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Introduction “The purpose of this guidebook™

In Japan, the universal health insurance system allows everyone to receive medical care
with peace of mind. Under the public health care insurance system, a "*medical fee system”
has been established for medical freatment performed at insured medical facilities, and the
medical services, prices, requirements, etc., permitted for insured medical freatment are
defined. For medical devices and in vitro diagnostics used in such medical freatment, there is
an “Insured Medical Materials System,” and procedures for insurance coverage are required
in order for new devices and in vitro diagnostics to be used in insured medical freatment.

However, the medical fee system and insured medical materials system are complicated,
and these systems themselves are revised every two years. As a result, some companies, and
especially those considering marketing new medical devices or in vitro diagnostics, have
difficulty understanding the systems themselves and the procedures for insurance application.

Within this context, the first edition of this guidelbook was prepared in 2017, with the hope that
it will serve as areference for many entfities, including companies considering marketing medical
devices, and thus help to promote medical device development in Japan, by infroducing the
medical fee system and the insured medical materials system and by focusing on the steps in
the application procedures and instructions for filing out forms. Additionally, a revised version
was prepared in FY 2020 by adding in vifro diagnostics, taking info account the reforms of the
insured medical materials system made in FY 2018 and 2020. In FY 2022, another revised version
was prepared by adding soffware as a medical device (SaMD) which has been increasing in
recent years. This year, revisions have been made based on revision of the medical fees and
reform of the insured medical materials system in FY 2024.

Regarding the mechanism of the system, simple ferminology may be used or simplified
diagrams may be included since clarity is prioritized. In addition, the system may be subject to
changes due to future revision of the medical fees. Be sure to check the latest laws, regulations,
etc.



1. Overview of the Public Health Care Insurance System

(1) Structure of the public health care insurance system

® Under the public health care insurance system, when a patient receives medical services
from an insured medical facility, the insured medical facility is reimbursed for its "medical
fees" by the insurer and the patient. The specific steps are shown in the figure below. The
patients pay a portion of the medical expenses (30% for those of working age) at the
counter. The insured medical facility then submits the receipt to the Review and Payment
Agency, which reviews it and then bills each insurer, and the insurance benefits are paid
to the insured medical facility through the Review and Payment Agency.

® This medical fee is calculated and billed based on the points table for medical fees. The
points table for medical fees is a list of services (medical treatment) covered by public
medical insurance, and at the same time, it is a price list that specifies the unit price and
the requirements (facility standards and calculation requirements) for calculation
(insurance claim) of each service (medical freatment). The points table for medical fees is
displayed in "points” and not "“yen,” and the current unit price per pointis 10 yen.

® Generally, the amount claimed for insurance will be the "technical fee + specified insured
medical materials fee + medication fee."

Chart 1 Structure of the Public Health Care Insurance System
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(2) What is the System for Medical Expenses Combined with Treatment Outside Insurance
Coverage?

In Japan, when a patient receives an uninsured treatment that is not covered by public
health care insurance, the full amount of the medical cost is borne by the patient,
including tfreatment that would normally be covered by public medical care insurance.
However, even when a patient receives medical freatment that is not covered by public
health care insurance, if it is “evaluation treatment,” “patient-requested treatment,” or
“selective freatment” as specified by the Minister of Health, Labor and Welfare, then it can
be combined with insured medical freatment. In other words, the expenses for the portion
thatis the same asregular medical services (the basic portion such as examinations, testing,
medication, hospitalization fees, etc.) are covered by public health care insurance as
“medical expenses combined with treatment outside insurance coverage” in the same
manner as typical insured medical treatment, and a portion of the expenses is borne by
the patient. Expenses not covered by insurance are at the discretfion of the patient, who
pays the full amount to the insured medical facility.

“evaluation treatment" and "patient-requested treatment" are systems to evaluate
freatment for coverage by insurance, and include medical treatment related to clinical
trials of advanced medical care and medical devices. In confrast, “selective freatment" is
a system that does not assume coverage by insurance and includes medical treatment
by appointment or after-hours treatment, medical procedures that exceed the number of
fimes limited by medical fees, and multifocal infraocular lenses used for lens reconstruction.
This system also involves insurance coverage for medical devices, so understanding the
concept is important.

Chart 2 System for Medical Expenses Combined with Treatment Outside Insurance Coverage

Established by legislative
amendment in 2006
(scope expanded from the Specific
Medical Expenses System)

System for Medical Expenses Combined with
Treatment Outside Insurance Coverage

o Medical care that is approved for use in
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Mechanism of the system for medical expenses
combined with freatment outside insurance coverage
Basic portion Additional portion

(portion covered by insurance, {portion covered
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A A
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* For medical expenses combined with treatment
outside insurance coverage, the requirements for
collecting fees from patients (e.g., posting of
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( o Evaluation freatment

Advanced medical care (Advanced A: 25 Technology, Advanced B: 59
technelogy, as of April 2020)

Medical examinations related to clinical trials of pharmaceuticals,
medical devices, regenerative medical products, efc.

Use of pharmaceuticals, medical devices, and regenerative medical
products after approval by the Pharmaceutical Affairs Act but before the
insurance listing

Offlabel use of drugs listed in the drug price list

(Those for which a marketing approval application has been filed for
partial changes in the dosage and administration, or indicafions)
Offlabel use of medical devices covered by insurance, regenerative
medical products, efe

(Those for which a marketing approval application has been filed for
partial changes in the purpose of use or indications)

Use of SaMD

(after first-stage regulatory approval or intended for reevaluation through
a challenge application)

o Palient-requested treatment
o Selective treatment

Special medical care environment [extra bed charge)
Medical treatment by appointment

After-hours medical care

Initial visit fo a large hospital

Additiondl visit to o large hospital

Hospitalization for 180 days or longer

Medical care in excess of the limit on frequency

Dental gold alloys

Complete dentures with a metal base

Guidance on preventing and management of dental carles in children
Multifocal infraocular lenses used for lens reconstruction
SaMD after the end of the coverage period

Infermittently scanned continuous glucase monitoring system
Freezing and thawing of sperm

L *  long-listed products

Source: MHLW website https://www.mhlw.go.jp/file/06-Seisakujouhou-12400000-Hokenkyoku/0000118805.pdf




(3) Overview of Revision of the Medical Fees

The medical fee system is revised every two years, and the details of the revisions are
discussed at the Cenftral Social Insurance Medical Council (CSIMC), an advisory council
under the jurisdiction of the MHLW (the secretariat is the Medical Economics Division,
Health Insurance Bureau, MHLW).

The CSIMC has expert committees and specialized organizations, as shown in Chart 3.
Those that are mainly related to medical devices (insured medical materials) and in vitro
diagnostics are the Expert Committee on Insured Medical Materials and the Specialized
Organization for Insured Medical Materials. For medical devices (specified insured medical
materials), the Expert Committee on Evaluation of Cost-Effectiveness and Specialized
Organization for Evaluation of Cost-Effectiveness may be involved.

The Expert Committee on Insured Medical Materials deliberates on the rules for calculating
prices for insured medical materials and in vitro diagnostics. The Specialized Organization
for Insured Medical Materials conducts surveys and deliberates on the insurance coverage
of individual specified insured medical materials in normal fimes, and it reviews functional
categories when revisions are made.

Technical fees related to medical devices and in vitro diagnostics are reviewed by the
Subcommittee on Health Technology Assessment of the Special Organization for Medical
Fees, based on the proposals for evaluation of medical technology submitted by
academic societies.

Chart 3 Organizations Affiliated with the Central Social Insurance Medical Council
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University of Tokya)
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discussion of the revision

8 times in FY2014

10 fimes in FY2015
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11 fimes in FY2017
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0 times in FY2019

0 times in FY2020
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rules for calculating prices for insured
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Establishment: 1999
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Medical Center)
About once a year
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Chairman: Toshiaki lizuka [Professor, Graduate School of Economics,
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Specialized Organization for
Insured Medical Materials

Arecs of responsibility: Investigafion
of and deliberation on insurance
coverage for specified insured
med\cc mafer\als and in vitro
diagnos

Esial Ilshmem 2000

Chairperson: Soj Ozawa (Vice
Direclor of Tamakyuryo Hespital]
Commitiee mermbers: Specialized
reviewer of insured medical care
Time: Appreximately once a month
depanding on the dnug price listing
every quarter

Specialized Organization for
Evaluation of
Cost-effectiveness

Areas of respansibility: Investigation
of and deliberation on
cost-effectivenass evaluation for
medicines and medical devices
Establishment: 2014

Chairpsrson: Tomoyuki Takura
(Specially Appointed Professor,
Grodugte School of Medicine, The
University af Tokyof

Committee members: Specialzed
reviewer of insured medical care
Time: A few fimes a year

Source: Documents from the Central Social Insurance Medical Council (March 23, 2022)



Revision of the medical fees will be implemented in the following steps.

In the two years prior to revision of the medical fees, the Cenfral Social Insurance Medical
Council begins discussions for the next revision and necessary surveys. Subsequently, in
parallel with the survey conducted by the Central Social Insurance Medical Council, the
Health Care Insurance Subcommittee and Medical Care Subcommittee of the Social
Security Council deliberate on the basic policy for revision of the medical fees in the year
prior to the revision, and the basic policy for the next revision is compiled around early
December. Then, around late December, the Cabinet determines the revision rate
through the budgeting process (the figure shown as “determination of total medical
expenses,” but to be precise, the “revision rate” is determined and announced). Based on
the basic policy and the revision rate, the Central Social Insurance Medical Council then
deliberates on the setting of points and calculation conditions for individual medical fees,
and it compiles a report on the next revision usually around the beginning of February of
the following year.

These materials from the CSIMC are available on the MHLW website.

Chart 4 Steps in Revision of the Medical Fees

* Revision of the Medical Fees is implemented,
(1) premised on the revised rates determined by the Cabinet through the budget compilation process,
(2) based on the "Basic Policy" formulated by the Health Care Insurance Subcommittee and Medical
Care Subcommittee, Social Security Councill,
(3) by conducting deliberations related to assigning certain points for medical fees in the Cenftral Social
Insurance Medical Council.

Determine the total
medical expenses

o The revision rate is determined through the

I Determine the
budget compilation process

apportionment of medical

Determine the direction

of medical policy expenses
Sy Ee] : Central Social Insurance
Health Care Insurance Subcommitiee -
and Medical Care Subcommittee Medical Council
o Deliberate on basic health care policy o Deliberate based on the "Basic Policy"
o Formulate a “Basic policy” related to decided by the Social Security Council
revision of the medical fees o Discuss on the sefting of points and
cadlculation conditions for individual
medical fee items

Source: Documents from the 166th Social Security Council Health Care Insurance Subcommittee (August 24, 2023)



Chart 5 Schedule for the Revision of Medical Fees in the FY 2024 by the Central Social

Insurance Medical Council (image)

(Draft) Schedule for review of the FY2024 revision of the medical fees by the CSIMC
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{FY2022) Survey

conducted Analysis and discussion Report to the General
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the Results of Revision of the Medical Fees Assembly
Discussion Discussion

o Expert Committee on Drug Prices

o Expert Committee on Insured
Medical Materials

o Expert Committee on Evaluation of
Cost-effectiveness

Commitiee

o Committee on Basic Issues with
Medical Fees
Specialized Organization for
the Medical Fee Survey

< Medical Technology
Evaluation Subcommittee

° Subcommittee on Survey and
Evaluation of Inpatient/Quipatient
Medical Care

o Committee on Conducting Surveys

Meeting for exchange of
opinions on the FY2024
simultaneous revision of the
reimbursement of medical fees

Complilation of results by the Expert Review Committes of the Health Policy Bureau (in April or so)

“1 Also discussed by a Specialized!
Organization

+2 5aMD WG [fentative) sstablished under
a Specialized Organization

* Also discussed by o Specialized Organization

(Part 1) Series (Part 2) Subsequent Series
Acceptance of Proposals Working Group convened Review
@ O ® a
(FY2022) Survey
conducted Analysis and discussion Report fo the General Assembly
Report to the
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Review of questionnaires conducted Assembly
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General
Assembly Survey conducted Publication of results
st 2nd 3rd

Source: Materials from the General Meeting of the Cenfral Social Insurance Medical Council (January 18, 2023)



(4) Overview of the FY 2024 Revision of the Medical Fees

In FY 2024, revision of the medical fees was carried out from the following four basic
perspectives: (1) "Promotion of the attraction and retention of human resources and
reform of working patterns, taking info account the current employment situation”,

(2) “furthering and promoting the community-based integrated care system and
promoting the differentiation, enhancement, and coordination of medical functions,
including a medical digital fransformation, after 2025,” (3) "Promoting safe, reliable, and

quality medical care," and (4) “Improvement of the stability and sustainability of the
medical insurance system through efficiency and optimization.”

For details on revision of the medical fees, refer to the MHLW welsite.
(https://www.mhlw.go.jp/stf/seisakunitsuite /bunya/0000188411_00045.html).

Chart 6 Overview of the FY 2024 Revision of the Medical Fees

Basic Perspectives on and Specific Directions for Revision

(1) Promoting the atfraction and retentfion of human resources and the (3) Promotion of safe, reliable, and quality medical care
reform of working patterns, taking into account the curent [Examples of specific directions]
employment situation
Key Issues

2 Respeonse in light of rising prices, including food and uility costs

o Evaluation of the system to ensure that patients can receive safe and reliable medical care

[Examples of specific directions] o Promotion of evaluation with a focus on outcomes

o Efforts to attract and retain human resources and raise wages for healthcare

o Appropriate evaluation of areas that require focused responses (pediairic care, perinatal care,
professionals emergency care, efc.)

o Improving working conditions, task sharing/task shifting. and promoting team o Promotion of efforts for effective and efficient disease management and prevention of
medical care so that each professional can fully demonstrate a high level of progression in response to the increase in lifestylerelated diseases )
expertise @ Prevention c_vf the progression of oral d\se?oses, improved response fo diminished oral function,

o Evaluation of efforts to promote the use of ICT to Improve operational and promotion of dental care that considers quality of life . )
efficiency and alleviation of harsh working conditions such as long working = Appropriate evaluation of pharmacies according to their family pharmacist role in the

ours community, promotion of the shift of phur_mccy and phurmu_cls? services from item-centered to

o From the perspective of ensuring regional medical care and facilitating person-centered. and evaluation of hespital pharmacist services
functional differentiation, ensuring the establishment of a needed emergency © Promation of the evaluation of ihe role of pharmacies as drug supply bases that meet the
medical care system, including a review fo ensure the effectiveness of needs of local patfients and residents, faking info account the business condifions of
reduced working hours phamacies

o Expanding evaluations based on diverse working patterns

o Appropriate evaluation of innovation and ensuring a stable supply of medical products, with @
o Addressing the uneven distribution of medical personnel and resources view to fransforming the structure of the pharmaceutical industry

(2) Furthering and promoting community-based integrated care systems (4) Improve the stability and sustainability of the health care insurance
for after 2025 and promoting the differentiation, enhancement, system through increased efficiency and appropriateness
coordination of medical functions, including a medical DX [Examples of specific directions]
[Examples of specific directions] = Promotion of the use of generic cugs and biosmilars and reviewing the insurance benefits for
o Effective utilization of medical information and prometion of telemedicine through o Srn%n';eme cr:g?fﬁecmgness evaluation system
promofion of a medical DX

o Appropriate evaluation based on current market prices
o Efforts fo further and promate community-based integrated care systems, including the o Effective utilization of medical information and prometion of telemedicine through promaetion of
. i a medical DX (previously listed)
promofion of medical care that takes everyday activities info account

- - = Y=l o  Evalugtion of inpatient medical care according to patient condition and medical functions
o Coordination and promofion of rehabilitation, nutritional management. and oral care deemed necessary (previously listed)
o Evaluation of inpatient medical care according to patient condition and medical

o Functional differentiation and enhancement of cutpatient medical care (previously listed)
functions deemed necessary

o Promation of efforts for effective and efficient disease management and prevention of
o Functional differentiation and enhancement of cutpatient medical care progression in response to the increase in lifestylerelated diseases [previously listed) )
. 2 Promation of the proper use of medicines through collakorative efforts by physicians. hespital
o Efferts to establish a regional medical care system that con respond to emerging phamacists, and pharmacy pharmaeist
infectious diseases : . o Promotion of the evaluation of the role of pharmacies as drug supply bases that meet the needs
o Evaluation of the functions of family doctors, family dentists, and family pharmacists of local patients and residents, laking inte account the business conditions of pharmacies
o Ensuring quality at-home medical care and visiing nursing (previously listec)

Source: "Basic Perspectives on and the Specific Direction for the Revision” excerpted from the “Overview of the FY 2024
Revision of the Medical Fees,” Medical Economics Division, Health Insurance Bureau, MHLW.



(5) Overview of the Points Table for Medical Fees

® Maedical fees are based on “points” assessed for each form of medical treatment. This
information is summarized in the points table for medical fees, which consists of three
tables: the Points Table for Medical Fees, the Points Table for Dental Fees, and the Points
Table for Pharmacy Fees. The points table for medical fees is a listing that specifies the
scope of insured medical treatment and that can also be regarded as a price list.

® For medical freatments performed at insured medical facilities other than dental clinics,
the amount of the insurance claim (including patient copayments) is calculated based on
the points table for medical fees.

® The points table for medical fees consists of the following:

Chart 7 Composition of the Points Table for Medical Fees

Chapter 1 Basic Treatment Fees
Part 1 Initial Visit Fee and Additional Visit Fee
Section 1 Initial Visit Fee
Section 2 Additional Visit Fee
Part 2 Hospitalization Fees
Section 1 Basic Fee for Hospitalization
Section 2 Points added to the Basic Fee for Hospitalization
Section 3 Specified Hospitalization Fee
Section 4 Basic Fee for Surgery involving a Short-term Stay
Chapter 2 Special Treatment Fees
Part 1 Guidance/Management
Section 1 Guidance/Management Fee
Section 2 Deleted
Section 3 Specified Insured Medical Material Fee
Part 2 At-home Medical care
Section 1 At-home Patient Care and Guidance Fee
Section 2 At-home Care Guidance and Management Fee
Subsection 1 At-home Care Guidance and Management Fee
Subsection 2 Points added to the At-home Care Guidance and
Management Material Fee
Section 3 Drug Fee
Section 4 Specified Insured Medical Material Fee
Part 3 Testing
Section 1 Specimen Testing Fee
Subsection 1 Specimen Testing Fee
Subsection 2 Specimen Testing and Interpretation Fee
Section 2 Deleted
Section 3 Biopsy Fee
Section 4 Diagnostic Puncture and Specimen Collection Fee
Section 5 Drug fee




Section 6 Specified Insured Medical Material Fee
Part 4 Diagnostic Imaging
Section 1 Diagnostic X-ray Fee
Section 2 Diagnostic Nuclear Medicine Fee
Section 3 Diagnostic Computed Tomography Fee
Section 4 Drug Fee
Section 5 Specified Insured Medical Material Fee
Part 5 Medication
Section 1 Dispensing Fee
Section 2 Prescribing Fee
Section 3 Drug Fee
Section 4 Specified Insured Medical Material Fee
Section 5 Prescription Fee
Section 6 Basic Fee for Dispensing
Part 6 Injection
Section 1 Injection Fee
Subsection 1 Injection Fee
Section 2 Sterile Preparation Processing Fee
Section 2 Drug Fee
Section 3 Specified Insured Medical Material Fee
Part 7 Rehabilitation
Section 1 Rehabilitation Fee
Section 2 Drug Fee
Part 8 Specialized Psychiatric Therapy
Section 1 Specialized Psychiatric Therapy Fee
Section 2 Drug Fee
Part 9 Procedures
Section 1 Procedure Fee
Section 2 Points added for Procedures involving Medical Devices
Section 3 Drug Fee
Section 4 Specified Insured Medical Material Fee
Part 10 Surgery
Section 1 Surgical Fee
Subsection 1 Skin/Subcutaneous tissue
Subsection 2 Musculoskeletal system/Extremities/Trunk
Subsection 3 Nervous system/Skull
Subsection 4 Eyes
Subsection 5 Ears/Nose/Throat
Subsection 6 Face/Mouth/Neck
Subsection 7 Chest
Subsection 8 Heart/Blood Vessels
Subsection 9 Abdomen
Subsection 10 Urinary system/Adrenal glands




Subsection 8 Heart/Blood Vessels
Subsection 9 Abdomen
Subsection 10 Urinary system/Adrenal glands
Subsection 11 Genitals
Subsection 12 Deleted
Subsection 13 Surgical Management Fee
Section 2 Blood Transfusion Fee
Section 3 Points added for Surgery involving Medical Devices
Section 4 Drug Fee
Section 5 Specified Insured Medical Material Fee
Part 11 Anesthesia
Section 1 Anesthesia Fee
Section 2 Nerve Block Fee
Section 3 Drug Fee
Section 4 Specified Insured Medical Material Fee
Part 12 Radiotherapy
Section 1 Radiotherapy Management and Treatment Fee
Section 2 Specified Insured Medical Material Fee
Part 13 Pathology
Section 1 Pathology Specimen Preparation Fee
Section 2 Pathology and Interpretation Fee
Chapter 3 Medical Fee for Residents of Long-term Care Health Facilities
(omitted)
Chapter 4 Transitional Measures (omitted)

Each medical fee includes items that specify conditions to calculate (billing insurance) the
points for that fee. These conditions include "facility standards' and "calculatfion
requirements."

