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HTA Target product (Excluding products that have been analyzed) : as of Oct 13, 2021
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HTA Target product (Products for which analysis has been completed) : as of Aug 4, 2021
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Some thoughts on the process
In comparison with regulatory applications and insurance
coverage applications

« Speed of response by the company

v'In regulatory affairs and insurance, companies want a short process, whereas in cost-
effectiveness assessment, there is no incentive to be early about the duration.

v'Even in the pharmaceutical and insurance fields, once the dates for subcommittees
and professional organizations are set, they are sometimes required to respond at an
unreasonably fast pace, and | wonder if there is much difference.

« Decision-makers/involved parties

v'In pharmaceutical affairs and insurance, clinical experts and other experts are
involved in discussions and decisions in a wide range of ways, but it is common for
the government to effectively make decisions before decision-making bodies such as
subcommittees and professional organizations.

v'In cost-effectiveness assessments, the direction of discussion is left to experts rather
than to the government in many aspects, including pre-analysis consultations that
have a major impact on the overall analysis.



Results of a survey
to the supporting members of
ISPOR Japan Section




Qutline of the survey

e Survey period: September 27 - October 2021 8 days
« Survey Target: 11 out of 26 ISPOR Japan Section supporting member companies (10
pharmaceutical companies, 1 medical device company)
e Questions
|.  Org structure related to HTA at your company
Il. Human resources needed for HTA
1. Qualities needed for the person in charge
a. Education (degrees, knowledge, etc.)
b. experience
c. ability
d. Other
2. Expectations for Academia to train HTA personnel
a. Education for corporate personnel
b. Other (e.g., students and other future personnel)
[[l. Difficulties in establishing a system and taking action as a company to do HTA
(including expectations of academia and government to resolve difficulties and
concerns)



2. System at your company

Does your company have a department that specializes in cost-benefit assessment (HTA)
systems?

Responses related to "existing departments that can respond as
6 needed
5 « Market Access Department
« Collaboration in the Medical Affairs Department and Data
‘ Science Department
. « Medical Division
« HEOR
2
1
0
There is a There is no There is no
specialized dedicated departmen
department department t that deals
that deals for the HTA with the
with the system, but HTA
HTA there is an system,

system. existing

I e

but it will



3. Required human resources
(1) What qualities do you think are required of the person in charge of the HTA system
at your company?

Education (degrees, knowledge, etc.)

 Expertise in health economics (scientific
expertise and knowledge of the policy
context in Japan)

« Knowledge of the target disease area,
knowledge of clinical epidemiology

« Understanding of the basics and trends of
the Japanese healthcare system, and
knowledge of relevant overseas systems

« Master's level or higher in epidemiology,
health economics, etc. preferred (but not
required, as this will be handled by a

« team)

* Degree: MPH or PhD
(medical/pharmacy/science and math are
also acceptable, but require additional
education)

Experience

« Experience in Japan's HTA system, from pre-

analytical consultation to comprehensive
evaluation and price adjustment, is desirable.
Hh+ years of experience in the pharmaceutical
industry, preferably in health economics,
biostatistics, regulatory affairs, market access,
or project management related work
Experience in promoting a series of project
management activities from planning and
implementation of research in HEOR/CEA
related areas to the creation of outputs such
as papers and conference presentations

« About 3 years in the clinical development or

safety department of a pharmaceutical
company



3. Required human resources
(1) What qualities do you think are required of the person in charge of the HTA system
at your company?




3. Required human resources
(2) What do you expect from academia in order to train people in charge of the HTA
system”

Education for corporate personnel

| would like to see academia provide a number
of educational programs in which companies
can participate (e.g., Keio University's Health
Economics Evaluation Human Resource

Development Program, the University of Tokyo's

HTA Expert Training Course).

In the case of a global company, it is necessary
to communicate with global staff in various
areas such as modeling.

Education from the perspective of medical
economics and other specialties that are not
too bound by the current cost-effectiveness
evaluation system

Acquire the skills necessary to evaluate the
cost-effectiveness of the current situation (at a
level that can be negotiated with C2H)

Expect to be provided with opportunities to
exchange opinions with the authorities.

Other

| would like you to educate yourself on what
HTA is all about.

 [n addition to the academic point of view, we
need to educate our students to acquire a
business sense so that they can be
immediately effective.

e Training of data scientists who can analyze
the receipt database (medical database)

| hope that you will promote education with a
strict curriculum. In particular, | would like to
see a doctoral program for those who will be
in charge of authorities.

| would like to see more people in academia
who can consult with companies about what

they are preparing.




Difficulties for companies in developing and implementing systems

 When educating human resources, we would

« No matter how great the analysis is, it is like them to be accurately educated on the
difficult for HTA staff to stay motivated differences between academic cost-
because they do not want a good effectiveness analysis and the cost-
evaluation when the results are effectiveness evaluation system used for price
downgraded. adjustment.

* In many cases, the construction of « Under the current cost-effectiveness
disease models seems to be somewhat evaluation system, the person in charge of
forced. | feel that if cost-effectiveness HTA in a company may be in a position where
analysis is not conducted using it is difficult to explain from the perspective of
appropriate analytical models, decisions science, and it may be difficult to maintain
based on cost-effectiveness analysis or motivation, as well as to establish a system and
the significance of conducting cost- develop human resources in the company in the
effectiveness analysis in the first place future. | would like to ask academicians to
will be undermined in the future. In order communicate that the HTA system should be
to resolve this issue, epidemiological operated in consideration of the impact on the
data must be enriched so that an development of corporate personnel and, in the
appropriate analysis model can be firmly long term, on the overall human resources

established. involved in HTA.



Discussion of the Survey Results - In Lieu of a
Summary

« With the cooperation of various parties, | believe that the corporate structure is being
developed.
> However, it takes time to develop human resources.
> On the other hand, the disparity between companies (and industries) appears to be

large.

« The situation of HTA staffs of manufactures in a difficult position came to light.

> Where is the problem (Japanese system vs. foreign system, academia vs. reality,

explanation technics)?
v |s the background that HTA is done after the redemption price is determined and used for price
adjustment?

> Can we play a role other than restraining price reductions (e.g., relaxation of market
expansion recalculation, hand-up methodg)

 More learning opportunities for manufacturers



thanks

| would like to express my sincere gratitude to everyone who
cooperated in the survey for ISPOR members, and to Mr.
Higashi, Director, and Mr. Kobayashi, Secretary General of
ISPOR Japan Section, for their efforts in designing and
implementing the survey.
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