer, it also results in all the surplus being distributed to the
producer rather than also being distributed to the consumer.

BB L DHHHOME. LTOLI RARSOEENE L DN

+ NICE tried “VBP” including “wider societal benefit” (QALY + alpha), but they backed off.
Yet they are still approximately VBP (where V = QALY + cost offsets). The Japanese ICER-
based pricing might be a misleading application of the NICE method.

- In the pilot period since 2016, CMC(*'[% #) has revealed scientific turmoil in methods:
reduction of ICER, weighted average of ICERs for different indications regardless of
different comparators, and arbitrary rule for pricing. It is not appropriate to call it an
example of evidence-based policy making as the CMC intends.

+ We should regard the Japanese HTA as a mixture of science and art (arbitrary
invention), which is too algorithmic and lacking of pharmacoeconomic rationale.

+ The official-price setting over WTP threshold in the Japanese HTA would not be justified
in terms of (pharmaco-)economics.

PLED LS REBRT +—7 AORSR E L TORS ORI, 2019 M6 O HTA HIEEL
TOFEMCIENSND Z & Lo,

MIGA BFFE A 23—
Tulxy b == T Pk EFSREWIEET  WFE T

ZDDBFIEA 83—

W7El 1%  Louis Garrison, PhD, Professor Emeritus, The CHOICE Institute,
The University of Washington, USA
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