Facility standards are the standards that facilities are required to meet. The calculation
requirements are requirements regarding the medical treatments performed and the
applicable patients.
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2. Overview of the Insured Medical Materials System

(1) What is the Insured Medical Materials System<

For medical devices!, the handling of insured medical freatment and procedures for
insurance coverage differ depending on which evaluation category the device belongs
to in terms of insurance. The insurance mechanism for medical devices is called the insured
medical materials system, and it is reviewed every two years as part of the revision of the
medical fees.

This system is based on the ideas presented in the CSIMC Recommendations2in 1993.

Chart 8 Principles for Evaluation of Insured Medical Materials

(Reference) Principles for Evaluation of Insured Medical Materials (from the CSIMC
Recommendations in 1993)

1. Insured Medical Materials that should be Evaluated as Additions to the Technical Fee
(A2)

(1) Those for which the technology used is limited: Example) Ultrasonic coagulation
incision device

(2) Those on loan from medical facilities: Example) Oxygen tank for in-home care

2. Insured medical materials that should be evaluated as an integral part of specific
technical fees on a bundled basis (A2)

Materials integrated with technology: Examples) Laparoscope port,

electroencephalograph

3. Insured medical materials that should be evaluated on average as an integral part of
technical fees on a bundled basis (A1)
Inexpensive materials: Examples) Infravenous blood collection needles, tubes

4. Insured medical materials for which prices should be set (other than 1. to 3.) (B, C1, C2)

(1) Those with a relatively high cost compared to related technical fees: Example)
Artificial heart valve

(2) Those with a large market size: Examples) PTCA catheter, pacemaker

Source: Compiled based on the “Overview of the FY 2022 Reform of the Insured Medical Materials
System: Reference,” Medical Economics Division, Health Insurance Bureau, MHLW

Currently, the insurance coverage categories for medical devices include “Al (bundled),”
“A2 (specifically bundled),” “A3 (existing technology, with changes),” "Bl (existing
functional category),” “B2 (existing functional category, with changes),” “B3 (limited-time
premium for improvement),” "C1 (new function),” "C2 (new technology).” “R
(remanufacturing),” and “F (items nof fit for insurance coverage)” (see Chart 9).

For medical devices that fall under "A1 (bundled)." "A2 (specifically bundled)," or "A3
(existing technology, with changes)," the price of the product is included in the medical
fee points (technical fee).3Therefore, insured medical facilities cannot claim the price of
the medical device separately from the medical fee points (technical fee).

In contrast, for medical devices that fall under "B1 (existing functional category)," "B2
(existing functional category, with changes)," or "B3 (limited-time premium for

! This guidebook uses the terms "medical device" and "insured medical materials” in accordance with legal and system
descriptions. Generally, an "insured medical material' refers to a medical device that is (or will be) covered by insurance,
while "medical device" refers to a medical device in a broader sense, regardless of insurance coverage (insured medical
materials are included in medical devices).

2 The document’s official tifle is the “Recommendations for the Evaluation of Specified Insured Medical Materials," Central

Social Insurance Medical Council (September 24, 1993).

3 More precisely, the devices are referred to as being “evaluated on a bundled basis.”
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improvement, provisional functional category)," insured medical facilities can claim the
price of the medical devices separately from the medical fee points (fechnical fee). In this
case, the price in the insurance claim for the medical device is determined for each
"functional category" of insured medical materials.

® 'B2 (existing functional category, with changes)" involves changes to the definition of the
existing functional category, and "B3 (limited-time premium for improvement)" is the price
for the existing functional category with the limited-time premium for improvement added.

® The price of medical devices that fall under “C1 (new function)” and "C2 (new
technology)” and in which the relevant products are listed as specified insured medical
materials can be claimed by insured medical facilities separately from the medical fee
points (technical fee) asin the case of B1, B2, and B3. However, unlike B1, B2, and B3, they
do not fall into any of the existing functional categories, and therefore a new functional
category is required. In addition, “C2 (new technology)” is for when technology that uses
the medical device is not listed in the points table for medical fees.

® "R (Remanufactured)” is a remanufactured single-use medical device (remanufactured
product)4for which the original medical deviceSbelongs to an existing functional category
or provisional functional category, which does not correspond to C1 or C2, and for which
a new functional category as a remanufactured product is required.

4 This refers to single-use medical devices (medical devices that can be used only once) that have been remanufactured
(inspected, disassembled, cleaned, sterilized, or otherwise treated as necessary for the purpose of new manufacturing
and sales) affer use, that have the same quality, efficacy, and safety as the original medical device, and that have the
same purpose of use or effect as the original medical device.

5 This refers to single-use medical devices that are made available for remanufacturing and that have not yet been

remanufactured.
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Chart 9 Evaluation Categories for Insured Medical Materials

Al (bundled

Evaluated in existing items for medical fees (e.g. sutures and injection needles for venous blood collection) on a bundled basis

A2 (specifically bundled)
Evaluated in existing items for specific medical fees (e.g. ultrasound equipment and an ultrasound examination) on a bundled
basis

A3 (existing technology, with changes)
Evaluate technologies that use the products in existing items for medical fees (involving changes in points of note)

B1 (existing functional category)
Evaluated according to an existing functional category and evaluated separately from technology fees (e.g. coronary stents
and pacemakers)

B2 (existing functional category, with changes)

Evaluated according to an existing functional category and evaluated separately from technology fees (involving changes in
- lizpbimiemeninzine lenel enieengl = e
B3 (limited-time premium for improvement) 1

Evaluated by adding a limited-time premium for improvement to an existing

functional category

Evaluation categories that require
approval from the CSIMC

T

Cl1 (new function
New functional categories are needed, and the technologies that fall under
them have already been evaluated

C2 (new function/new technology)
The technology that uses the product has not been evaluated

(Example: specially processed artificial joints)

1
{ (Example: leadless pacemaker)
A

R (remanufacturing)

Remanufactured products are evaluated according 1_0_0 new functional category

o e e - = - -

|
1
1
r
i
1
i
i
1
i
1
i
1
i
8
i
\

| P P —— -

[ F. ltems not fit for insurance coverage

Source: "“Discussion of the review of the insured medical materials system (Part 1),” Central Social Insurance
Medical Council, Expert Committee on Insured Medical Materials (September 20, 2023)
(Note) The definitions for each evaluation category are provided on pages 1-2 of the appendix to "Handling
of Insurance Coverage of Medical Devices" (Sanjo Nofification No. 0214-5, Noftification HIB No. 0214-
4, February 14, 2024), Noftification from the Director-General of the Health Policy Bureau and the
Director-General of the Health Insurance Bureau, MHLW.
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(2) What are Specified Insured Medical Materials?

® Among insured medical materials, medical materials for which the average cost required
to provide medical materials at insured medical facilities is determined separately are
referred to as “specified insured medical materials.”¢

® For Specified insured medical materials, insurance reimbursement prices (the amounts that
insured medical facilities can claim) are set for each “functional category.” This is called
the “standard material price.”¢ In the points table for medical fees, each medical practice
(tfechnical fee) is indicated in “points,” while the standard material prices are indicated in
"ven."”

® The functional category is defined in the notification as “a category determined by the
Minister of MHLW after hearing the opinions of the Central Social Insurance Medical Councill,
as a group of specified insured medical materials that are recognized as similar in terms of
structure, purpose of use, indications, etc.”s

Chart 10Examples of Specified Insured Medical Materials and their Prices
(Material Price Standards)
Functional category Material price

130 Cardiac Surgery Catheter

(1) Catheter for percutaneous coronary angioplasty

(MGeneral catheter 29,000 yen
(@)Infusion catheter 157,000 yen
(3)Perfusion catheter 146,000 yen
(®)Cutting catheter 110,000 yen
(&®Non-slip catheter 95,000 yen
(6)Restenosis-inhibiting catheter 173,000 yen
(2) Catheter to pass through coronary artery stenosis 36,700 yen

® Each functional category is defined respectively in “Definition of Specified Insured Medical
Materials,”” and products that meet this definition are in the same functional category
and have the same reimbursement prices.

® The standard prices for each functional category are published in Ministry of Health,
Labour and Welfare Notification “Specified Insured Medical Materials and Material Prices
(Material Price Standards).”In principle, the material price standards are revised every two
years as part of revision of the medical fees.

® |If the product does not fall under any of the existing functional categories and does not
fallunder A1, A2, or A3, the need for a new functional category will be examined. In short,
an examination is conducted to determine whether the product falls under C1 or C2
(when listing as a specified insured medical material is desired), and if it is recognized as
C1 or C2, a new “functional category” and reimbursement price will be determined.

¢ These are defined in Chapter 1 of the Appendix to "Standards for calculating insurance reimbursement prices for specified
insured medical materials,” Notification from the Director-General of the Health Insurance Bureau, MHLW, (Notification HIB
No. 0214-3, February 14, 2024).

7 The definitions of each functional category can be found in “The definition of Specified Insured Medical Materials"

(HIB/MED Notification No. 0305-12, March 5, 2024), Notification from the Director of the Medical Economics Division, Health

Insurance Bureau, MHLW, and the Director of the Dental Care Administration, Health Insurance Bureau, MHLW.
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(3) Features of Specified Insured Medical Materials

® Compared to pharmaceuticals, specified insured medical materials have the following
characteristics.

® For specified insured medical materials, the insurance reimbursement prices are
determined for each functional category, which is called “listing by functional category.”
In contrast, insurance reimbursement prices for pharmaceuticals are determined for each

brand, and this is called "brand-specific listing."

Chart 11 Characteristics of the System for Specified Insured Medical Materials
(based on a comparison to pharmaceuticals)

] Pharmaceuticals Specified insured medical materials
Market size Approximately 9.6 trillion yen Approximately 1.1 frillion yen

Usage

Direction of
Innovation

Outline of the
mechanism of
action

Replacement
of products on
the market

Number of high-cost items: over 100 billion
yen: 15 items

Number of products: Approximately 18,000
products

Patients taking medication themselves or
being administered medication at
medical facilities

Focus on novel mechanisms

« After administration, the ingredients
have an effect by acting on the body.
(effects on immunity, genome, efc.)

Older drugs are often sold and used for
long periods of time

Number of high-cost categories: Over 5
billion yen, approximately 50 categories
Number of products: Approximately 1,300
functional categories, approximately
200,000 yen products

Mainly used by physicians (tools for
technology)

Mainly improvements and modifications
based on experience in clinical use (lighter
weight, improved operability, etc.)

» Few of the products themselves
change, and many of them are
implanted in the body over a long
period of time or involve the skill of
physician.

(— An “improvement premium” has
been created)

+ Development and use of products
based on the same principle
Examples: Pacemaker — implantable
cardioverter defibrillator, pain relief
stimulator, efc.

Because improvements and modifications

are constantly being made, older

products are rarely sold or used for a long
period of time.

Source: "“Discussion of the review of the insured medical materials system (Part 1),” Central Social Insurance
Medical Council, Expert Committee on Insured Medical Materials (September 20, 2023)
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(4) History of the System for Specified Insured Medical Materials

In the past, insured medical materials were reimbursed at the purchase price in the
medical facility (purchase price billing). Subsequently, when the CSIMC met in 1993,
general rules for setting prices for medical materials were discussed and
“Recommendations for the Evaluation of Specified Insurance Medical Materials" were
compiled.

Based on the Recommendations, the CSIMC established price calculation rules, taking into
account opinions from related industries, and the system has been reviewed since then.
Based on the discussion of the insured medical materials system up to FY 2002, the system
has been repeatedly reviewed since 2004 from the viewpoint of correcting the difference
between domestic and foreign prices and evaluating innovation in groundbreaking new
medical materials.

Chart 12 History of the Setting of Major Price Calculation Rules under the System for
Specified Insured Medical Materials

Time Maijor responses
« Announcement of film reimbursement prices (classified by function)
October 1958 » Reimbursement for “Splints” and other items at the prefectural purchase

price as “specified medical treatment materials”

* Insurance listing of dialyzers (called "cellophane for dialysis" at the time)
(purchase price reimbursement).

March 1968 + Insurance listing of pacemakers (purchase price reimbursement)

February 1978 * Inclusion of dialyzers in the procedure fee for artificial kidneys

+ Separation of dialyzers from the procedure fee for artificial kidneys
June 1981 ; - : . .

+ Announcement of dialyzer reimbursement prices (classified by function)

* Inclusion of some specified insured medical materials such as surgical
staplers in the procedure fee

* Announcement of reimbursement prices for pacemakers by brand

April 1992 * Insurance coverage of intraocular lenses (evaluated in the procedure fee
from the beginning)

+ CSIMC recommendations (Prices will thereafter be set based on these
recommendations)

Some issues were pointed out. Medical facilities tend to lack cost-

September 1993 consciousness regarding medical materials that are reimbursed at the
purchase price, hampering action by the principle of competition to form
market prices. Reimbursement prices for the same medical supplies vary
among medical facilities.

« Announcement of reimbursement prices for 7 items (*) including artificial
joints (classified by function)

* Artificial joints (knee joints, hip joints), artificial heart valves (mechanical
valves, biological valves), disposable heart-lung machines, balloon
catheters for balloon pumping, catheters for percutaneous coronary
angioplasty

* Announcement of reimbursement prices for 16 items (*) including guide
wires for angiography (classified by function)

* Guide wires for angiography, sheath introducer sets and dilators for
angiography, catheters for angiography, guide wires for catheters used in
percutaneous coronary angioplasty, disposable catheters for placement
in the bladder, optional parts for artificial hip joints and knee joints, internal
splints for fixation, setfs for sclerotherapy for esophageal varices, sets for
endoscopic ligation of esophageal varices, cannulas for extracorporeal
circulation, guiding catheters for catheters used in percutaneous
coronary angioplasty

» Review of the grouping of dialyzers

* Inclusion of special sutures and lower back braces in the procedure fee

» Review of the revision of standard material prices to an extent

» Addition of facility standards for pacemakers, PTCA, etc.

November 1967

April 1990

April 1994

April 1996

April 1998
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* Special exception for FY 2000 only with reduction to an extent (sefting of
the range of adjustment)

April 2000 » Responding to international price fluctuations in precious metals for dental
use (setting of the range of adjustment)

» Review of functional categories of pacemakers, PTCA catheters, and
artificial joints

» Abolition of the prefectural purchase price system (actual purchase price
system)

October 2000 » Outline of the procedures for determining categories for new products
(including provisional prices for C1)

» Outline of the procedures for setting new functional categories when
material prices are revised

« Establishment of expert committee for insured medical materials

* A method for calculating the reimbursement price of specified insured
medical mafterials for new functional categories (C1 and C2) was
developed for the case when the definition of existing functional
categories will be reviewed and for the case when new functional
categories will be established.

* When establishing a new functional category, the comparative method
based on similar functional categories was used as a general rule, and if

Ao there was no similar functional category, the cost calculation method was
pril 2002 .
used to perform calculation.

« If the calculated price differed significantly from the current market price
in other countries, a price adjustment was made to an extent.

* From the viewpoint of optimizing the prices of existing insured medical
materials, re-calculation was implemented for fields that meet certain
requirements.

« Existing functional categories were reviewed when material prices were
revised.

» Review of the standards for price adjustments in calculating the prices of
specified insured medical materials that require the establishment of
new functional categories (C1 and C2)

+ Specified insured medical materials assigned as decision category C1

April 2004 were covered by insurance four times a year.
(Note) C2 (new technology) is covered by insurance when coverage is
extended o the new medical technology.

» Review of price adjustment rules for recalculation

* Review of the revision of standard material prices to an extent

* Insurance coverage four times a year for assigned as decision category
C2 (new technology)

April 2006 . Review of the revision of sTondqrq mg‘reriol price§ fo an exfenf

» Expansion of the scope of specified insured medical materials fo be
examined for pertinence to the conditions for reimbursement

» Review of measures to mitigate sudden changes during recalculation

» Review of adjustment premiums

* Review of the price adjustment rules for new medical materials and in

April 2008 recalculation

» Review of the revision of standard material prices to an extent

* Expression of objection

» Review of the price adjustment rules for new medical materials and in
recalculafion

» Handling of product cost in cost calculation method

» Review of the wording of the requirements for the improvement premium

. » Review of the revision of standard material prices to an extent
April 2010 e - . .

+ Clarification of rules regarding the withdrawal of insurance coverage

+ Clarification of procedures for materials that are extremely difficult to
supply and not fully reimbursed

 Review of rules for occasional revision of the prices of precious metals for
dental use

» Review of the price adjustment rules for new medical materials and in

April 2012 recalculafion

+ Addition of Australia fo the Foreign Price Reference System
» Handling of expenses related to post-marketing surveillance (PMS) in cost
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calculation method

» Review of the requirements for adjustment premiums (clarification of
what is eligible for a premium)

« Establishment of an evaluation for expedited insurance listing

» Response to sudden fluctuations in exchange rates

April 2014

» Review of price adjustments related to new functional categories
(method of calculating average foreign prices, response to products
with a markedly low rafio fo the average foreign price)

Review of the evaluation of innovation related to new functional
categories (continued evaluation of expedited insurance listing, use of
the operating margin in the cost calculation method, special exceptions
for functional categories, addition of requirements for adjustment
premiums)

Matters related to the recalculation of existing functional categories
(review of recalculation rates, response to changes in the consumption
tax rate)

Review of standard material prices

Review of functional categories

Response to ensure a stable supply

April 2016

Review of price adjustments related to new functional categories
(review of comparison standards, refinement of responses to products
with a markedly low ratio to the average foreign price)

Review of the evaluation of innovation related to new functional
categories (evaluation of highly needed medical devices, contfinuation
of evaluation and review of requirements related to expedited insurance
listing, continuation of special exceptions for functional categories,
addition of a concept for recalculation based on comparative method
based on similar functional categories, clarification of the concept of
category C2, etfc.)

Review of recalculation of existing functional categories (review of
comparison standards, review of the method of calculating average
foreign prices)

Accelerated insurance coverage

April 2018

Review of price adjustment in new functional categories (review of the
method of calculating average foreign prices)

Review of the evaluation of innovation for new functional categories
(establishment of a challenge application system for products that
require evaluation based on actual past use, establishment of a limited-
time premium for improvement for replacement products, establishment
of a system for deducting the functional category of an existing product
when a new product that is simpler than an existing product is
developed, response to products designated under the SAKIGAKE
approval review and designation system, contfinuation of evaluation and
review of requirements for expedited insurance listing, contfinuation and
expansion of special exceptions for functional categories, and
continuation of evaluation of highly needed medical devices)

Review of recalculation of existing functional categories (review of the
method of recalculating average foreign prices)

Trial infroduction of cost-effectiveness

Establishment and simplification of the procedures for the categories of
insurance coverage for insured medical materials and in vitro
diagnostics

April 2019

Intfroduction of cost-effectiveness evaluation

April 2020

Review of price adjustment in new functfional categories (review of
comparison standards for foreign price adjustments)

Review of the evaluation of innovation for new functional categories (the
adjustment premium in the cost calculation method is changed from
operating profit only to the entire price (the price calculated before the
premium is applied), establishment of a premium rate in according to the
extent of cost disclosure, a premium for products with a markedly high unit
price, price calculation for remanufactured single-use medical devices,
expansion of the applicable products for challenge applications, etc.)

» Review of recalculation of existing functional categories (intfroduction of

18




the recalculation of market expansion, lowering of the lower limit of
recalculated prices based on the average foreign price)

Intfroduction of a special exception for the timing of insurance coverage
Simplification of procedures for insurance coverage for products similar to
those in category B3

Response to ensure a stable supply

Review of evaluation for innovation related fo new functional categories

-Expansion of the scope of applications related to reevaluation based on

actual past use (challenge applications) (medical devices that are

evaluated as an integral part of bundled technical fees and that involve

highly innovative technologies also made eligible)

- Establishment of evaluation of SaMD (medical management premium
for SaMD)

- Review of the evaluation of pioneering medical devices and specific use
medical devices

- Review of adjustment premiums related to new functional categories
(pioneering premium, specific use premium)

Review of foreign price adjustments for newly listed products (review of

April 2022 the method of calculating the average foreign price)

» Review related to recalculation of an existing functional category (review
of comparison standards for foreign price adjustments and the method of
calculating the average foreign price)

» Review of procedures for insurance coverage (both A3 and B2 were
covered the following month when the categories were assigned, an
insurance coverage request form can be submitted for nofification in
relation to the system of procedures to confirm a change plan for a
medical device that will be improved, procedures for insurance coverage
of SaMD)

+ A stable supply of medical devices (standardization of reporting formats)

» Creation of a specialized organization for insured medical materials

» Evaluation of innovation related to new functional categories
- Expansion of the scope of applications for reevaluation based on

actual past use (challenge applications)
- Evaluation of economically superior medical devices
- Evaluation of in vitro diagnostics used to test for rare diseases
- Evaluation of SaMD
June 2024 * Review related to the recalculation of existing functional categories

(changes in the comparison standards for foreign price adjustments,
responses to unprofitable functional classifications, and recalculation for
market expansion)

Review of the procedures for insurance coverage (review of the fiming of
insurance coverage, clarification of B2 minor, etc.)

Stable supply of medical devices (e.g., allowing arequest for cooperation
from marketing authorization holders, distributors, industry associations for
alternative products, etc.)

19




(5) What is SaMD?2

Over the past few years, a variety of new programs have been developed and are now
being used thanks to the development of science and technology. Like conventional
medical devices, some of those new products are infended to be used for the diagnosis
or treatment of diseases, so the Pharmaceutical Affairs Law was amended in 2013, and
the Act on Ensuring the Quality, Efficacy, and Safety of Pharmaceuticals, Medical Devices,
etc. (Act No. 145 of 1960, hereinafter referred to as the “"Pharmaceutical and Medical
Device Act”) was enacted. Therefore, standalone programs are also now subject to
regulation under the Pharmaceuticals and Medical Devices Act.

SaMD regulated under the Pharmaceuticals and Medical Devices Act is (1) a program
(software) intended to be a medical device, (2) a program that may affect the life and
health of the patient (or user) if it does not function as infended, and (3) a program with
little or no risk of affecting human life or health.

In addition, general medical devices equivalent to Class | do not fall under the category
of SaMD.

Chart 13 The Concept of the Pertinence of SaMD under the Pharmaceuticals and
Medical Devices Act

m Programs that meet the definition of a medical device* are pertinent. However, those with little risk of
affecting human life or health in the event of faulty functioning (equivalent to Class 1) are excluded.

m Whether or not an individual program qudalifies as a medical device is determined based on
consideration of (1) the extent of its contribution to determination of treatment strategies, and (2) the
risk involved in the occurrence of malfunctions.

* Definition of medical device Machines,
instruments, etc. infended to be used for the
Probability of risk diagnosis, freatment, or prevention of
disease in humans or animals or to affect the
structure or function of the human or animal
body.

SaMD

* Programs that perform simulations of
radiotherapy and that propose treatment
plans

* Products with a low risk, even if functioning is faulty. For
example, one inwhich a mistake is easily recognizable
by the physician using if.

|
i
i
H | * Programs that analyze the kinetics of drugs
| o - L that require careful administration, such as
r Notusedfor 1 | {Conmbufes little 1 coagulation factor preparations, to assist with
1 . . 1 1 the determination of the administration . .
j  diagnostic 3 1 to the I strategy. Contribution to
urposes I Tdetermination of P——
T R e o ———
I - Electronic : |y strategies 1 P —— - T rateay
I medicalrecords ' | 1 1 { Little or no risk* H strate
I + Presenting P Programs for 1 1
I programs for I i | graphing the 1 I. Programs that calculate drug doses using ||
1 Ilfesfyl_e . 1 1 measure.menfs 1 known methods 1
I meodifications fo 1 i of chemical 1 i 1
] individuals | ol analyzers 1 A 1
\_ _______ _,I ! N e e _..JI S o o
1
1
|

Source: "Outline of the FY 2022 reform of the insured medical materials system (Reference)” (December 22,
2021), Central Social Insurance Medical Council
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® The basic approach to whether a program is a medical device or not is indicated in the
"Guidelines on the Pertinence of Programs as Medical Devices' (Partially revised
PSEHB/MDE Nofification No. 0331-1 and PSEHB/CND Notification No. 0331-4, March 31,
2023).

® |n addition, an “"SaMD Case Study Database” is available on the MHLW websites. This case
studies will explain what sort of programs fall under the category of SGMD.

(6) Evaluation of SaMD

® SaMD with pertinence as a medical device includes, depending on its characteristics,
(1) Products that are evaluated on average as a part of technical fees on a bundled basis,
(2) Products that are evaluated in addition to specific technical fees,
(3) Products that are evaluated in a bundled and integral manner as part of specific
technical fees, and
(4) Products that are evaluated as specified insured medical materials.

® When an insurance coverage request form is submitted, SaMD will, like other medical

devices, be evaluated by the Cenfral Social Insurance Medical Council's Specialized

Organization for Insured Medical Materials based on its characteristics.

Moreover, the FY 2022 reform of the insured medical materials system indicated that

"when evaluating SaMD, the evaluation willinclude its reflection in facility standards, based

on the characteristics of each product taking info account the perspective of reform of

physicians' working patterns"

O and “"Coverage by insurance is not assumed. If a product is selected by the patient and
it is SaMD, the system of selective freatment (the system for medical expenses combined
with freatment outside insurance coverage) may be utilized” as has been done thus far.

Qe

® Examples of the practical use of SaMD are indicated in 4 depictions of programs with
different characteristics.?.

® The details of the FY 2024 revision can be found on the MHLW's welbsite0, and the concept
of evaluation of SaMD in terms of medical fees has been clarified, taking intfo account the
diversity of clinical purposes of use. When SaMD is used by patients for medical
management outside of medical facilities and use of the SGMD improves clinical efficacy in
ferms of medical management in comparison to existing methods, it will, in principle, be
evaluated as a specified insured medical material. Accordingly, "SaMD Guidance and
Management Fees" were created to evaluate guidance related to and management of
medical care using SaMD.

8 https://www.mhlw.go.jp/stf/seisakunitsuite /bunya/0000179749_00004.html
? Pages 10 to 13 in the meeting materials on the MHLW's website
(https://www.mhlw.go.jp/stf/shingi2/0000212455_00038.html)

10 https://www.mhlw.go.jp/content/12400000/001251540.pdf
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Chart 14 Evaluation of Medical Fees for SaMD

In the FY 2022 revision of the reimbursement of medical fees, a new section related to the evaluation of cases involving SaMD use was
included in the medical management section of the points table for medical fees in order to clarify the evaluation of SaMD.
[Table of contents]

N . . Part 1 General Rules
Chapter 2 Specially Designated Medical Fees . The expenses for medical management will be calculated based on the specified points
Part 1 Medical Management —= for each cafeqory in Secfion 1.

R R 2. Inmedical monagemeni, when medical management related fo the use of SaMD is
Section 1 Medical management fee performed or when insured medical matenals specified separately by the Minister of
Section 2 Medical management premium for SaMD Healfh, Labour and Welfare (hereinafler referred To as “specilied insured medical

! —— - ! malerials” in s par] are used, The points calculaled In accordance wifh the sding
Section 3 Specified insured medical materials fee fem and specified poinis In section 2 or section 3 are combined for calculafion.
Medical management fees | + l Medical management premium for SaMD ] and,f or lSpecIﬂed insured medical materials

Source: “Discussion of the review of the insured medical materials system (Part 3),” Central Social Insurance
Medical Council, Expert Committee on Insured Medical Materials (November 17, 2023)

Chart 15 Steps in Insurance Coverage for SaMD

Insurance coverage request form*

5 = Program that falls =
o alion de under the category of ] o5
or SaMD (PMDA a medical da%icf\é ~ Based on efficacy. safety, w2 gj-g
d . L ~ F etc., evaluated by the % g o _8
5 elaled 1o a € n Hozaisen, CSIMC > 3 C'g
oc =2
0 o ol o= Og5
[ D easa
O
d o dicalde =
q Pharmace a * There is a framework (advanced * The following are included depending on the product
a efy Burea medical care) to collect data for characteristics:
coverage by insurance in the system for + Those that are evaluated on average inclusive of technical fees
R d medical expenses combined with + Those that are evaluated in addition fo specific technical fees
nha eutica freatment outside insurance coverage. « Those that are evaluated as an integral part of specific technical
developme fees on a bundled basis
PMDA + Those that are evaluated as specified insured medical materials
S —" = * Based on the company’ s insurance coverage reguest form, if
e the product is more medically useful than existing technology, it is
evdluated by adding the price
ealth Po Program that does Y © P
Burea not fall under the
category of a
medical device When a program is used for purposes that are not deemed to fall under

v

the category of a medical device, there are no restrictions on insured
medical reatment.

el
L
[
~
o}
=

= Those not involve data processing (cenly display, storage, transfer)
* Programs designed fo provide information to users
= Those with little risk of affecting human life or health in the event of faulty functioning

*  To clarify and refine the determination regarding a program’s pertinence as a medical device, specific cases are posted on the MHLW
website as needed.

* Based on the perspective of the reform of physicians’ working patterns, if, for example, assisting physicians with their practice helps to
ensure the same quality of care with fewer healthcare professionals, this may be reflected in facility standards.

* For care that will not be covered by insurance and care selected by the patient, the mechanism of selective treatment (the system for
medical expenses combined with treatment outside insurance coverage) may be utilized.

Source: “Discussion of the review of the insured medical materials system (Part 3),” Central Social Insurance Medical
Council, Expert Committee on Insured Medical Materials (November 17, 2023)
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Chart 16 Criteria for Evaluating the Usefulness of SaMD

[Criteria for evaluation of the usefulness of SaMD] (extracted from of the outline of the FY2024 reform of the insured medical
materials system)

(1) SaMD that facilitates the performance of existing
examinations, the formulation of treatment plans, or
the freatment itself, such as surgery.

» If the use of the SaMD clearly improves the clinical
effectiveness of the existing technology to be
supported, it will be assessed as an addition to the
related technology fee.

» In cases where the number of healthcare

professionals or the deployment of physicians with

specialized knowledge and experience is required
as a facility standard for the existing technology to
be supported, if the use of the SaMD:

+ enables implementation with a smaller number
of personnel,

+ results in treatment performed by physicians
other than those with specialized knowledge
and experience achieving efficacy equivalent
to that of tfreatment performed by physicians
with specialized knowledge and experience,

the facility standard may be relaxed. In cases

where the deployment of healthcare professionals
is not required as a facility standard for the existing
technology to be supported, this alone, in principle,
will not be evaluated as an addition.

If the use of the SaMD reduces the working hours of

healthcare professionals, this alone, in principle, will

not be evaluated as an addition.

v

(2) SaMD necessary for the actual performance of the
intended examinations

» The technology will be evaluated as a whole, including
the parts involving the program, and will be evaluated
in the same way as medical devices in the normal C2
(new technology) category.

(3) SaMD used to control medical devices for medical
freatment

» An evaluation will be conducted when the use of the
SaMD clearly improves the clinical effectiveness of the
medical device to be supported compared to when
the SaMD is not used.

» In this case, if the medical device to be controlled is
evaluated as being included in the technology fees, it
will be evaluated, as a general rule, as an addition to
the technology fees, and if the medical device in
question is a specified insured medical material, the
SaMD itself or the combination of the SaMD and the
medical device to be supported will be evaluated as a
specified insured medical material.

(4

Medical devices used by patients themselves outside
medical facilities for medical management

» In principle, the SaMD will be evaluated as a specified
insured medical material if its use results in improved
clinical effectiveness of medical management or similar
practices compared to conventional methods.

Source: “Clarification of the evaluation criteria for SaMD"” excerpted from the “"Overview of the FY 2024 Revision
of the Medical Fees,” Medical Economics Division, Health Insurance Bureau, MHLW.
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3. Overview of the System for in vitro Diagnostics

(1) Overview of Insurance Coverage for in vitro Diagnostics

The price of in vitro diagnostics is included in medical fees as a "technical fee," and prices
are set for each test rather than for individual in vitro diagnostics (test reagents).
Currently, in vitro diagnostics are classified into three categories for insurance coverage:
"E1 (existing items)," "E2 (existing items with changes),” and "E3 (new items, improved
items)."

"E1 (existing items)" are items that have existing measurement items and a method of
measurement. Specifically, they are existing items for which measurement items and a
method of measurement are both listed in the "Points Table for Medical Fees" or "Notes on
Implementation due to Partial Revision of the Method of Calculating Medical Fees"
(Nofification regarding Points of Note).

“E2 (Existing items with changes)” are items with measurement items that are not new!lbut
the method of measurement is new and items that do not fall under E3.

"E3 (new items, improved items)" are items with measurement items that are new or with
existing measurement items with improved clinical significance’2, convenience, efc.!3due
fo technical improvements.

Chart 17 Evaluation Categories for in vitro Diagnostics

;‘/-

El (existing item
Items with existing measurement items and methods

E2 (existing items with changes)
Iltems that do not have new measurement items but that do have new measurement methods and that
do noft fall under E3

‘I E3 (new items, improved items)
I Items with new measurement items |
or existing measurement items with improved clinical significance or convenience due to
! technological improvements I

_— e e o mm mm mm g m Em Em mm Em oEm Em mm omm m— =

Evaluation categories that require approval from the CSIMC

Source: Prepared based on the “Overview of the FY 2018 Reform of the Insured Medical Materials System,” MHLW

"Measurement items (methods) that are not new" and "Existing measurement items (methods)" mean that the measurement

itfem (method) is already included in the "Points Table for Medical Fees" or the “Notification regarding Points of Note.”
12Improved clinical significance" means that superiority, such as improved sensitivity compared fo existing items or enabling

more accurate identification of diseases or better decisions regarding treatment strategies, has been objectively recognized

in clinical trials.

13"Improved convenience" means being able to concretely prove that a new method or an improvement on an existing
method has increased medical usefulness and economic efficiency. (For details about the footnotes on this page, refer to
"Guidelines for Insurance Coverage of In Vitro Diagnostics” from the Japan Clinical Diagnostics Association)

24



(2) History of Insurance Coverage for in vitro Diagnostics

The procedures for coverage of in vitro diagnostics by insurance were clarified in "Handling
of Rules on Insurance Coverage related to Medical Instruments and In Vitro Diagnostics"
(Notification PB No. 156/Notification HIB No. 9, February 19, 1987) and "Notes on Handling
of the Rules on Insurance Coverage for Medical Instruments and In Vitro Diagnostics"
(PB/EAD Notification No. 12, HIB/MED Notification No. 3, February 19, 1987) and came into
effect on March 1, 1987.

Since then, the system has been reviewed appropriately, and when medical fees were
revised in FY 2014, improved items were added to the definition of the E3 category that
previously included only new measurement items.

Due to revision of the medical fees in FY 2016, in vitro diagnostics, like medical devices,
became subject to deliberation by the Specialized Organization for Insured Medical
Materials and the Expert Committee on Insured Medical Materials.

In the FY 2018 revision of the medical fees, the format for an insurance coverage request
form was announced, the requirements for evaluation categories were revised, and the
procedures to apply for the E2 category were simplified.

In the FY 2024 revision of the medical fees, a new system was established to evaluate in
vitro diagnostics designated by pharmaceutical affairs for use in rare diseases and in vitro
diagnostics for companion diagnostics that are anficipated to seldom be used. In addition,
the revision clearly indicated that if the request only involves adding an additional testing
method to existing test items, like B2 minor for medical devices, and the change is
considered to be minor and approved by the Chairman of the Specialized Organization
for Insured Medical Materials, the change will be classified as E2 minor.
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4. Mechanism of Insurance Coverage for Medical Devices and in vitro Diagnostics
(1) Mechanism of Insurance Coverage for Medical Devices

® The procedures for insurance coverage vary depending on the insurance evaluation
category of the medical device (Chart 18). For details, refer to 5. How to apply for new
insurance coverage."Therefore, the evaluation category for the medical device that you
seek to have covered by insurance needs to be determined before proceeding with the
application procedures. Determining the evaluation category that the SaMD falls under
may be particularly difficult due to its highly individualized nature. In such cases, use of the
"SaMD Consolidated Consultation Desk (General Consultation on SaMD)" as described
below is recommended to conduct pre-consultation.

® Medical devices to be covered by insurance must be approved or certified under the
Pharmaceuticals and Medical Devices Act or a nofification of those devices must be
accepted.

Chart 18 Steps from Application to Insurance Coverage (Insured Medical Materials)

Marketing approval
T B3, C1, C2, R application
process schedule

W
1
l Submission of the “insurance coverage request form” ; -
T i rere—E -
A3 (exisling fechnology, with changes) H i &w:&xzsremmm for
B2 (existing functional category, with \ _ Gl {new function)
1
shanges) , \'1 C2 (new function/new fechnology)

‘f The 1st Specialized Organization for Insured | R {remanufacturing)

v ‘l’ 1 of submission.

i

Al (bundled) Medical Materials |(——I -

A2 (specifically bundled) [ ‘L

B1 (existing functional o X

category) | Notification of the proposed decision ] The marketing -
—T L authorization holder f PaS CT{ R] ot
- eeedeedeeeeeeee | may provide its opinion . The category will be decide
Has no objections i Has objections m;hgofﬁld: ;gﬁglt}i\gfiLgerAgn?L

¥ i : | of submission.
i R ‘L | [c2)
! The 2nd Specialized Organization for Insured | The category will be decided
1 l Medical Materials within five months of the 1st of
: the month following the month
! /
1
L

l Notification of the proposed decision l

r
'

' |

'

'

'

: Agreement by the CSIMC =~ brreerrermessmsssadeommmsennmmr s s S e mmn e e
: ‘L ;.7“ Limited to those decided by |
v Not pertinent or F 7 the last day of the month prior
Covered by insurance E‘ for the desired category ‘ fo the start of application. |

* For SaMD, prior to an examination by the Specialized Organization for Insured Medical Materials (Hozaisen), confirmation will
be made that development, modification, etc. has been completed and sales can begin without delay after insurance
coverage, and the details of the confirmation will be reported at the Hozaisen.

/[Iniﬁoﬁon of insurance coverage]
O Al (bundled): 20 days after the date of submission of the insurance coverage request form (the date of approval or
certification granted for those separately specified on a bundled basis)
O A2 (specifically bundled)/B1 (existing functional category): The 1st of the following month for submissions made by the
10th every month
O A3 (existing technology, with changes) / B2 (existing functional category, with changes): The 1st of the month following
the month in which the category is determined
O CI1 (new function), C2 (new technology)*, B3 (limited-time premium for improvement), R (remanufacturing): Four times
a year (March, June, September, and December)
* For medical devices used to assist in determining the indications for pharmaceuticals, insurance coverage may be
granted, as an exception, from the 1st of the month following the month in which the insurance coverage for the
\ medical device was determined, taking intfo account the insurance coverage status of the pharmaceuticals. /

Source: “(Draft) Outline of the FY 2024 Reform of the Insured Medical Materials System,” Central Social
Insurance Medical Council General Meeting (December 20, 2023).
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(Challenge application)

Some medical devices are implanted in the body for long periods of fime or involve highly
innovative technology, and verifying the final evaluation items before they are covered
by insurance can be difficult. In response, a new system called a "challenge application”
was established in the FY 2018 revision to cover medical devices that are evaluated as
specified insured medical materials among products requiring evaluation based on actual
past use. This system allows for re-evaluation of the pertinence of the product fo new
functional categories once it is covered, based on actual past use, when aspects cannot
be evaluated during product infroduction. The scope of items that are eligible for this
system was expanded in FY 2020.

Chart 19 Examples where a Product’s True Clinical Usefulness is Difficult to Verify Before It is
Covered by Insurance

(Examples where true clinical usefulness is difficult to verify before insurance coverage is granted)
+* The implantable biventricular pacing pulse generator with defibrillation function has been made smaller
and has a larger capacity through use of a stacked battery that uses lithium manganese dioxide.

separator
anode cathode

Long-term data is needed to show that increasing the battery
capacity

- * will extend the life of the device when actually implanted
* and require fewer surgeries for device replacement.
clive view)

(Perspe

Source: “Overview of the FY 2022 Reform of the Insured Medical Materials System,” Medical Economics Division,
Health Insurance Bureau, MHLW

In the FY 2022 revision, medical devices that are evaluated as an integral part of bundled
technical fees and that involve highly innovative technologies were also made eligible for
a challenge application. This means that A1, A2, A3, and C2 also became eligible for
challenge applications.

The FY 2024 revision clarified that applications related to the obtaining of a right to a
challenge can be submitted up to one year after insurance coverage is provided and that
a product is eligible for a challenge application when data are prospectively collected
with the involvement of the marketing authorization holder after acquisition of the right to
a challenge. In vitro diagnostics also became eligible for a challenge application.
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Chart 20: Steps for an Application Related to a Challenge Application (Terminology
Organized)

(Submission of the insurance coverage request form related to a new

listing)
The marketing authorization holder of a medical device who wishes to Application to obtain the
submif a challenge application — right to submit a challenge

shall submit materials that serve as references for plans regarding
methods of data collection and evaluation of the aspects to be
reevaluated with a challenge application

application*

* Referred to as a "right to

.. _J challenge™ in this document

A proposed decision regarding the rationale for submitting a challenge [
application will be formulated after a review by the specialized
organization for insured medical materials

—

Notify the marketing authorization holder of the proposed decision
regarding the rationale for submitting a challenge application

{When submission of a challenge application at the fime of a new listing is deemed appropriate)

[ | 1 -

When submitting a challenge application for | When submitting a challenge application for " I
medical devices that are specified insured medical devices evaluated inclusively in Challenge application” in
medical materials, submit the application in technical fees, submit the application the nofifications

the same manner as a C1 (new function) following the example of a C2 (new
application | function/new technology) application

* If the rationale for submitting a challenge application is accepted, the marketing autherization holder will
regularly report on the status of data collection and clinical results after listing at least once every two years.
However, if there is a valid reason, such as difficulty collecting data, and the withdrawal of a request for
reevaluation of the medical material is accepted, regular reporting thereatter will not be required.

Source: "FY 2024 Review of the Insured Medical Materials System,” Central Social Insurance Medical
Council, Expert Committee on Insured Medical Materials (January 17, 2024)

Chart 21 Steps for a Challenge Application [Specified Insured Medical Material]

Challenge application (specified insured medical materials)

[Usual scheme + Scheme for deferminin? the rationale [Scheme after the right to a challenge application is approved]

for challenge applications
arketing approva

v
' S

Specialized Organization for Insured Medical Materials ]

Submission of the “insurance coverage request form” (a future T (the status of data collection to be reported regularly)
request of reevaluation is pessible af the time of submission or & l
within one year of the listing) 12 4 ||
- i 6 v . - )
[ T ————————— B3 (limited-time premium for | 1§ R‘?fv;ﬁw o Elwl,yﬂh?" Waiver of the right o
B1 (existing functional category) | improvement] i 8 Challenge application (if the evaluation is
iot : = H n a challenge
2 (existing functional category, | C1 (new function) : 6| [request for reevaluation) lower than that at the ach g
. with changes) | C2 (new function/new i 5L - time of listing) application [report on
. . - SR— technclogy) : ; 1_ clml::l l'es]ulls to
i £ Y ate
The 1st Specialized Orﬂg?lezr;:gi:n for Insured Medical I % [ The 1t Specialized Organization for }
(Validity assessment of the decision category and ~ |* i E Insured Medical Materials
future reevaluation) I ]
1% i The marketing
Nolification of The propose The marketing authorization | ¥ | Notification of the proposed autherization holder
decision holder present the plan for | | ecision may provide its
- ¥ data collection and ‘ E opinion
1 i [ evaluation after listing L ! T
Has no objections Has objections T'e Has no objections Has objections
& i ¥ ‘ ¥ ‘
P £
The 2nd Specialized Organization for H f The 2nd Specialized Organization for
Insured Medical Materials E Insured Medical Materials
L 1 ; 3 1
i '
_i__.__ e eeenseesel Nofification of the proposed s ofification of the proposed
I" decision : m decision
T + 3
! v I‘ I by w
H :
H Agreement by the CSIMC . Agreement by the CSIMC
H Not perfinent or F for ]
i the desired category i E
H i3
¥ i il
Covered by insurance l—" Change in price No change in price

Source: "Overview of the FY 2024 Reform of the Insured Medical Materials System," Medical Economics Division,
Health Insurance Bureau, MHLW
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Chart 22 Steps for a Challenge Application [Technology fee included]

Challenge Application (inclusive of technical fee)

[Usual scheme + Scheme for determining the rationale [Scheme after the right o a challenge application is approved]

for challenge applications]
arkefing approval>

Specialized Organization for Insured Medical Materials J

v
'

o m i the status of data collection to be reported regularl
Submission of the “insurance coverage request form” [a future $ [ P 9 )
request of reevaluation is possible at the time of submission or . l
within one year of the listing) i 4 /!

e S | E1 (existing item) i Is i Re_'v;ﬁwclelvc\:!ah:_m Waiver of the right to I

| A1 (bundled) A2 (specifically bundled) | 7 (exishing ems with : hallenge application (if the evaluation is

| A3 [existing technology, with changes) | changes { (request for reevaluation) lower than that at the a challenge

| C2 [new function/new technology) { E3 (new ifems, improved ¥ - time of listing) application (report on

Les S ———— 35 5 538 13 5543 B frems ' clinical results to

== — = : & date)
The 1st Specialized Organization for Insured Medical = The 1st 5 ialized O EOnan
Materials ' e Is peglx‘lzg_ Irﬁgﬂa;\lzg I|(‘.~n or
(Validity assessment of the decision category and " 1 LELC Il LD
future reevaluation) I !
' A The marketing
L : |
Notification of the proposed The marketing autherization | | NCH'CGMUQ of the proposed authorization holder
ecision holder present the plan for | | ecision may provide its
b v data collection and opinion
I L ] evaluation after listing t L i
Hass no objections Has objections I t Has no objections Has objections
i
¥ i g . !

H

The 2nd Specialized Organization for
Insured Medical Materials

|

ofification of the proposed |
decision

The 2nd Specialized Organization for
Insured Medical Materials

L] i

i ,—*—V—‘ - -
Notification of the proposed -

" decisionp P |

v I

Agreement by the CSIMC = ;
Not pertinent or F for :
the desired category :

=~

¥
Subcommittee on Medical
Technology Evaluation
I
Agreement by the CSIMC

(Additional evidence will be collected with the involvement of the marketing authorization holder)

o A ——

v
. i Review of technical fees upon
Covered by insurance RRRRRIM IR IR EN RS SR AN | B R R0 revision of the medical fees I No review for technical fees

Source: "Overview of the FY 2024 Reform of the Insured Medical Materials System," Medical Economics Division,
Health Insurance Bureau, MHLW

If a challenge application is planned, materials that will serve as a reference for the plan
for data collection and evaluation methods for the aspects to be reevaluated through a
challenge application upon submission of an insurance coverage request form need to
be submitted.

The following items are presented as a plan for data collection and methods of evaluating
data after listing.
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Chart 23 Plan for Data Collection and Evaluation in a Challenge Application after a
Product is Covered by Insurance
Plan for Data Collection and Evaluation after Listing

® Applicable patients: Patients for whom this product is applicable
Existing treatments (comparative control): Existing standard treatments for
applicable patients
Current issues: Current clinical issues to be resolved
Efficacy of the product: Efficacy of the product as a solution fo the current issues
Reasons efficacy cannot be evaluated at the time of insurance coverage
Method of evaluation

+ Test type

+  Test purpose

+ Applicable patients

» Number of patients and the rationale for that number

* Enrollment period and evaluation period

» Evaluation items

* Analysis Plan
Source: “"Overview of the FY 2022 Reform of the Insured Medical Materials System,” Medical Economics

Division, Health Insurance Bureau, MHLW
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(Pioneering Medical Devices, Specific Use Medical devices)

® The "SAKIGAKE approval review and designation system” was established to designate
pharmaceuticals that are developed ahead of the rest of the world and that are
expected to have prominent efficacy in the early clinical trial stage and to facilitate early
practical use with various types of support. The system became law as the system for
designation of “Pioneering Medical Devices” by amendment of the Pharmaceuticals and
Medical Devices Act (Article 77-2, Paragraph 2).

® For medical devices to meet largely unmet medical needs, such as those used for
pediatric diseases, “Specific Use Medical devices” have been similarly legislated (Article
77-2, Paragraph 3).

® For pioneering medical devices and specific use medical devices, the evaluation was
reviewed as follows in the FY 2022 revision. If the product is designated as the medical
device, it will receive preferential freatment in terms of evaluation.

Chart 24 Evaluation of Pioneering Medical Devices and Specific use Medical Devices

Evaluation of Pioneering Medical Devices and Specific Use Medical Devices ]
J

Pursuant to Article 77-2, Paragraph 2 or 3 of the Pharmaceuticals and Medical Devices Act, the evaluation of
items designated as pioneering medical devices or specific use medical devices will be reviewed as follows.

Addiﬁor‘_n dge toa cfﬂi’;}’;gi}‘i’\"’;“’;\ﬁf‘:f Excepﬁov_’ws to the
Name Designation requirements di(:igrﬁgﬂosn foreign price iggicehonu\
adjustments gory
(1) Number of patients affected
(2) Medical necessity . 0 O

(3) Development potential

Orphan medical
devices

(1) Breakthrough in tfreatment/diagnostic
methods i}
Pioneering medical (2) Seriousnless_of the target d'\sec:siei K . - J
. I i Mol f g
devices (3) %Egggssy high efficacy against target (#1) (#13)
(4) Intention for early development and
application ahead of the rest of the world

(1) For use in the diagnosis, freatment, or
- . prevention of pediatric diseases (including
Specific use medical addition of indications) . )
devices (2) Significantly under met for the needs for the co oo W
infended use (#2)
(3) Exceptional utility with regard to the intended
use

*1 If the product becomes eligible for a premium due to its being designated as a pioneering medical
device, evaluation for its expedited insurance listing will not be applied.

*2 If the product becomes eligible for a premium due to its being designated as a specific use medical
device, the improvement premium (2) will not be applied.

*3 Name changed from the "SAKIGAKE approval review and designation system,” which is the current
system.

Source: "Overview of the FY 2022 Reform of the Insured Medical Materials System,” Medical Economics
Division, Health Insurance Bureau, MHLW
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(2) Method of Calculating Standard Material Prices for New Functional Categories

® "“New Functional Category” refers to a functional category created to include newly listed
products that are recognized as clearly differing from those defined in existing functional
categories (structure, intended use, efficacy or effectiveness, etc.) due to new
development, invention, orimprovements or innovations in structure, operation, etc.14

® For remanufactured products, a new functional category will be established separate
from the existing functional category that includes the original medical device thatis being
remanufactured as a product.

® There are two methods for calculating standard material prices for a new functional
category: the "comparative method based on similar functional categories” and the
“cost calculation method.”

® In principle, "comparative method based on similar functional categories” is used. The
“cost calculation method” is a special exception only for when there is no similar functional
category.

Chart 25 Method of Calculating Standard Material Prices for a New Functional Category

Those with similar As a general rule: Comparative Method Price adjustment (%)
functional based on similar functional categories
f ; N - If the price exceeds 1.25 times the foreign average
categories P g g
9 - 'L\-,I without an adjustment premium price, the amount will be equivalent to 1.25 times
f ol ) . - the average foreign price.
with an adjustment premium= However, for newly listed products that meet the
tollowing requirements:
. . Ifit exceeds 1.5 times, the amount equivalent fo 1.5 a
. ., Special cases: Cost calculation method fimos Evaluation for
- X expedited
\ New Materials | *  Manufacturing (import) costs (1) Those developed in response to a development insurance
- > . Sales expenses request or public tender made by the MHLW |i5ﬁhg
e +«  General administrative expenses based on the results of a study by the Needs
(including post-markefing Assessment Commitiee (imited fo those that
| surveillance costs) I meet the requirements for evaluation related to
5| e Operoﬁng pI’OﬂT e the Needs Agsessmer]1 Committee)
_ | « Distribution costs /| (2) Orphan medical devices
) : [} (3) Those that have received the innovativeness
Those without *  Consumption tax efc. T G T et e mETThm off 16 er
similar functional ithout diust t . more (including those that meet similar
categories R requirements per the cost calculation method) limited to
ith diust t e (4) Pioneering medical devices medical
with an adjusiment premium (5) Specific use medical devices materials that
meet certain

*The average prices in the UK, US, Germany,
France and Australia (average foreign prices)
are calculated using the following method, and
used for comparison.

requirements.

*1 Adjustment premiums *2 Premium coefficient

Innovativeness premium 50~100%  Ameunt of premium = price before premium x

Usefulness premium 5~30% premium rate x premium coefficient (1) If the highest price is more than 2.5 times the
Improvement premium  1-20% Tevel ot lowest price, the highest price will be excluded.
High probabilt =165 dg\fé?f;”(e 80% or higher | 50% ~80% Les;(;:m (2) If there are three or more counfries with prices,

(gl e Pabilly ) disclosur and the highest price exceeds 1.6 times the
Mquembf‘_‘w prem_\um I 10% c:s;a‘;‘g‘;‘ﬁ 1.0 0.5 02 arithmetic mean of the other prices. the highest
Marketability premium Il 1~5% price is deemed to be equivalent to 1.6 times

Pioneerning premium 10% = Level of disclosure = (part that can be di the arthmetic mean of the other prices.

Specific use premium 10% liotal product cost]
New As a general rule: Calculated by multiplying the price of the functional category to which the original

™ ‘_ ™ . medical device belongs by the remanufacturing coefficient *
Sy S * The remanufacturing coefficient will be 0.7 as a rule but will be determined taking into account the manufacturing
process for the individual remanufactured product

"

" remanufactured
X produc: .

Source: "Overview of the FY 2022 Reform of the Insured Medical Materials System,” Medical Economics
Division, Health Insurance Bureau, MHLW
*In the FY 2024 revision of the medical fees, a cost-effectiveness premium was created in addition to
the adjustment premiums shown in the figure above.

14 The definition is provided in "Standards for calculating insurance reimbursement prices for specified insured medical
materials,” Notification from the Director-General of the Health Insurance Bureau, MHLW, (Notification HIB No. 0214-3,
February 14, 2024).
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(Comparative Method Based on Similar Functional Categories and Cost calculation method)

“"Comparative method based on similar functional categories” refers to a method in which
the standard material price of a similar functional category is used as the standard material
price of the new functional category to which the newly listed product belongs. In cases
where they can be regarded as similar functional categories by combining existing
functional categories or by using differences between functional categories, the sum or
difference of the standard material prices of the existing functional categories may be
used as the standard material price of the new functional category to which the newly
listed product belongs

When sefting the standard material price for a new functional category, if there is an
existing functional category that includes a listed product with the same basic constituent
materials but with a differing length, area, volume, etc., the standard material price of the
similar functional category allocated by the length, area, volume, etc. of the product can
be used as the standard material price of the new functional category to which the newly
listed product belongs, with the existing functional category serving as a similar functional
category.

The “cost calculation method” means a method in which the cost of manufacturing or
importing a newly listed product plus an amount equivalent to sales, general and
administrative expenses, operating profit, distribution costs, consumption tax, and local
consumption tax is used as the standard material price for the new functional category to
which the newly listed product belongs.

(Adjustment Premiums)

When calculating the standard material prices for a new functional category, an
“ (adjustment premium” is allowed if the requirements are met. This includes 1) An
“Innovativeness premium,” 2) A "Usefulness premium,” 3) An "Improvement premium,” 4)
A "Marketability premium (1),” 5) A "Marketability premium (ll),” 6) A "Pioneering premium,”
and 7) A "Specific use premium.”
For the method of calculating the adjustment premium, refer to Appendix Table 1-1 of
the nofification!4,

(Cost-Effectiveness Premium)

Cost-effectiveness premium is an addition to a new functional category when the target
disease and purpose of use are the same, in principle, as those of already listed products,
the clinical efficacy is equivalent or superior, and the product can be a substitute for the
already listed product, and reduction in costs related to the specified insured medical
material is expected compared to the case where the already listed products are used.
For the method of calculating the cost-effectiveness premium, refer to Appendix Table 1-
1 of the notification.
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Chart 26 Adjustment Premiums Related to New Functional Categories

Innovativeness premium 50~100%

New functicnal category to which newly listed products that meet all of the following requirements belong
A A medical device with @ new mechanism that is clinically useful.
B.  The device has objectively demonstrated a higher efficacy or safety than existing devices in a similar
functional category.
C.  The newly listed product is objectively demonsirated to confribute fo the imprevement of freaiments for
the diseases or injuries for which it is intended.

Usefulness premium 5~30%

New functienal category to which the newly listed products that meet one of the three requirements for the
innovativeness premium belong (excluding those eligible for the innovativeness premium)

Improvement premium: 1 to 20% (1 to 10% for those with a high probability)

New functional category to which the newly listed products that meet one of the following requirements belong
(excluding those eligible for the innovativeness premium or the usefulness premium|. Objectively demansirated
means that clinical findings are indicated. However, in cases where no direct clinical benefit has been
demonstrated but a clinical benefit has been demonstrated with a high level of probability, the premium rate will
be 1 to 10%.

A The product is objectivaly demonstrated ta offer, through structural and other innavations, enhanced safety for
nealthcare professionals, such as a reduced risk of occupational intection, compared to existing listed praducts in
@ similar functional category.
The newly listed product is objectively demonstrated, compared 1o existing listed products in a similar functional
calegery, 1o have less of an envionmental impact in lerms of post-use disposal ond relaled processes.

= The produclis objeclively demonslialed lo offer, Ihrough slruclural and olher innevalions, less invasive liealmenl
and reduce Ihe incidence of complicalions (or polients, hersby providing safer ond more eflective realmenl
compared to existing lisled products in a similar unclional colegory.

D, The product is objectively demonstrated to have expanded indications for use. through a smaller, lighter weight. or
design innevations, that include pediatric patients, conmparad to existing listed products in a sinilar functional

+

Marketability premium (1): 10%

New functional category to
which newly listed products
designated as erphan
medical devices belong
pursuant to Arficle 77-2,
Paragraph 1 of the
Pharmaceuticals and Medical
Devices Act

Marketability premium (11): 1 to 5%

New functional category to
which newly listed products
that are deemed fo have a
smaller estimated patient
pulation belong compared
to existing listed productsina
similar functional category.

Pioneering premium: 10%

New functional category to
which newly listed products
designated as pioneering
medical devices belong
pursuant to Arficle 77-2,
Paragraph 2 of the
Pharmaceuticals and Medical
Devices Act.

categary.
E Ihe procedure is objectively demonstrated, through structural and other innovations, fo be able 1o be
more safely and easily compared fo existing listed products in @ similar functional cafegory.
F. The productis objectively demonstiated fo have, through structural and other innovations, improved durability

such as The abilily fo mainiain ils shape or kang-lerm use s possible, compared lo exisling lsled products in a similar
Tunclional calegory.

G.  The producl is objeclively demonshialed 1o have, through siructural and olher innovalions, improved operabiiily
compared o existing listed products in a similar funclional calegery, enabling safer and easier home care for
paticnts.

1. Tho product is abjectivoly domonsirated fe have, compared fo existing listed products in a similar functional
cotegory that use materals derived from humans ar other living organisms (excluding plants) as raw materials or
camponents [hereinatter refermad to as *biologically derved raw materials”), equivalent functions when all
biclogically derived raw materials are excluded,

Specific use premium: 1

New functional category to
which newly listed products
designated as specific use
medical devices belong
pursuant to the Article 77-2,
Paragraph 3 of the
Pharmaceuticals and Medical
Devices Act

Cost-effectiveness premium (3

New functional category to
which newly listed products
belong that are expected to
reduce costs compared to
existing listed products in a
similar functional category

*Amount added with the
cost-effectiveness premium
=0.5 % (Projected cost savings)/
(Estimated average number of
uses of the preduct)

Source: "Overview of the FY 2024 Reform of the Insured Medical Materials System," Medical Economics

Division, Health Insurance Bureau, MHLW
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(Addition Coefficient)

When the cost calculation method is used, the standard material prices are adjusted with
a "premium coefficient" depending on the level of cost disclosure.

The level of cost disclosure refers to the ratio of the amount that can be disclosed to the
Specialized Organization for Insured Medical Materials compared to the total cost of the
product in the cost calculation method.

The premium coefficient is 1.0 for a disclosure level of 80% or more, 0.6 for a level of 50% or
more but less than 80%, and 0.2 for a level less than 50%. If the level of disclosure is low, the
product is evaluated lower when calculating the standard material price.

(Price Adjustment Based on the Average Foreign Price)

In both the "comparative method based on similar functional categories" and the "cost
calculation method," there is a "price adjustment based on average foreign prices."
Basically, if the price exceeds 1.25 times the average foreign price, the amount will be
equivalent to 1.25 times the average foreign price.
< The “Average Foreign Price” is calculated and compared to the average foreign
prices in the UK, US, Germany, France, and Australia.

(1) If the highest price is more than 2.5 times the lowest price, the highest price will
be excluded.
(2) If there are more than three prices and the highest price exceeds 1.6 times the
arithmetic mean of the other prices, the highest price will be deemed to be
equivalent fo 1.6 fimes the arithmetic mean of the other prices.
For newly listed products that meet the following requirements, if the amount exceeds 1.5
fimes, the amount will be equivalent to 1.5 times that amount.
(1) Those developed in response to a development request or public tender made by the
MHLW based on the results of a study by the Needs Assessment Committee (limited to
those that meet the requirements for evaluation related to the Needs Assessment
Committee)
(2) Orphan medical devices
(3) Those that have received an innovativeness premium or a usefulness premium of 10%
or more (including those that meet similar requirements in the cost calculation method)
(4) Pioneering medical devices
(5) Specific use medical devices

(Reference Technology)

When selecting reference technologies, the basic approach is to estimate costs based on
the "2020 Draft Proposal of the Japanese Health Insurance Federation for Surgery” from
the Japanese Health Insurance Federation for Surgery (Gaihoren) and the “Proposal for
Medical Fee Evaluation for Infernal Medicine Techniques ver. 1" from the Social Insurance
Union of Societies Related to Internal Medicine (Naihoren) and then to select a reference
technology with similar aspects.

In addition, if the usefulness of the product in the application is objectively demonstrated
through clinical trial results showing superior freatment outcomes compared to existing
freatments, there is also the option to request a technical fee based on those results,
applying a reference different from that of existing freatments.

In addition, even if the medical device is based on a different principle from already listed
products, similar procedures may be performed. Taking into consideration the usefulness
of the product in the application and the similarity of the procedures, an applicant can
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request that the technical fees for existing treatments serve as a reference.

Thus, references that are deemed appropriate are specified, taking info account the
freatment outcomes of the product in the application, similarities in applicable patients
and procedures, costs, etc.

(Remanufactured Product)

For the standard material price for remanufactured products, the standard material price
for the functional category to which the original medical device of the newly listed
product belongs is multiplied by the remanufacturing coefficient. This amount is
considered to be the standard material price for the new functional category to which
the newly listed product belongs.

The remanufacturing coefficient is generally set at 0.7, but this is to be determined taking
info consideration the manufacturing process for the remanufactured product.

(Special Provisions for Newly Listed Products (Provisional Prices))

For newly listed products that have been approved for insurance reimbursement at a
provisional price, insurance reimbursement will be made at the standard material price for
the functional category to which the existing specified insured medical material that is
deemed to be most similar to the newly listed product belongs in accordance with a
notification indicating the definition of a material until the functional category of the newly
listed product is clarified.

(Cost-Effectiveness Evaluation)

For items that may be subject to cost-effectiveness evaluation, the pertinence of the
designation criteria should be considered. Details of the cost-effectiveness evaluation
system are described in the "Handling of Cost-Effectiveness Evaluations of
Pharmaceuticals, Medical Devices, and Regenerative Medical Products” (Sanjo
Notification No. 0214-3, Notification HIB No. 0214-5, February 14, 2024), notification from the
Assistant Vice-Minister for Pharmaceutical Industry Promotion and Medical Information
Bureau, and the Director-General of Health Insurance Bureau.

(Evaluation for Expedited Insurance Listing)

In the FY 2012 revision, a trial framework for “Evaluation for Expedited Insurance Listing”
was established in order to eliminate device lag.

Eligible items are specified insurance medical materials for which the standard material
prices of newly listed items are calculated via the comparative method based on similar
functional categories or the cost calculation method and which meet the requirements
for adjustment premiums.

For specified insured medical materials that meet all of the following requirements, the
system allows the calculation of 50/100 of the adjustment premium for such medical
devices for two years only, in addition to the price of the new functional category.

(1) The filing of an approval application in Japan under the Pharmaceuticals and Medical
Devices Act is within 180 days of the dafte of completion of a marketing approval
application or a premarket notification in the United States under the Federal Food, Drug,
and Cosmetic Act (FFDCA, FDCA, FD&C), or the filing of an approval application in Japan
under the Pharmaceuticals and Medical Devices Act is earlier than the datfe of the
completion of a marketing approval application or a premarket notification in the United
States under the Federal Food, Drug, and Cosmetic Act. (This includes a marketing
approval application or premarket notification under the Food, Drug and Cosmetic Act to
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the United States).

(2) Of the total review period, the period for the applicant is within 90 days for priority items
that are new medical devices, 180 days for ordinary items that are new medical devices,
and 105 days for improved medical devices with clinical frials.

Chart 27 Evaluation for Expedited Insurance Listing

Countries with a review
system equivalent to Domestic procedures
that of Japan (USA)
Approval | [Markefing Approval Markefing Insurance Covered by
upphccﬂon cpprovul oppllcchom approval Csa‘;elzgge insurance

§ . ! _ Two years from
€ $ : ' i insurance coverage

Evaluation for expedited insurance regardless of price
listing 50/100 of the amount of the revision

1) Time to application | )
adjustment premium

Within 180 days or earlier =
in Japan s}
2 =
£ 15 —=]
o ) 3
(2) Review period New medical — 5] R f g 29
Of that. the period for the applicant W % gE 5 a3
Priority ifems for new medical Within Sy teelt 5 25 o2
devices 90 days < oS £ %
Improved medical devices, with Within 2 5 =
clinical testing 105 days =
Regular items for new medical Within ) ) (every revision) ]
devices 180 days Review of the price based on current market prices

Source: "Key points of the FY 2022 Reform of the Insured Medical Materials System (Reference)" (3.12.22), Central
Social Insurance Medical Council
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5. Methods of Applying for New Insurance Coverage

(1) Steps in Insurance Coverage for Medical Devices

For medical devices for which insurance coverage is desired, nofification under the
Pharmaceuticals and Medical Devices Act should be made or approval/certification
should be received depending on the risk classification. Then, submit an insurance
coverage request form according to the desired category of insurance.

For Al (bundled), A2 (specifically bundled), and B1 (existing functional category), the
company's procedure is completed when the insurance coverage request form is
submitted and accepted, while for other categories, review of an insurance coverage
request form by a specialized organization is required.

For medical devices specified separately among Al (bundled) (medical devices separately
specified on a bundled basis) 5, no written request is required, as insurance coverage begins
on the date of approval or certification, or on the date the notification is accepted. In other
words, the comprehensively separately specified medical device'>is automatically covered
by insurance as Al (bundled) upon approval, certification, or acceptance of notification,
so if insurance coverage is desired under other than Al (bundled) or insurance coverage is
not desired, a "Notice requesting that a device not be classified as decision category Al
(bundled)"1¢ must be submitted before approval is granted.

The main steps from application to insurance coverage are as follows:

Chart 28 Steps from Application to Insurance Coverage (Insured Medical Materials) (Reposted)

Marketing approval
T B3. Cl, C2, R application
¥ process schedule

| Submission of the “insurance coverage request form”

A3 [exisfing fechnology, wilh changes) e e
82 (exisfing functional category, with | — €1 (e fonetion)
chonges) | €2 fnew furclioninew lechnology)
The |R (remanufacturing)
Al {bundled) . J
A2 (specifically bundled)
| Bl (existing functional . "
| calegory) l Nolification of lhe proposed decision ] ”"O_ma*“-'r""‘-’d T
=" a \ holder /183,C1,
I L ma i / The cafegory will be decided
v provide its opinion 18 C
P s dllaetibm within four months of the 1st of
Hos no objeclions Has objeclions \, Ihe monih folowing the monih
5 x of submission.
i v ¥ ‘L [c2)
' Fie 2nd Specidiiz Zolion for msured The category will be decided
| ‘ Me within five months of the 15t of
H the month following the month
| v \ofsubmission. ")
P—— | [ — 4 Nofification of the proposed decision ]
‘ v
P
H
i Agresment by the CSIMC  +ememmmmmeaas o o o i T
' I ~ Limited to those cecided by
¥ v 7 the last day of the month prior
Covered by insurance u .\: to the start of application. )

* For SaMD, prior to an examination by the Specialized Organization for Insured Medical Materials (Hozaisen), confirmation will be
made that development, modification, etc. has been completed and sales can begin without delay afterinsurance coverage,
and the details of the confirmation will be reported at the Hozaisen.

[Initiation of insurance coverage]

O Al (bundled): 20 days after the date of submission of the insurance coverage request form (the date of approval or certification granted for those

separately specified on a bundled basis)

A2 (specifically bundled)/B1 (existing functional category): The 1st of the following month for submissions made by the 10th every month

A3 (existing technology, with changes) / B2 (existing functional category, with changes): The 1st of the month following the month in which the

category is determined

C1 (new function), C2 (new technology)*, B3 (limited-time premium for improvement), R (remanufacturing): Four times a year (March, June,

September, and December)

* For medical devices used to assist in determining the indications for pharmaceuticals, insurance coverage may be granted, as an
exception, from the 1st of the month following the month in which the insurance coverage for the medical device was determined,
taking info account the insurance coverage status of the pharmaceuticals.

(e)e]

o

Source: "Overview of the FY 2024 Reform of the Insured Medical Materials System," Medical Economics Division, Health
Insurance Bureau, MHLW

15 The definition is provided in the "Definition of Medical Devices Subject to Specific Medical Fees" (March 5, 2024, HIB/MED
Notfification No. 0305-11), the nofification by the Director of the Medical Economics Division, Health Insurance Bureau,
MHLW and the Dental Medical Management Officer, Health Insurance Bureau, MHLW.

16 Guidance is provided in the Office of Medical Devices Policy's administrative notice on "“"Sample Entries for the Insurance
Coverage Request Form for a Medical Device” (Administrative Notice, March 6, 2024).
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Chart 29 Procedures and Timing of Insurance Coverage for Each Category

Necessity for Procedures for
submission of a insurance coverage Timing of coverage
request form Hozaisen CSIMC
Al Submission not The date of approval or
* Separately required certification, or the date of
specified on a acceptance of the notification
bundled basis
Al Accepted at any — — 20 business days after receipt of
* Other than fime the request form
separately
specified on a
bundled basis
A2/B1 Accepted at any — — A request form received by the
fime 10th of each month will be
processed on the 1st of the
following month
A3/B2 Accepted at any | Required — The 1st of the month following
time the month in which the
category is determined by the
Specialized Organization for
Insured Medical Materials
B3/C1/C2/R Accepted at any | Required | Required | Four times a year (March, June,
time September, and December)

For medical devices for which Al (bundled), A2 (specifically bundled), or B1 (existing
functional category) is desired, submit the insurance coverage request form according to
the respective category. Medical devices that are deemed appropriate for coverage by
insurance as desired will be covered by insurance at the timing of insurance coverage
specified for each category upon this submission of the insurance coverage request form.
As for the fiming of insurance coverage, Al will be granted insurance coverage as of the
day 20 days (excluding holidays) after the date of receipt of an insurance coverage
request form (the day on which any errors on the form have been corrected). A2 and B1
will be granted insurance coverage, as a general rule, as of the 1st of the following month
if an insurance coverage request form is received (i.e., any errors on the form have been
corrected) by the 10th of each month. For A2 and B1, a nofification addressed to the head
of the Medical Division of the Regional Health and Welfare Bureau will be issued. For A2
and BT, no notification will be issued for “3. Addition of or change in the purpose of use or
effect” by the type of request for insurance coverage.

For medical devices for which A3 (existing fechnology, with changes) or B2 (existing
functional category, with changes) is desired, submit an insurance coverage request form
according to the respective category. During the review of an insurance coverage
request form, a hearing with the applying company will be conducted as needed. After
that, a proposed decision will be formulated after a review by the Specialized
Organization for Insured Medical Materials, and the applying company will be notified of
the details. In the event of an objection to the proposed decision by the Specialized
Organization for Insured Medical Materials, an objection can be registered once. If the
applying company agrees to the proposed decision, insurance coverage will start as of
the 1st of the month following the month in which the decision was made. For A3 and B2,
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a nofification addressed to the head of Medical Economics Division of the Regional Health
and Welfare Bureau will be issued.

For medical devices for which C1(new function), C2 (new technology), B3 (limited-time
premium for improvement/provisional functional category), or R(remanufacturing) is
desired, submit aninsurance coverage request form according to the respective category.
During the review of an insurance coverage request form, a hearing with the applying
company will be conducted as needed. After that, a proposed decision will be formulated
after a review by the Specialized Organization for Insured Medical Materials, and the
applying company will be notified of the details. In the event of an objection to the
proposed decision by the Specialized Organization for Insured Medical Materials, an
objection can be registered once. If there is no objection to the details indicated,
insurance coverage will start following deliberation and approval at the CSIMC General
Assembly Meeting. Medical devices determined to be C1, C2, B3, or R are granted
insurance coverage four times per year as standard. The standard months for the timing
of insurance coverage are March, June, September, and December. In short, those
approved at the CSIMC General Assembly Meetings from December to February will be
granted insurance coverage starting in March, those approved from March to May will be
granted coverage starting in June, those approved from June to August will be granted
coverage starting in September, and those approved from September to November will
be granted coverage starting in December (Chart 30). For C1, C2, B3, and R, a noftification
addressed to the head of Medical Economics Division of the Regional Health and Welfare
Bureau will be issued.

Chart 30 Insurance Coverage Timing for Categories B3, C1, C2, and R

Schedule of the CSIMC Timing of insurance
General Assembly coverage
Meetings”
December to February March
March to May June
June to August September
September to November December

*The CSIMC General Assembly Meeting that is held after the nofification of
the proposed decision by the Specialized Organization for Insured Medical
Materials.
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Chart 31 Steps from Application to Insurance Coverage (Insured Medical Materials)

Marketing approval

l

(1) Consult with the Policy Planning Division for Pharmaceutical Industry Promotion and Medical
Information Management (Sanjo Division) (also available before marketing approval)

Allx) « A2 - B

B3-C1-C2-R

2) Submit a proposal for insurance coverage request form
(including a proposal for attached documents)

E Confirmed and corrected by

*For medical devices
separately specified on a
bundled basis in the Al
category, it is not necessary fo
submit insurance coverage
request forms.

Application Schedule

B3+«C1*R

Within four manths from the 1st
of the month following the
manth of acceptance

c2

Within 5 months from the 1st of
the month following the month
of acceptance

*Excluding cases where a letter

of objection regarding

insurance coverage has been
submitted.

the Sanjo Division
3) Submit the insurance coverage request form (including a
proposal for attached documents)
k4
Accepted | | Accepted
(4) Preparation for the Review
Prepare presentation materials for Medical Economics Division
Hearing by Medical
Economics Division
Submit confirnation of points raised
Preparation of opinion materials (materials for the first
presentation to the Specidlized Organization for Insured
Medical Materials)
Y
Review by the Ist Specialized Organization for Insured
Medical Materials, notification of the proposed decision
o Eo
Has no objections Has objections
E (5)Submit a letter of objection regarding
] insurance coverage
H Review by the 2nd Specialized Organization
i..."u. ==s+ss| foOr Insured Medical Materials, notification of
4 the proposed decision
H
P ¥
: Agreement by the CSIMC |
Y H
Covered by insurance ¥ *’

Al: 20 days after the
request form is
accepted

A2+ Bl: The 1st of the
following month for
those accepted by the
10th of every month

Covered by insurance

A1:A3 - B3: 1st of the month following the month in which the
categories were determined

C1, C2, B3, R: Four times a year (March, June, September,
December) for those approved by the last day of the
month prior fo the start of coverage

Source: Prepared by the Policy Planning Division for Pharmaceutical Industry Promotion and Medical
Information Management, MHLW
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For medical devices that have already been granted insurance coverage under one of

the categories, an insurance coverage request form should be submitted when there is a
change as specified in!” 1(6) or (7) of the notification on methods of submission. If the
notification on methods of submission is not applicable, as a general rule, an insurance
coverage request form cannot be submitted.

If an insurance coverage request form is not submitted properly, insurance coverage

may not be granted. Particularly be careful of the cases like those shown in Chart 32. In
order to prevent cases like those, please ensure that procedures are carried out in
accordance with the relevant notifications and that multiple staff members check the

procedures.

Chart 32 Examples of Cases Where Insurance Coverage may Not Be Granted

Examples

Examples of causes

Failure to submit
an insurance
coverage
request form

* When approval was obtained again as a result of a company
merger

* When a person in charge resigned or was fransferred, and the
duties were not properly handed over

* When insurance coverage became necessary due to a change
in sales policy

* When a product does not meet the definition but is misidentified
as “separately specified on a bundled basis”

 For a product with integrated functional categories, when only
one functional category is submitted

* When there is a change in the "purpose of use or effect" due o
a partial change application

Errors in an
insurance
coverage
request form

» For medical devices that fall under multiple categories in
category A2, when some categories are not listed

* When an incorrect product code was entered

* When the product code for a single product distribution was not
stated

17 Refer to the notification on "Methods of Submitting a Insurance Coverage Request Form for a Medical Device”
(HPB/DPMM Notification No. 0214-2, HIB/MED Nofification No. 0214-2, February 14, 2024).
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(2) Steps in insurance coverage for SaMD

For SaMD, the procedures are basically the same as for other medical devices, and an
insurance coverage request form is submitted according to the insurance evaluation
category. For SaMD in A2 and BT, the appropriateness of the category is to be reviewed
by the Specialized Organization for Insured Medical Materials, and the standard
administrative processing time and timing of insurance coverage will follow A3 AND B2.
Prior to the review by the Specialized Organization for Insured Medical Materials,
confirmation will be made that development and modification is complete and that sales
can begin without delay after the product is covered by insurance. The details of this
confirmation are reported to the Specialized Organization for Insured Medical Materials.

43



(3) Steps in insurance coverage for in vitro diagnostics

For in vitro diagnostics for which insurance coverage is desired, nofification under the
Pharmaceuticals and Medical Devices Act should be made or approval/certification
should be received. Then, submit an insurance coverage request form according to the
desired insurance category.

For E1, the company's procedure is completed when an insurance coverage request form
is submitted and accepted. For E2 and E3, review of an insurance coverage request form
by a specialized organization is essential. Specifically, notification of the proposed
decisions made by the CSIMC's Specialized Organization for Insured Medical Materials
regarding the review and category will be given.

For E1, insurance coverage starts as of the day 20 days after an insurance coverage
request form is submitted and received.

For E2, insurance coverage starts as of the 1st of the following month upon nofification of
the proposed decision by the CSIMC's Specialized Organization for Insured Medical
Materials regarding the category.

For E3, after review and determination of the proposed category by the CSIMC's
Specialized Organization for Insured Medical Materials, insurance coverage starts on the
1st of the following month after approval of the proposed decision at the CSIMC General
Assembly Meeting.

In the event of an objection to the proposed decision by the Specialized Organization for
Insured Medical Materials, an objection can be registered once.

For “items that do not require approval or certification,” insurance coverage begins from
the date of nofification in accordance with Article 23-2-12 of the Pharmaceuticals and
Medical Devices Act.

Chart 16 Procedures and Timing of Insurance Coverage in E1, E2, and E3 Categories

Necessity for Procedures for
submission of a | insurance coverage Timing of coverage
request form Hozaisen | CSIMC
El Accepted at — — The day after 20 days have elapsed since
any time the receipt of the request form
E2 Accepted at Required — The 1st of the month following the month in
any time which the category is determined by the
Specialized Organization for Insured Medical
Materials
E3 Accepted at Required | Required | The Tst of the month following the month in
any time which the category was determined by the
CSIMC General Assembly Meeting
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Chart 34 Steps from Application to Insurance Coverage (in vitro Diagnostics)

Marketing approval

(1) Consult with the Policy Planning Division for Pharmaceutical Industry Promotion and Medical
Information Management (Sanjo Division) (also available before marketing approvail)

2) Submit a proposal for insurance coverage request form
(including a proposal for attached documents)

Confirmed and corrected by

the Sanjo Division
3) Submit the insurance coverage request form (including a
proposal for attached documents)
¥
Accepted | | Accepted
(4) Preparation for the Review
Prepare presentation materials for Medical Economics Division
Economics Division
Submit confirmation of points raised
Preparation of opinion materials {materials for the first
presentation to the Specialized Organization for Insured
Medical Materials)
¥
Review by the 1st Specialized Organization for Insured
Medical Materials, notification of the proposed decision
i P
Has no objections Has objections
: .
E (5)Submit a letter of objection regarding
H insurance coverage
i
H Review by the 2nd Specialized Organization
i ==22s] for Insured Medical Materials, nofification of
[ the proposed decision
"
N | ¥
i Agreement by the CSIMC
L H
¥

v

Covered by insurance

E1: 20 days after
acceptance

Covered by insurance

E2: 1st of the month following the month in which the
category was determined

E3: The 1st of the month following the month in which
health insurance coverage was granted

*For medical devices
separately specified on a
bundled basis in the Al
category, it is not necessary to
submit insurance coverage
request forms.

Application Schedule

E2-E3

Within 5 months from the 1st of
the month following the month
of acceptance

*Excluding cases where a letter
of objection regarding
insurance coverage has been
submitted.

Source: Prepared by the Policy Planning Division for Pharmaceutical Industry Promotion and Medical
Information Management, MHLW
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(4) Methods of Applying for New Insurance Coverage

(1) Consultation with the Office of Medical Devices Policy (available even before marketing
approval)

If insurance coverage for new medical devices, in vitro diagnostics, etc., is considered, pre-
consultation with the Office of Medical Devices Policy, Policy Planning Division for Pharmaceutical
Industry Promotion and Medical Information Management, Health Policy Bureau, Ministry of Health,
Labour and Welfare is recommended regarding whether the applied category is appropriate. The
Policy Planning Division for Pharmaceutical Industry Promotion and Medical Information Planning
(formerly the Economics Division) is primarily responsible for promoting the pharmaceutical industry
in terms of its drugs, quasi-drugs, and medical devices. The division will work with the staff of the
Office of Medical Devices Policy to prepare for insurance coverage of medical devices, in vitro
diagnostics, etfc.

If pre-consultation is desired, send the "Contact Form for a Pre-consultation on Insurance
Coverage” (Form 10-1), which is available on the MHLW website'8, by e-mail (refer to page 138 for
how to fill out the form). Pre-consultation meetings will be held online as a general rule.
Consultations are generally limited to 60 minutes. Although the application for insurance coverage
is to be submitted after manufacturing and marketing approval, pre-consultation can be done
regardless of the status of the manufacturing and marketing approval. After you send the e-mail,
the staff of the Office of Medical Devices Policy will contact you to arrange a date and fime.
Provide meeting materials prepared based on the following information to the extent possible at
least three business days, as a general rule, prior to the meeting. On the day of the consultation,
use the meeting materials to specifically explain the product in the application and which matters
you like consultation on.

Explanation on the day of consultation
(Medical devices) *Including SaMD
[Explanation regarding farget diseases]
® Overview of the target disease and applicable patients for the product in the application
® Current freatments for the tfarget disease (including recommendations in domestic and
international clinical guidelines), their problems, and the needs of the medical field

[Description of the product in the application]

® The background of the development for the product in the application based on the
problems and needs (including an explanafion of the product's characteristics and
improvements compared o existing products)

® How will the product in the application address or solve that problem or need?

® The clinical positioning of the product in the application (whether it is a replacement,
combination, or completely different freatment compared to standard freatments, existing
freatments, and existing listed products) and changes in the flow of freatment (comparison
between the current flow and the flow after infroduction of the product in the application)

® The status of collaboration with relevant academic societies (whether guidelines for proper
use, including requests for early infroduction and requirements for the physician, have been
prepared, and if prepared, those details)

® Evidence that supports the effectiveness of the product in the application compared to
existing listed products

18 https://www.mhlw.go.jp/stf/seisakunitsuite /ounya/0000188411_00045.html

The form is specified in "Methods of Submitting a Insurance Coverage Request Form for a Medical Device” (notification),
and a modifiable form (Word format) is available in the “Sample Entries for the Insurance Coverage Request Form for a
Medical Device” (Administrative Notice) on the MHLW website.
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[Details on the insurance coverage requested]

If you wish to set a new technical fee, please explain the details of the insurance coverage
you would like to receive (including an explanation of the medical fee points and points of
note regarding existing treatments, as well as the details of the requested insurance
coverage for the product in the application and the reasons for selecting the reference
tfechnical fee).

If coverage as a specified insured medical material is desired, whether setting of a similar
functional category is desired and the desired price (if a similar functional category is not
believed o exist, the reason why the product does not fall under any of the existing functional
categories and the details of the new functional category desired. In case of cost calculation,
the breakdown. If a premium is desired, applicable items and an explanation of their
pertinence).

[Schedule]

Details of previous consultations with the Industrial Affairs Division and the status of any
responses (if multiple consultations have been done)
Regulatory status, future schedule /etc.

(In vitro diagnostics)
[Explanation regarding farget diseases]

Overview of the target disease and applicable patients for the product in the application
Current methods of testing for the target disease (including recommendations in domestic
and international clinical guidelines), their problems, and the needs of the medical field

[Description of the product in the application]

The background to the development of the product in the application based on the issues
and needs (including an explanation of the product's features and improvements compared
fo existing products)

How will the product in the application address or solve that problem or need?

The clinical positioning of the product in the application (whether it is a replacement,
combination, or completely different freatment compared to standard freatments, existing
freatments, and existing listed products) and changes in the flow of freatment (comparison
between the current flow and the flow after infroduction of the product in the application)
The status of collaboration with relevant academic societies (whether or not a statement has
been prepared, including a request for early infroduction, the applicable patients for the
product in the application, and a summary of its clinical positioning; if such a statement has
been prepared, its details)

Evidence that supports the effectiveness of the product in the application compared to
existing listed products

[Details on the insurance coverage requested]

® |[f you wish to sef a new technical fee, explain the details of the insurance coverage you
would like to receive (including an explanation of the medical fee points and points of note
regarding existing tests, as well as the details of the insurance coverage you would like for
the product in the application and the reasons for selecting the reference technical fee).

[Schedule]

® Details of previous consultations with the Industrial Affairs Division and the status of any
responses (if multiple consultations have been done)

® Regulatory status, future schedule /etc.
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(2) Pre-Consultation for SaMD

For software as a medical device (SaMD), a consolidated SaMD consultation service is provided
in the "SaMD Consolidated Consultation Desk (General Consultation on SaMD)" at the PMDA in
order to promote the early practical use of the most advanced SaMD. Consultations on SaMD have
thus far been done by the MHLW and the PMDA.

Here, consolidated consultation will be provided from the early stages of the development on
mafttersrelated to 1) pertinence as a medical device (Pharmaceutical and Medical Products Bureau,
MHLW), 2) pharmaceutical development (PMDA), and 3) medical insurance (Policy Planning Division
for Pharmaceutical Industry Promotion and Medical Information Planning, Health Policy Bureau,
MHLW). Refer to the same website?for the form to record the details you wish to discuss and how to
apply for consultation. If the developed product falls under the category of a medical device, an
application for a pre-consultation can be submitted directly to the Office of Medical Devices Policy,
Policy Planning Division for Pharmaceutical Industry Promotion and Medical Information
Management, Health Policy Bureau, Ministry of Health, Labour and Welfare.

Since the evaluation of insurance coverage for SaMD varies widely, development plans and
insurance coverage strategies that take into account the end result of the evaluation of insurance
coverage, including the collection of data necessary for marketing approval/certification and
insurance coverage, are needed.

In addition, MHLW's *MEDical Innovation Support Office (MEDISO)" provides consultation services
to ventures, including individuals, and academia that seek to commercialize pharmaceuticals,
medical devices, regenerative medical products, etc. For details, visit the website?,

(3) Preparation of the Insurance Coverage Request Form

The documents to be submitted in relation to the procedures for insurance coverage of
categories A1, A2, B1, and E1 are as follows. For details on completing forms and where to submit
them, refer to the attachment to the MHLW's notification on “*Methods of Submitting a Insurance
Coverage Request Form for a Medical Device” (HPB/DPMM Notification No. 0214-2, HIB/MED
Notification No. 0214-2, February 14, 2024) and the administrative notice on “Sample Entries for the
Insurance Coverage Request Form for a Medical Device"” (Administrative Notice, March 6, 2024),
and the administrative notice on “Sample Entries for the Insurance Coverage Request Form of an
In Vitro Diagnostic” (March 6, 2024).

(For category Al)

Request ® Insurance Coverage Request Form (decision category Al (bundled))
Form [Appendix 1]
Attached ® A copy of the marketing approval dossier and its attached application
documents form, certification and its attached application form or notification
(For category A2)
Request ® Insurance Coverage Request Form (decision category A2 (specifically
Form bundled)) [Appendix 2]
® Attachment 1 Product Name and Product Code List (if the request form is not
complete)
Attached ® Format for Nofification of Insurance Coverage
documents | ® Application Form for Insurance Coverage of a Medical Device [From 1-1]
® Desired Category and the Rationale for its Selection [Form 2-1]
® A copy of the marketing approval dossier and its attached application form,

certification and its attached application form or notification

19 https://www.pmda.go.jp/review-services/f2f-pre/strategies/0011.html
20 https://mediso.mhlw.go.jp/
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(For B1 category)

Request ® Insurance Coverage Request Form (decision category B1 (existing functional
Form category)) [Appendix 3]

Attachment 1 Product Name and Product Code List (if the request form is not

complete)

Format for Nofification of Insurance Coverage

Application Form for Insurance Coverage of a Medical Device [From 1-1]

Desired Category and the Rationale for its Selection [Form 2-1]

A copy of the marketing approval dossier and its attached application form,

certification and its attached application form or notification

Atftached
documents

(For E1 category)

Request ® Insurance Coverage Request Form [Appendix 1]
Form
Attached ® A copy of the marketing approval dossier and its attached application
documents form, certification and its attached application form

The form for an insurance coverage request form and attached documents (Word file) can be
downloaded from MHLW's website. For more information, refer to “7. Frequently Asked Questions.”

Refer to “6. How to Fill Out the Application Form” for documents to submit and how to fill out the
main forms for categories A3, B1, B2, B3, C1, C2, E2, E3, and R.

If category A3, B2, B3, C1, C2, E2, E3, or R and a challenge application is desired, prepare a draft
of an insurance coverage request form and send it by e-mail to the Office of Medical Devices
Policy. After the Office of Medical Devices Policy checks the entries, it will request additions or
revisions as needed. If the functional category for which listing is desired includes an item that is
subject to cost-effectiveness evaluation, or if the item for which revision is desired can be subject
to cost effectiveness evaluation based on the "Handling of Cost-Effectiveness Evaluations of
Pharmaceuticals, Medical Devices, and Regenerative Medical Products” (Sanjo Notification No.
0214-3, Notification HIB No. 0214-5, February 14, 2024), schedule a pre-consultation with the Office
of Medical Devices Policy since submission of Appendix 13 may be required.

For category Al, A2, B1, or El, there is no prior confirmation of entries, so submit an insurance
coverage request form to the Office of Medical Devices Policy as soon as it is ready. When submitting
under category B1, the functional category for which listing is desired includes an item that is subject to
cost-effectiveness evaluation, schedule a pre-consultation with the Office of Medical Devices Policy
since submission of Appendix 13 may be required.

(4) Submission of the Insurance Coverage Request Form

For category A3, B2, B3, C1, C2, E2, E3, or R, official submission will be made after the completion
of document verification and document revision by the Office of Medical Devices Policy. Please
submit an insurance coverage request form (including attachment documents) on electronic
media to the Office of Medical Devices Policy.
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Please send the following electronic files to the staff at the Office of Medical Device Policy by
mail or other means after saving them on a CD or other storage media (floppy disks and USB
memory sticks are not acceptable). The staff of the Office of Medical Device Policy will contact
you for more details upon formal submission.

® Insurance Coverage Request Form (a copy and the form in one Word file)

® A copy of aninsurance coverage request form (PDF file)

® |atest package insert (PDF file)

® A copy of the marketing approval dossier and its attached application form,

certification and its attached application form or notification (PDF file)

® Aftachments to the marketing approval application or attachments to the certification

(PDF file)
® References (PDF file)

[Address for submission]

Processing fee: none

Address for submission: T 100-8916

Central Government Building No. 5, 1-2-2 Kasumigaseki, Chiyoda-ku, Tokyo

Office of Medical Devices Policy, Policy Planning Division for Pharmaceutical Industry

Promotion and Medical Information Management, Health Policy Bureau, MHLW

Business hours: Monday to Friday 9:30 to 18:15 (excluding public holidays and New Year
holidays)

Method of submission:
Submit documents to the contact desk at the Office of Medical Devices Policy,
Policy Planning Division for Pharmaceutical Industry Promotion and Medical
Information Management, Health Policy Bureau, Ministry of Health, Labour and
Welfare

(5) Preparation for the Review

After the official submission of an insurance coverage request form, a hearing will be held by the
Medical Economics Division, Health Insurance Bureau, MHLW (Medical Affairs Division Hearing),
generally via web conference, prior to the review by the Specialized Organization for Insured
Medical Materials. The Medical Economics Division is in charge of matters related to medical fees
and general affairs of the CSIMC and checks whether the desired functional category of the
product in the application is appropriate and whether the application can proceed to review by
the Specialized Organization for Insured Medical Materials. Therefore, after an insurance coverage
request form is accepted, prepare for a presentation to the Medical Economics Division Hearing
while following the advice of the staff of the Office of Medical Devices Policy. After the Medical
Economics Division hearing, the applicant will be asked to submit a summary memo summarizing
the details of the hearing and any questions asked at the hearing, as well as any supplemental
data (Response fo Points Raised). You will be informed of the details by the staff of the Office of
Medical Devices Policy.
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Outline of the Medical Economics Division hearing

® Generally, a presentation is made by the company to the Medical Economics Division in
the form of a web conference.

® There is no limit on the number of participants from the company (attendance of a
physician or other specialist is recommended)

® Presentation: 20 minutes, Q&A: 40 minutes

® Before the hearing, presentation materials are submitted to the Office of Medical
Devices Policy

® Explanations are given via screen sharing. (In the case of face-to-face meetings,
presentation materials (on paper) will be brought)

® After the hearing, a summary memo of the hearing and a response to the points raised
will be submitted.

Once the response to the points raised is submitted and approved by the Medical Economics
Division, the review by the Specialized Organization for Insured Medical Materials will proceed. On
the day of the review, the applicant will be able to give an explanation in a web conference format
based on the opinion document, and the applicant will receive advice from the staff of the Office
of Medical Device Policy in preparation for this. Presentation time is strictly limited to six minutes, and
exceeding that time is not allowed. In preparation for the review, an insurance coverage request
form along with the aforementioned confirmation of points raised will be submitted by e-mail by
the deadline as instructed by the Office of Medical Devices Policy. You will be informed of the
details by the staff of the Office of Medical Devices Policy. A connection test is conducted
immediately before the hearing.

Outline of the Review by the Specialized Organization for Insured Medical Materials

® A presentation will be made by the company to the committee members of the
specialized organization in the form of a web conference.

® Maximum of 4 participants from the company (attendance of a physician or other
specialist is recommended)

® Presentation: strictly 6 minutes, Q&A: 10 minutes

® Before the review, the opinion presentation materials are submitted to the Office of
Medical Devices Policy

(6) Submitting a Letter of Objection regarding Insurance Coverag

After the review, the Specialized Organization for Insured Medical Materials will notify
the company of its proposed decision. In the case of an objection to the proposed
decision, a re-review can be done once. If re-review is desired, submit a letter of objection
regarding insurance coverage to the Office of Medical Devices Policy within 7 days
(excluding holidays) of receiving nofification of the proposed decision. If submitting
supporting documents along with the objection is deemed difficult, the deadline for
submitting the documents will be extended to within 14 days (excluding holidays) of the
date of submission of the objection.
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6. How to Fill Out the Application Form

This section provides a summary of the key points, entry details, and precautions for preparing
documents, including an insurance coverage request form and main aftached documents
required to apply for insurance coverage. Please use this information as a reference when
preparing documents.

<Points fo remember when preparing documents>

® Please use the form provided by the MHLW as a basis, and make the document easy o
read by including graphs and illustrations and summairies for items with a large number of
enftries or attached materials.

® “How the product in the application will solve the problems faced by healthcare
professionals and patients” needs to be explained in an ordered manner throughout the
submitted documents. Be careful not to have logical contradictions.

® The insurance coverage request form needs to fit on a single A4 page. Other documents
do not need to fit on a single A4 page.

O . mandatory A . asneeded
*In addition, other documents may need to be afttached depending on enfries.
Al, A2, Bl + A3 B2 B3 clco Cl1,C2 R Sample entry
Challenge (wifh’similor (without page
Document Name Rights —— similar
Acquired une |0rj<: functional
categories) .
categories)

Insurance Coverage
Request Form for a Medical
Device [Appendix 1]
Insurance Coverage
Request Form for a Medical @)
Device [Appendix 2]
Insurance Coverage
Request Form for a Medical
Device [Appendix 3]
Insurance Coverage
Request Form for a Medical ©) ©) 58
Device [Appendix 4]
Insurance Coverage
Request Form for a Medical O O 62
Device [Appendix 5]
Insurance Coverage
Request Form for a Medical @) 68
Device [Appendix 6]
Insurance Coverage
Request Form for a Medical O 72
Device [Appendix 7-1]
Statement of reasons for C1,
C2 and B3 applications for
generic medical devices
[Appendix 12]

Review documents for
Pertinence with Regard to
the Criteria for Designation A A A A A A A
of Cost-effectiveness
Evaluation [Appendix 13]
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Document Name

Al, A2,B1 +
Challenge
Rights
Acquired

A3

B2

B3

C1,C2
(with similar
functional
categories)

C1,C2
(without
similar
functional
categories)

Sample entry
page

Application Form for
Insurance Coverage of a
Medical Device [From 1-

1]

O

O

76

Supporting Documents on
the Estimated Number of
Applicable Patients and
Projected Sales Volume
[Form 1-2]

78

Desired Category and the
Rationale for its Selection
[Form 2-1]

Similar Functional
Category and the
Rationale for its Selection
[Form 2-2]

A*

80

Rationale for the Lack of
a Similar Functional
Category [Form 2-3]

82

Rationale for the
Application of an
Adjustment Premium
(Innovativeness Premium
or Usefulness Premium)
[Form 3-1]

84

Rationale for the
Application of an
adjustment Premium
(Improvement Premium or
Limited-time Premium for
Improvement) [Form 3-2]

86

Rationale for the
Application of an
Adjustment Premium
(Marketability Premium [1],
[l < Pioneering Premium,
Specific use Premium)
[Form 3-3]

88

Rationale for Application
of the Cost-Effectiveness
Premium [Form 3-4]

90

Documents regarding the
Justification for Submitting
a Challenge Application
[Form 3-5]

92

Rationale for Medical
Devices that Require
Special Consideration as
Those Used in Testing for
Rare Diseases [Form 3-6]

94

Medical Technology
Related to the Medical
Device [Form 4]

96

Documents on Cost
Calculation Method
[Form 5]

98

Documents on Price
Adjustment [Form 4]

104

Documents on Evaluation
for Expedited Insurance
Listing [Form 7]

106
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Al, A2, B1 + A3 B2 B3 cl c2 Cl1,C2 R Sample entry
Challenge (with ;imilar (without page
Document Name Rights ) similar
. functional X
Acquired functional

categories .
9 ) categories)

Documents on Usefulness
in Terms of Healthcare O O O O O O 108
Economics [Form 8]
Document on

Maintenance [Form 9] © © © © © 110
Package insert O O ©) ©) ©) ©) ©)
A copy of the marketing
approval dossier and its
attached application
form, certification and its
attached application
form

Summary document of
the attached dossier for a
marketing approval
application or Documents
on equivalence to an
existing approved
medical device or
Summary documentation
of the attached dossier
for an authentication
application or Documents
for equivalence to an
existing authenticated
medical device

A copy of the marketing
approval review report (if
prepared at the time of A A A A A A A
pharmaceutical approval
review)

A list of the domestic and
foreign literature
(including clinical frial
results) and references,
including confrolled trial A A A A A A A
results that clarify
indications and usefulness
in ferms of healthcare
economics

Instruction manual and
pamphlet for medical A A A A A A A
facilities

*Submit only if a change in the definition of a medical device subject to specific medical fees is
desired.
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Document Name

Al, A2, B1 +
Challenge
Rights
Acquired

A3

B2

B3

C1,C2
(with similar
functional
categories)

C1,C2
(without
similar
functional
categories)

Sample entry
page

Documents certifying that
the "application for
marketing approval in
Japan is within 180 days
of the date of completion
of an application for
marketing approval or
premarket noftification in
the US" or the
"application for
marketing approval in
Japan is earlier than the
date of completion of an
application for marketing
approval or premarket
notification in the US,”
documents certifying that
“of the total review
period, the period for the
applicant is within 120
days for priority items that
are new medical devices
or improved medical
devices with clinical trials
and within 210 days for
regular items that are
new medical devices”
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O . mandatory . A as needed
*In addition, other documents may need to be attached depending on enfries.

E2 E3 Page of
Document Name sample
entries
Insurance Coverage Request Form for a Medical Device [Appendix 1] ©) ©) 112
Requested Insurance Points and the Rationale for them [Form 1] O O 114
Supporting Documents on the Estimated Number of Applicable Patients o o 16
and the Estimated Market Size (Estimated Number of Tests) [Form 2-1]
Reagent Price (Price per Test) [Form 2-2] A ©) 118
Document Summarizing Testing [Form 3] O O 126
Documents on Clinical Effectiveness and Significance, Improvement of
- A (@) 128
Convenience, etc. [Form 4]
Rationale for In Vitro Diagnostics that Require Special Consideration for Use
. - : A 130
in Testing for Rare Diseases [Form 5]
Documents on the Justification for Submitting a Challenge Application
A A 132
[Form 6]
Documents Demonstrafing Usefulness in Terms of Healthcare Economics o 136
[Form 7]
Package insert O O
A copy of the marketing approval dossier and its attached application
e . S (@) (@)
form, certification and its attached application form
Summary document of the attached dossier for a marketing approval
application or Documents on equivalence to an existing approved
medical device or Summary documentation of the attached dossier for an O O
authentication application or Documents for equivalence to an existing
authenticated medical device
A copy of the marketing approval review report (if prepared af the time of o o
pharmaceutical approval review)
A list of the domestic and foreign literature (including clinical trial results)
and references, including conftrolled trial results that clarify indications and A A
usefulness in terms of healthcare economics
Instruction manual and pamphlet for medical facilities A A

<Contact Form for Pre-Consultation [Form 10-1] or [Form 9]>]

Use Form 10-1 for medical devices and Form 9 for in vitro diagnostics, and clearly state the
consultation items, taking into account the precautions described below.
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Insurance Coverage Request Form for a Medical Device [decision category A3, B2]

[Appendix 4]
<Notes>
® Keep it to one A4 sheet. If your application does not fit on a single A4 page, attach

additional sheets as necessary.

n Leave the reference number section blank when submitting the form.

[N ]

Circle either “A3 (existing technology, with changes)” or “B2 (existing functional category,
with changes)” depending on the category being applied for.

Enter the product name and product code (if there are multiple product names, please
indicate the correspondence with the product code). Enter the 13-digit JAN code as the
product code. If the product code cannot be written down, submit it as Attachment 1.
The method for preparing Aftachment 1 is described in the Ministry of Health, Labour and
Welfare's administrative notice on "Sample Entries for the Insurance Coverage Request
Form for a Medical Device" (Administrative Nofice, March 6, 2024).

Transcribe the information contained in the marketing approval dossier or certification.

Provide a brief summary of the product in the application. Include a photo of the product's
appearance (a small photo is acceptable as long as the product’s aspects are evident).

E Provide a brief summary of the changes desired.

In B2 (Existing functional category, with changes), circle yes or no for a challenge
application after the new listing. If yes, attach documentation that will serve as areference
for the plan for data collection and methods of evaluation of the details of a desired
reevaluation through a challenge application. For details, refer fo Form 3-5, “Document
on the Justification for Submitting a Challenge Application.”

E If there are mulfiple persons in charge, underline one main person in charge.

a If any of the following apply, indicate so in the "Remarks" column.
(1) Details of the most recent application for a partial change or minor change
(2) Details of succession, a change in company name, and a change in the Designated
Marketing Authorization Holder (submit documents that allow details to be verified)
(3) Records of past coverage of the product by insurance (date of coverage by insurance
(date an insurance coverage request form was submitted with regard fo decision
category A1) and the decision category)
(4) Record of submission of the "Notice of not wishing fo be classified as decision category
Al (bundled)" for the product (date of submission)
(5) Reasons for not having either a JAN code or a GS1 code
(6) The applicable field number and name of the functional category are nof listed in the
“desired category for a specified insured medical material” column in an insurance
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coverage request form that corresponds to item 10 in the nofification of methods of
submission.
(7) Date of implementation of changes according tfo the change plan
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Reference number
Attachme

Insurance Coverage Request Form for a Medical Device

[Decision catego existing technology, with changes]; B2 (existing functional category, with changes)]
Brand name
Product name Product code
Product name and produ
code
Category ‘ﬂ | Generic name
Date of approval,
Approval number, Date of certification
Cerfification number, or or Date of noftification
notification number (and the date of the last
b partial change)
Product Overview Photo of the product
Summary of desired
changes
Request for reevaluation Yes (at the fime offistiqg, after
based on actual past use ||5T"’19
Applicability as a medical /NO
material
Applicability as a material for SQN_O)
Ye
at-home care
Applicgbilify as adental Yes@
material
Appliqobili’ry as a dispensing Yes@
material
Confact Name: Telephone number:
Contact Details Taro Yamada, E-mail:
Hanako Yamada

Remarks 9

Based on the above, Irequest that this medical device be covered by insurance.
Date (Month/Date/Year)
Address (in the case of a corporation, the location of its principal office)

Name (in the case of a corporation, ifs name and the name of its representative)

To the Minister of Health, Labbour and Welfare
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Note: Submit using the Japanese-language forms.
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(blank)
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Insurance Coverage Request Form for a Medical Device [Decision Category B3, C1, C2 (in cases where

a similar functional category exists)] [Attachment 5]

<Notes>
® Keep it to one A4 sheet. If your application does not fit on a single A4 page, aftach
additional sheets as necessary.

ﬂ Leave the reference number section blank when submitting the form.

Depending on the applied category, please circle "C1 (New Function),” "C2 (New
Technology),” or "B3 (Limited-time Premium for Improvement/Provisional Functional
Category)."

Enter the product name and product code (if there are multiple product names, please

indicate the correspondence with the product code). Enter the 13-digit JAN code as the
product code. If the product code cannot be written down, submit it as Attachment 1.
The method for preparing Attachment 1 is described in the Ministry of Health, Labour and
Welfare's administrative notice on "Sample Entries for the Insurance Coverage Request
Form for a Medical Device" (Administrative Nofice, March 6, 2024).

N

Transcribe the information contained in the marketing approval dossier or certification.

Provide a brief summary of the product in the application. Include a photo of the product's
appearance (a small photo is acceptable as long as the product’s aspects are evident).

E Indicate whether the instruction manual and pamphlet for medical facilities are available
by circling “Yes” or “No."If so, please attach the relevant documents.

For a similar functional category, enter the category number and name of the material
price standard and the price (material price standards can be found on the Ministry of
Health, Labor and Welfare’s website. For more information, refer to "7. Frequently Asked
Questions”).

E If you wish for an adjustment premium to be applied, enter the name of the premium
and the rate. Up to two of the following premiums can be applied: either the
innovativeness premium, usefulness premium, or improvement premium and either
marketability premium | or Il. If you wish for a cost-effectiveness premium to be applied,
enter the amount of the premium and the rate. If not, please write “None."

<Determining whether or not the adjustment premium is applicable>

B About the innovativeness premium, usefulness premium
If all of the following requirements are met, you can apply for the innovativeness
premium; if any of the requirements are met, you can apply for the usefulness premium.

63



A. A medical device with a new mechanism that is clinically useful.

B. The device has objectively demonstrated a higher efficacy or safety
than existing devices in a similar functional category.

C. The newly listed product is objectively demonstrated to confribute to
the improvement of treatments for the diseases or injuries for which it is
infended.

B About improvement premium:
If any of the requirements are met, you can request that the improvement premium be
applied.
In addition, the requirement "objectively demonstrated" refers to clinical findings being
demonstrated (even if the clinical effectiveness has not been directly demonstrated, but
the clinical efficacy has been demonstrated with a high level of probability, a premium
can be applied, but the rate will be 1-10%). \

A. The product is objectively demonstrated to offer, through structural and other
innovations, enhanced safety for healthcare professionals, such as areduced
risk of occupational infection, compared to existing listed products in a similar
functional category.

B. The newly listed product is objectively demonstrated, compared to existing
listed products in a similar functional category, to have less of an
environmental impact in terms of post-use disposal and related processes.

C. The product is objectively demonstrated to offer, through structural and other
innovations, less invasive freatment and reduce the incidence of
complications for patients, thereby providing safer and more effective
tfreatment compared to existing listed products in a similar functional
category.

D. The product is objectively demonstrated to have expanded indications for use,
through a smaller, lighter weight, or design innovations, that include pediatric
patients, compared to existing listed products in a similar functional category.

E. The procedure is objectively demonstrated, through structural and other
innovations, to be able to be performed more safely and easily compared to
existing listed products in a similar functional category.

F. The product is objectively demonstrated to have, through structural and other
innovations, improved durability such as the ability to maintain its shape or
long-term use is possible, compared to existing listed products in a similar
functional category.

G. The product is objectively demonstrated to have, through structural and other
innovations, improved operability compared to existing listed products in a
similar functional category, enabling safer and easier home care for patients.

H. The product excludes all biologically derived raw materials and is objectively
demonstrated to have equivalent functions to existing listed products in a
similar functional category that use raw materials derived from humans or
other living organisms (excluding plants) (hereinafter referred to as

\_ “biologically derived raw materials”). J

B The marketability premium, pioneering premium, and specific use premium
Marketability premium (l) applies to devices designated as orphan medical devices.
Marketability premium (ll) applies when the estimated number of applicable patients
for the product in the application is less than that for products in a similar functional
category.

The pioneering premium applies to devices designated as pioneering medical devices.
Medical materials designated under the SAKIGAKE approval review and designation
system are treated in the same manner.

Specific use premium applies to devices designated as specific use medical devices.
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<Setting the adjustment premium rate>

Each company should set an appropriate premium rate within the range below. For the
innovativeness premium, usefulness premium, and improvement premium, refer to
"Research on Quantitative Evaluation of the Standards for Calculating Insurance
Reimbursement Prices for Specified Insured Medical Materials" (Takura Tomoyuki, co-
researcher (medical device specialist)) (http://www.mhlw.go.jp/file/05-Shingikai-
12404000-Hokenkyoku-Iryouka/0000078087.pdf).

Innovativeness premium: 50% to 100% Usefulness premium: 5% to 30%

Improvement premium: 1% to 20% (clinical efficacy has been demonstrated with a high
degree of probability, the rate will be 1-10%)

Marketability premium (1): 10% Marketability premium (ll): 1% to 5%

Pioneering premium: 10% Specific use premium: 10%

Enter the requested calculated price including the adjustment premium (round fo the
nearest thousand). Generally, applications cannot be made for a price that exceeds 1.25
times the average foreign price (up to 1.5 times the average foreign price is permitted for
products developed in response to a request from the Ministry of Health, Labour and
Welfare based on the results of deliberations by the Needs Review Committee, products
designated as orphan medical devices, and products that have been given a new
functional category with an innovativeness premium or usefulness premium of 10% or
more).

<Method of calculating adjustment premiums>
Depending on the number of adjustment premiums, the amount of the premium can be
calculated using the formula below. Please calculate each adjustment premium so that
the premium rate (a) falls within the range below.

e - - T . _ N
When there is one adjustment premium: Premium amount = X x a
When there are two adjustment premiums: Premium amount = X x (al4+a2« « ¢ )
log(X /B)
A 00(05BB)
o =—x 1.5|Og(0.5><B/B)
A: Applicationrate (%)
B: The arithmetic average of the standard material prices in the field to which the similar
functional category belongs
X: Calculated value
(Range of a)
Innovativeness premium: 0.25% to 1.5% Usefulness premium: 0.025% to 0.45%
Improvement premium: 0.025% to 0.3% Marketability premium (1): 0.05% to 0.15%
Marketability premium (l1): 0.015% to 0.045%
L Pioneering premium: 0.05% to 0.15% Specific use premium: 0.05% to 0.15% )
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If the product in the application has been sold in the United States, the United Kingdom,
Germany, France, or Australia, enter the average price in those countries and the ratio of
the estimated suggested price to the average price (round to one decimal place). The
exchange rate used will be the average rate for the year immediately prior to application
(the Office of Medical Devices Policy will instruct you on the rate to be used during pre-
consultation). Refer to Form 6, "Document on Price Adjustment” for more information.

Until the category is determined, insurance coverage will be available at the price for the
functional category that includes the specified insured medical material that is most similar
to the product in the application. If you wish to request insurance coverage at a
provisional price, please indicate by circling.

Circle yes or no for challenge application after the new listing. If yes, atftach
documentation that will serve as a reference for the plan for data collection and methods
of evaluation of the details of a desired reevaluation through a challenge application. For
details, refer to Form 3-5, “Document on the Justification for Submitting a Challenge
Application.”

If there are multiple people in charge, underline one main person in charge.

If any of the following apply, indicate in the "Remarks" column.

(1) Details of the most recent application for a partial change or minor change

(2) Details of succession, a change in company name, and a change in the Designated
Marketing Authorization Holder (submit documents that allow details to be verified)

(3) Records of past coverage of the product by insurance (date of coverage by insurance
(date an insurance coverage request form was submitted with regard fo decision
category Al) and the decision category)

(4) Record of submission of the "Notice of not wishing to be classified as decision category
Al (bundled)" for the product (date of submission)

(5) Reasons for not having either a JAN code or a GS1 code

(6) The applicable field number and name of the functional category are not listed in the
“desired category for a specified insured medical material” column in an insurance
coverage request form that corresponds to item 10 in the nofification of methods of
submission.

(7) Date of implementation of changes according to the change plan
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Reference number

Attachm ‘

surance-Cayerage Request Form for a Medical Device
[Decision Category on)," "C2 (New Technology)," or "B3 (Limited-time Premium for
Improvement/Provisional Functional Category (in cases where a similar functional category exists)]

Brand name

Product name Product code
Product name and product ¢ J

Category i | Generic name
T—
Approval number, ° Date of approval,

Certification number or Date of certification or
Notification numb; Date of notification
(and the date of the
last partial change)
Product Overview | Photo of the product
Availability of an instruction”  [Instruction manual for medical @
manual/pamphlet for medical|  facilities /
facilities Pamphlet Yes) [/ No

Need for Maintenance .
Required Not required

Comparative method based on

Method of calculatio similar functional categories
Similar functional cat 112 Pacemaker (1) Single Chamber (i) Standard Type 391,000 yen
Adjustment premiu Improvement premium (a) 5%
Requested colculofed yen
price

Average foreign price cm
price in comparison to the

average foreign price
Request for evaluation for<0
expedited insurance listing
Yes m

Request for provisional ﬁ Yes
price

verage foreign price: yen, Price in comparison to the average foreign price]

sIDIeP UoLDINDIDD pajsanbay

Request for reevaluation Yes (af the time of listing/aft NO Q
based on actual past use listing)
Applicability as a medical Yes / No
material
Applicability as a material No
Yes
for at-home care
Applicability as a dental No
material ves U
Applicability as a No
dispensing material ves U
Contact Name E Telephone number:
Contact Details Iaro Yamada E-maiil:

Hanako Yamada

Remarks

Based on the above, | request that this medical device be covered by insurance.
Date (Month/Date/Year)

Address (in the case of a corporation, the location of its principal office)

Name (in the case of a corporation, its name and the name of its representative)

To the Minister of Health, Labour and Welfare
Note: Submit using the Japanese-language forms.
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Insurance Coverage Request Form for a Medical Device [Decision Category C1, C2 (in

cases where no similar functional category exists)] [Attachment 6]
<Notes>
® Keep if to one A4 sheet. If your application does noft fit on a single A4 page, attach
additional sheets as necessary.

ﬂ Leave the reference number section blank when submitting the form.

Depending on the category you are applying for, please indicate by circling "C1 (New
Function)", "C2 (New Technology)".

Enter the product name and product code (if there are multiple product names, please
indicate the correspondence with the product code). Enter the 13-digit JAN code as the
product code. If the product code cannot be written down, submit it as Attachment 1. The
method for preparing Attachment 1 is described in the Ministry of Health, Labour and
Welfare's administrative notice on "Sample Enfries for the Insurance Coverage Request Form
for a Medical Device" (Administrative Notice, March 6, 2024).

Transcribe the information contained in the marketing approval dossier or certification.

Provide a brief summary of the product in the application. Include a photo of the product's
appearance (a small photo is acceptable as long as the product’s aspects are evident).

E Indicate whether the instruction manual and pamphlet for medical facilities are available
by circling “Yes" or “No."If so, please attach the relevant documents.

Enter the amount specified in Form 5, “Document on Cost Calculation Method.”"Refer to
Form 5, "Document on Cost Calculation Method" for methods of calculation.
If you only request to establish a new technical fee, enter the method of calculation as
“evaluation for a technical fee is requested, and the product is not to be specified as a
specified insured medical material.”

@ If the product in the application has been sold in the United States, the United Kingdom,
Germany, France, or Australia, enter the average price in those countries and the ratio of
the estimated suggested price to the average price (round to one decimal place). The
exchange rate used will be the average rate for the year immediately prior to application
(the Office of Medical Devices Policy will instruct you on the rate to be used during pre-
consultation). Refer to Form 6, “Document on Price Adjustment” for more information.

a Circle yes or no for a challenge application after the new listing. If yes, attach
documentation that will serve as a reference for the plan for data collection and methods
of evaluation of the details of a desired reevaluation through a challenge application. For
details, refer to Form 3-5, "Document on the Justification for Submitting a Challenge
Application.”
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If there are multiple people in charge, underline one main person in charge.

If any of the following apply, indicate in the "Remarks" column.
(1) Details of the most recent application for a partial change or minor change
(2) Details of succession, a change in company name, and a change in the Designated
Marketing Authorization Holder (submit documents that allow details to be verified)
(3) Records of past coverage of the product by insurance (date of coverage by insurance
(date an insurance coverage request form was submitted with regard to decision category
Al) and the decision category)
(4) Record of submission of the "Notice of not wishing to be classified as decision category Al
(bundled)" for the product (date of submission)
(5) Reasons for not having either a JAN code or a GS1 code
(6) The applicable field number and name of the functional category are not listed in the
“desired category for a specified insured medical material” column in an insurance
coverage request form that corresponds to item 10 in the nofification of methods of
submission.
(7) Date of implementation of changes according to the change plan
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Attachment 6

Reference number

Insurance Coverage Request Form for a Medical Device

[Decision C
only new tec

@

a C1 (New Function), C2 (New Technology) (in cases where no similar functional category exists, or
hnology is involved)

Brand nckae

Product name and product e

roduct name

Product code

Category

Approval number,
Certification number or
Notification number

Product Overview

Generic name

== f

Date of approval,
Date of certification
or Date of
notification
(and the date of the
last partial change)

|Phofo of the oroducﬂ

Instruction manual for medical

Instruction manual for medical

fOCiliﬁ?S . facilities @ /
/pamphlet for medical facilities Pamphlet v @
Need for Maintenance Required / WNot required )

Method of calculation

Cost calculation method

Raw material costs

Selling, general and
administrative
expenses

5

Research and
development
expenses

Operating profit

Distribution costs

UoIPINDJDD 1SOD

Consumption ftax
equivalent amount

Requested calculated
price

’

Average foreign price and
price in comparison to
the average foreign price

-

Gveroge foreign price: yen, Price in comparison to the average foreign

Request for evaluation for

SIDIeP UOIDINDIPD pajsenbay

expedited insurance Yes /
listing

Request for reevaluation Yes
based on actual past /
use

Applicability as a medical Yes / No
material N

Applicability as a material Yes / Q\l_cy
for at-home care

Applicability as a dental Yes / No
material >/C>\<

Applicability as a dispensing Yes / W
material

Contact Name

Contact Details

Taro Yamada,
anako Yamada

Telephone number:

E-mail:

Remarks

Based on the above, | request that this medical device be covered by insurance.

Date (Month/Date/Year)

Address (in the case of a corporation, the location of its principal office)

Name (in the case of a corporation, its name and the name of its representative)
To the Minister of Health, Labour and Welfare
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Note: Submit using the Japanese-language form:s.
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Insurance Coverage Request Form for a Medical Device [Decision Category R] [Attachment

7-1]
<Notes>
® Keep it to one A4 sheet. If your application does noft fit on a single A4 page, attach
additional sheets as necessary.

ﬂ Leave the reference number section blank when submitting the form.

Enter product name and product code (if there are multiple product names, please
indicate the correspondence with the product code). Enter the 13-digit JAN code as the
product code. If the product code cannot be written down, submit it as Attachment 1. The
method for preparing Atftachment 1 is described in the Ministry of Health, Labour and
Welfare's administrative notice on "Sample Enfries for the Insurance Coverage Request Form
for a Medical Device" (Administrative Notice, March 6, 2024).

Transcribe the information contained in the marketing approval dossier or certification.

Provide a brief summary of the product in the application. Include a photo of the product's
appearance (a small photo is acceptable as long as the product’s aspects are evident).

Indicate whether an instruction manual and pamphlet for medical facilities are available
by circling “Yes" or “No."” If so, please attach the relevant documents.

E For a similar functional category, enter the category number and name of the material
price standard and the price (material price standards can be found on the Ministry of
Health, Labor and Welfare's welbsite. For more information, refer to “7. Frequently Asked
Questions”).

Enter the requested calculated price (round to the nearest thousand). For the calculation
of the standard material price forremanufactured products, the standard material price for
the new functional category to which the original medical device of the newly listed
product belongs is multiplied by the remanufacturing coefficient. This amount is considered
to be the standard material price for the new functional category to which the newly listed
product belongs. The remanufacturing coefficient is generally set at 0.7, but this is fo be
determined taking info consideration the manufacturing process for the remanufactured
product.

E If the product in the application has been sold in the United States, the United Kingdom,
Germany, France, or Australia, enter the average price in those countries and the ratio of
the estimated suggested price to the average price (round to one decimal place). The
exchange rate used will be the average rate for the year immediately prior to application
(the Office of Medical Devices Policy will instruct you on the rate to be used during pre-
consultation). Refer to Form 6, “Document on Price Adjustment” for more information.

If there are multiple people in charge, underline one main person in charge.
m If any of the following apply, indicate in the "Remarks" column.

(1) Details of the most recent application for a partial change or minor change
(2) Details of succession, a change in company name, and a change in the Designated
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Marketing Authorization Holder (submit documents that allow details to be verified)

(3) Records of past coverage of the product by insurance (date of coverage by insurance
(date aninsurance coverage request form was submitted with regard to decision category
Al) and the decision category)

(4) Record of submission of the "Notice of not wishing to be classified as decision category
Al (bundled)" for the product (date of submission)

(5) Reasons for not having either a JAN code or a GS1 code

(6) The applicable field number and name of the functional category are not listed in the
“desired category for a specified insured medical material” column in an insurance
coverage request form that corresponds to item 10 in the nofification of methods of
submission.

(7) Date of implementation of changes according to the change plan
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Aftachment 7-1

Insurance Coverage Request Form for a Medical Device

Reference number

Decision category R (Remanufacturing)]

O

Brand name

Product name and produc
code

Product name

Product code

Category

Generic name

Approval number or
Certification number

—Q—

Date of approval
or
Date of certification
(and the date of the
last partial change

Product Overview

Photo of the product

Instruction manual for medical

!saucﬁon manual for medical

()

No

facilities facilities
/pamphlet for medical facilities Pamphlet Yes / @
Need for maintenance Required @

Method of calculation

Comparative method based on

112 Pacemaker (1) Single Chamber (i) Standard Type 391,000 yen

imilar functional categories
Similar functional coteg”

Requested calculated
price

Average foreign price an

Average foreign price:

Yen, Price in comparison tfo the average foreign

medical materials

A
8 price in comparison to price:
§ the average foreign
T price
% For expedited insurance
Q listing
e expedited insurance Yes /
a coverage
S | Applicability as a medical @ / No
o material
% Applicability as a material | Yes / @
& for at-home care
Applicability as a dental Yes / @
material
Applicability as a Yes / @
dispensing material
Applicability to other Yes / @

Contact Details

Contact Name:

9

Taro Yamada

Hanako Yamada

Telephone number:

E-mail:

Remarks

Based on the above, | request that this medical device be covered by insurance.

Date (Month/Date/Year)

Address (in the case of a corporation, the location of its principal office)

Name (in the case of a corporation, its name and the name of its representative)

To the Minister of Health, Labour and Welfare
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Note: Submit using the Japanese-language form:s.
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Application Form for Insurance Coverage of a Medical Device [From 1-1]

<Notes>

® |t does not have to fit on a single A4 page. Extend the form frames as needed.

Transcribe the information in "Intended Use and Indications" from the marketing approval
dossier or certification document, and specify the corresponding atftachment number.

Transcribe the information in “Shape, Structure, and Principle" from the marketing approval
dossier or certification document, and specify the corresponding attachment number. If there
is a lot to write, you may just excerpt the important parts.

If there are any definition-related items to explain the rationale for selecting the requested
category, please transcribe the relevant sections from the marketing approval dossier or
certification document and specify the corresponding attachment number. If they are not
relevant fo the rationale for selecting the requested category, please indicate "No
Definition-related Items" and specify the corresponding attachment number.
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Form 1-1

Application Form for Insurance Coverage of a Medical Device

D

5 This product is used for the purpose of ------- .
Q& (See the marketing approval dossier, Aftachment e)
> 0
05
O O
'O —
c O
o .
<
05 )a
5 o The shape of this product is ------- .
g a (See the marketing approval dossier, Attachment e)
2 0
% C
s Q
¢ 2
O O
<
w

-

The raw materials in this product are------- .

i%}
.g A (See the marketing approval dossier, Attachment e)
O
O
&
2
O
[
The use of this product is------- .
(See the marketing approval dossier, Attachment e)
o
(@)
O
(%]
>

Whether the device is

designated as a highly Yes

needed medical device
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Note: Submit using the Japanese-language forms.
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Supporting Documents on the Estimated Number of Applicable Patients and Projected Sales

Volume [Form 1-2]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.

ﬂ Enter the estimated number of patients for whom the product will be used in medical
freatment over a one-year period. For example, if the product is used for lung cancer
patients, the number of lung cancer patients would be entered. If the estimated number of
applicable patientsis expected to change in the future, enter the yearin which that number
will be greatest.

Enter the estimated number of patients covered by insurance from the first year of coverage
fo the 10th year.

Enter a detailed explanation of the rationale for your estimates, including citations to the
sources on which they are based. When making calculations, refer to various data sources
such as the Statistics on Medical Care in Public Health Insurance (formerly: Survey of Medicall
Care in Public Health Insurance), market research on medical devices, NDB data, and
research conducted by the Ministry of Health, Labour and Welfare. If there are guidelines
for proper use of or treatment involving the product in the application, please also refer to
those documents to avoid any confradictions. The clinical positioning of the applicable
patients for the product in the application should be clearly defined using a flow chart or
the like.

The estimated number of applicable patients is determined by patient factors such as
medical need. Please do not make estimates based on a company's sales efforts. When
making the calculation, enter the formula for the estimated number of applicable patients.

Indicate the year in which you anfticipate your sales will peak and your estimated sales
revenue for that year.

Regarding the number of patients who will use this medical device, enter the number of
patients who are expected to purchase and use the product, taking into account the
company's sales efforts, out of the estimated number of applicable patients. The number of
patients using this medical device per year will be less than the estimated number of
applicable patients.

E Enter a detailed explanation of the rationale for your estimates, including citations to the
sources on which they are based. If there are any conditions regarding the use of the
product in the application, such as facility standards or training for healthcare professionals,
enter those specific conditions. Also, fake into consideration the market share of competing
products. When making the calculation, enter the formula for the number of patients using
this medical device.
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Form 1-2

Supporting Documents on the Estimated Number of Applicable Patients and
Projected Sales Volume

Estimated number of applicable

patients (patients/year) patients/year (peak: FY o)
1st year patients
2nd year patients
3rd year patients
4th year patients
5th year patients
éth year patients
7th year patients
8th year patients
9th year patients

10th year patients

The rationale

Projected sales revenue for the

medical device (yen/year) million yen/year (peak: FY yeare)
(Sales amount) Number of patients using the medical device
1st year million yen patients
2nd year million yen patients
3rd year million yen patients
4th vear million yen patients
Sth year million yen patients
6th year million yen patients
/th year million yen patients
8th year million yen patients
9th year million yen patients
10th year million yen patients

The rationale
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Note: Submit using the Japanese-language forms.
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Similar Functional Category and the Rationale for Its Selection [Form 2-2]

<Notes>

® |t does not have to fit on a single A4 page. Extend the form frames as needed.

For a similar functional category, enter the category number and name for the material
price standard (material price standards can be found on the Ministry of Health, Labor and
Welfare's website. For more information, refer to 7. Frequently Asked Questions”).

If you wish to change the definition of a Medical Device Subject to Specific Medical Fees,
enter the name of the category of the Medical Device Subject to Specific Medical Fees
you wish to change (Medical Devices Subject to Specific Medical Fees can be found on
the Ministry of Health, Labor and Welfare's website. For more information, refer to "7.
Frequently Asked Questions”).

Use a table as shown in the example (or a figure) to explain the aspects of and the page in
the marketing approval dossier or certification document where the product is deemed to
conform to the definition of a Similar Functional Category or a Medical Device Subject to
Specific Medical Fees. Also, if the category or general name does not match the definition,
explain the reason.

<Concept of the rationale for the selection of a similar functional category>
A similar functional category refers to an existing functional category that is most similar fo
the new functional category being applied for. The following four points are considered
as the rationale for selection.

» Categories with a similar “intended use” (competing products)

» Categories with similar "applicable patients”

» Categories in which there are products with the same or nearly similar “structures”
» Categories with similar “indications”

List the functional categories that could be selected as similar functional categories,
determine which functional category is most similar, and examine the rationale for why
that category is the most similar. Please also consider and explain the rationale for why
you did noft select any other category.
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Form 2-2

Similar Functional Category and the Rationale for Its Selection

Name of a similar

: 112 Pacemaker (1) Single Chamber (i) Standard Type
functional category (1) Sing (i) yp

Rationale for the selection ‘6

Definition of a similar
functional category
(or category of

medical devices Approval page/contents Supplement
subject to specific

medical fees)

In terms of approval | (See the marketing Meets the

or certification approval dossier, definition
under the Aftachment e dated)

Pharmaceutical

Affairs Act, -------
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Note: Submit using the Japanese-language forms.
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Rationale for the Lack of a Similar Functional Category [Form 2-3]

<Notes>
o |t

does not have 1o fit on a single A4 page. Extend the form frames as needed.

n Use a table as an example to explain why use of cost calculation method is appropriate
when there is no similar functional category. Also list the procedure fee for similar functional
categories. When applying under category C2, specify the procedure fee to be referenced
by analogy, and provide the ratfionale if the applicable procedure fee is deemed
inappropriate.

If you do not wish to have your device covered by insurance as a specified insured medical
material in category C2 (such as large equipment), please state, "This device does not
qualify as a specified insured medical material, so there is no similar functional category.”

<Rationale for the lack of a similar functional category>

A functional category is defined as “a group of specified insured medical materials that
are deemed to be similar in terms of structure, intended use, indications, etc.,” and a
similar functional category is defined as “an existing functional category thatis most similar
tfo the new functional category.” Therefore, in order to show that there are no similar
functional categories, list the functional categories that could be selected as similar
functional categories, and provide reasons for ruling them out from the viewpoint of
“structure,” “intended use,” "applicable patients,” “indications,” etc.

For the product that is considered to be most similar within the listed functional category,
fillin the product name, manufacturer, approval number or certification number, date of
approval, date of insurance coverage, etc. to the extent possible, and fill in the
information so that the product in the application is clearly not similar to existing products
(change the items according fo the product). Also include any relevant procedural fee.
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Form 2-3

Rationale for the Lack of a Similar Functional Category

categories

<Functional category: >

Rationale for the lack of similar functional categories in existing functional

[Functional category that can be selected as a similar functional category]

Definition of a
functional category
that can be selected as Approval page/contents
a similar functional
category

Supplement

In terms of approval or (See the marketing approval
certification under the dossier, Attachment e dated)
Pharmaceutical Affairs
Act, ----—--

Do not meet the
definition

Related procedure cosfs:

Product name: OO

Marketing authorization holder:

Approval number:

Date of approval: Date (Month/Date/Year)
Insurance coverage date: Date (Month/Date/Year)

[The most similar product among the above functional categories]

Product in Existing
the Remarks
. product
application
Product name —- -
Functional category To be 000
decided

Category/general - -—
name

Intended Use - -

(Explain that the product
is not similar to existing
products; the same
applies below)

Structure (overview) —- -

Indication — -

Specification (function) | --- -—-

Clinical Result — .

Benefits for patients - -

Related procedure fee:
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Note: Submit using the Japanese-language forms.
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Rationale for the Application of an Adjustment Premium (Innovativeness Premium or

Usefulness Premium) [Form 3-1]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® |f you do not wish a premium to be applied or wish the product to be listed under an
existing category (e.g., with a revision to the definition), submission of this form is not

required.

n Regarding the requirements (A) to (C) for the innovativeness premium or the usefulness
premium that the product in the application meets, indicate its applicability (usefulness) in
comparison to all products listed in a similar functional category. Please explain the usefulness
of the product using data such as clinical trial results (published papers). If the usefulness has
also been evaluated in a regulatory review, indicate the relevant page(s) of the review
report or the STED. Delete any items that are not applicable.

“How the product in the application can solve the problems faced by healthcare
professionals and patients” needs fo be explained in a logical and ordered manner, relafing
it fo the information contained in other documents.

<Common examples of inappropriate descriptions>
Please note that the following statements will not be accepted as a rationale:

+ Compared to products that do not fall under a similar functional category (for
example, products not approved in Japan or products in a different category than
a similar functional category),

« Compared to a specific product that does not have high functionality among
products in a similar functional category,

« Compared to data for which a direct comparison would be difficult, etc.

<Seftting the adjustment premium rate>

For the innovativeness premium, usefulness premium, and improvement premium, refer to
"Research on Quantitative Evaluation of the Standards for Calculating Insurance
Reimbursement Prices for Specified Insured Medical Materials" (Takura Tomoyuki, co-
researcher (medical device specialist)) (http://www.mhlw.go.jp/file/05-Shingikai-12404000-
Hokenkyoku-Iryouka/0000078087.pdf).
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Form 3-1

Rationale for the Application of an Adjustment Premium
(Innovativeness Premium or Usefulness Premium)

@

Clinical ftrial
Q status
'A. A new mechanism that is clinically useful.

B. High level of efficacy or safety

C. Improvement of treatments for the target disease or injury
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Rationale for the Application of an Adjustment Premium (Improvement Premium/Limited-

time Premium for Improvement) [Form 3-2]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® |f you do not wish a premium to be applied or wish the product to be listed under an
existing category (e.g., with a revision to the definition), submission of this form is not
required.

n Regarding the requirements (A) to (H) for the improvement premium that the product in the
application must meet, compare the requirements to all products listed in a similar functional
category and enter the applicability of the requirements (usefulness of the product in the
application). Please explain the usefulness of the product using data such as clinical trial
results (published papers). If the usefulness has also been evaluated in a regulatory review,
indicate the relevant page(s) of the review report or the STED. Delete any items that are not
applicable.

“How the product in the application can solve the problems faced by healthcare
professionals and patients” needs to be explained in alogical and ordered manner, relating
it to the information contained in other documents.

<Examples of cases where a probability evaluation is required>
If there are no data indicating clinical efficacy and a probabilistic evaluation is required,
provide a logical explanation by including non-clinical data.

Points you wish to assert: Acetabular cups that allow for the use of larger stem
heads have been developed, thus reducing dislocation rates.

Details on data: Although there are no data directly comparing the dislocation
rate between conventional cups and this product, the data indicate that with
conventional cups, the larger the stem head, the lower the dislocation rate.

<Setting the adjustment premium rate>
For the innovativeness premium, usefulness premium, and improvement premium, refer
to "Research on Quantitative Evaluation of the Standards for Calculating Insurance
Reimbursement Prices for Specified Insured Medical Materials" (Takura Tomoyuki, co-
researcher (medical device specialist)) (http://www.mhlw.go.jp/file/05-Shingikai-
12404000-Hokenkyoku-Iryouka/0000078087 .pdf).
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Form 3-2
Rationale for the Application of an Adjustment Premium
(Improvement Premium/Limited-time Premium for Improvement)

\Clinical trial status | (Yes/No
A. Safety for healthcare professionals

B. Impact of waste disposal on the environment

C. Safety and efficacy for patients

D. Expansion of indications to children

E. Possibility of safe and simple procedures

F. Improved durability and the possibility of long-term use

G. Safety and ease for patients receiving at-home care

H. Functional equivalence when excluding biologically derived raw materials
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Note: Submit using the Japanese-language form:s.
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Rationale for the Application of Adjustment Premiums (Marketability Premium [I], [ll],

Pioneering Premium, and Specific Use Premium) [Form 3-3]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® |f you do not wish a premium to be applied or wish the product to be listed under an
existing category (e.g., with a revision to the definition), submission of this form is not

required.

Fill in if you wish for the marketability premium (l), pioneering premium, or specific use
premium to be applied.

Fillin if you wish for the marketability premium (ll) to be applied. In the "Estimated number of
pafients" section, enter the number of patients who are estimated to receive medical
freatment using the product in the application in one year. Make sure that this number is the
same as the estimated number of applicable patients entered in “Supporting Documents on
the Estimated Number of Applicable Patients and Projected Sales Volume” [Form 1-2]
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Form 3-3

Rationale for the Application of Adjustment Premiums (Marketability Premium
[1]. [ll]. Pioneering Premium, and Specific Use Premium)

kb Orphan medical device designation under the Pharmaceutical and
Medical Device Act [Marketability premium (1)]., Pioneering medical device
designation, or Specific use medical device designation

Yes/No

Date of the designation: Date (Month/Date/Year)

2. If not applicable for an orphan medical device designation [marketability
premium (ll)] under the Pharmaceutical and Medical Device Act

Target Estimated
disease number of
patients

Rationale for the estimated number of patients
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Note: Submit using the Japanese-language forms.
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Rationale for Application of the Cost-Effectiveness Premium [Form 3-4]

<Notes>

® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® |f you do not wish a premium to be applied or wish the product to be listed under an
existing category (e.g., with a revision to the definition), submission of this form is not

required.

Circle yes or no for clinical frial status.

Enter the total amount obtained by multiplying the average number of existing listed
products used at one fime in a single freatment by the standard material price for the
functional category to which the existing listed product belongs. Enter a detailed
explanation of the rationale for your estimates, including citations to the sources on which
they are based.

Enter the total amount calculated by multiplying the expected average number of newly
listed products used at one time in a single treatment by the reimbursement price for the
existing functional category. Enter a detailed explanation of the rationale for your estimates,
including citations to the sources on which they are based.

Enter the reasons why the cost-effectiveness premium applies, including the following
points:

(1) The target disease, intended use, efc. are the same as those of existing products

(2) The product has equivalent or greater clinical efficacy and can be used as an
alternative to the existing listed product.

(3) Costs related to specified insured medical materials are expected to be reduced
compared to using existing listed products.

In addition, based on the amounts calculated incnd cbove, please calculate the
premium amount using the following formula.

Premi ; (Projected cost savings) 05
- x
remibm amoun (Estimated average number of uses of the product) )
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Form 3-4
Rationale for Application of the Cost-Effectiveness Premium

Clinical trial Yes/No
status

A. Costs associated with the use of existing products

B. Costs associated with the use of the relevant product

C. Rationale for the Cost-Effectiveness Premium
(1) The target disease, intended use, efc. are the same as those of existing

products.
Q

(2) The product has equivalent or greater clinical efficacy and can be used
as an alternative to the existing listed product.
AAN

(3) Costs related to specified insured medical materials are expected to be
reduced compared to using existing listed products.
ooo

The premium amount is -
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Note: Submit using the Japanese-language forms.

i3 —4
AP NS FHOARHL
1RER DA H . fils

A B EAWESEOERICONT

o B A2 WIS O I HOWT

N RREMEINFENC RS T AR DUV T

D LIt DS BG5S BRI & 7] U T 5 = & a

000

@ B 2o R L Tl U BB DI L 10 B3 6 DT 5 =
&

YAVAVA

3 B #itty &1/ L /=555 & HEHE L THFE (RIR [EIEHT FHI AR S B D758
FEIhs =&
(777

INFBR L~

103



<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® Submit this form only if you wish fo submit a challenge application after listing.

Briefly explain the rationale justifying a challenge application.
<Examples where verifying true clinical efficacy before insurance coverage may be
difficult>
Bioabsorbable coronary stents
: Unlike conventional metallic stents that remain in the body, this stent has the unique
feature of biodegrading and disappearing in approximately three years. The benefits
of its biodegradation and disappearance are expected even after a longer period
of time.
* Reduction of long-term events
* Preserving tfreatment options when undergoing retreatment

Enter your data collection and evaluation plan. Also attach any relevant documents.
Regarding the applicable patients, if any inclusion/exclusion criteria have been set, please
explain the details of those criteria and describe the measures taken to ensure that only
patients suitable for evaluation of the product in the application are enrolled.

Regarding the number of patients and the rationale for that number, please describe how
you calculated the number of patients necessary to perform the evaluation, taking into
account the evaluation items and verification contents of the product in the application
(superiority, non-inferiority verification, etc.). Also, indicate that there is a sufficient number of
pafients to perform the evaluation.

Regarding evaluation items, indicate that the evaluation items necessary for evaluating the
usefulness of the product in the application have been set. Therefore, you need to carefully
explain, using clinical guidelines, what items are being evaluated for each set item (for
example, the evaluation items are those that have been agreed upon by academic
societies).

Regarding the analysis plan, indicate the type of analysis that will be performed to evaluate
the usefulness of the product in the application (e.g., verifying superiority over currently listed
products or verifying that the product meets pre-defined standards based on the literature).
Also, include which item you intend to request an additional premium for, in the event that
future data demonstrating the usefulness of the product becomes available (e.g., requesting
an Adjustment premium for functional category 100).

Plan for Data Collection and Evaluation after Listing
® Applicable patients: Patients for whom this product is applicable
® Existing treatments (comparative control): Existing standard treatments for applicable
patients
Current issues: Current clinical issues to be resolved
Efficacy of the product: Efficacy of the product as a solution to the current issues
Reasons efficacy cannot be evaluated at the time of insurance coverage
Method of evaluation
«  Testtype
Test purpose
Applicable patients
Number of patients and the rationale for that number
Enrollment period and evaluation period
Evaluation items
Analysis Plan

e o o o o o

104



Form 3-5

Documents on the Justification for Submitting a Challenge Application

Existing treatment

Applicable patients (for comparison)

Current issues

The usefulness of the product

Rationale for the inability to evaluate usefulness upon applying for
insurance coverage

Test type

Test purpose

~plicable patients

Number of patients
and the rationale for
that number

Enrollment period

UOIION|DAS JO POYIOW

Evaluation period

Evaluation items

Analysis plan
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Note: Submit using the Japanese-language forms.

i3 —5
Fx LU UREERTH 2 L OZRYMH R A%k
. BETF IR
SE-JuEa
? (Flnt )
HAR O
Mgl oA M

PRI M A e 2

ARl T X AR

ik

R O FEAH

AR H Y

PSES -

SEBIE & O
Z DOFRHL

Bk ] ]

BRG]

A E H

fi AT a

Tl

106




Rationale for Medical Devices that Require Special Consideration for Use in Testing for Rare

Diseases [Form 3-6]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® Submit this form only if you believe that the medical device requires special consideration
for use in testing for rare diseases.

Regarding the orphan medical device designation under the Pharmaceutical and Medical
Device Act, circle "Yes” or “No."If yes, enter the datfe of designation.

If the medical device is related to testing used to determine the suitability of pharmaceuticals
and the test is expected to seldom be performed, enter the applicable patients and the
estimated number of patients. For "Estimated number of patients," enter the peak number of
patients who are estimated to receive medical freatment using the product in the
application in one year. Make sure that this number is the same as the estimated number of
applicable patients entered in “Supporting Documents on the Estimated Number of
Applicable Patients and Projected Sales Volume™” [Form 1-2]

Enter the rationale for the estimated number of patients. If the information is the same as that
in Form 1-2, you can write "Omitted since the information is the same as that in Form 1-2."
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Form 3-6

Rationale for Medical Devices that Require Special Consideration for Use in
Testing for Rare Diseases

1 Orphan medical device designation under the Pharmaceutical and
Medical Device Act

Yes/No

Date of the designation: Date (Month/Date/Year)

2. If the medical device is used for testing to determine the suitability of
pharmaceuticals and the test is expected to seldom be performed

Applicable Estimated
patients number of
patients

Rationale for the estimated number of patients
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Note: Submit using the Japanese-language forms.
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<Notes>
® |t does not have to fit on asingle A4 page. Extend the form frames as needed.

Please separately fill in the following items regarding the medical technology related to
this medical device, taking into consideration how it is positioned in the methods of
calculating medical fees (Ministry of Health, Labour and Welfare Notification No. 59 of
2008).

[Explanation regarding target diseases]
® Overview of the target disease and applicable patients for the product in the
application
® Current freatments for the target disease (including recommendations in domestic
and international clinical guidelines), their problems, and the needs of the medical
field

[Description of the product in the application]

® The background to the development of the product in the application based on
the issues and needs (including an explanation of the product's features and
improvements compared to existing products)

® How will the product in the application address or solve that problem or need?

® The clinical positioning of the product in the application (whetheritis a
replacement, combination, or completely different freatment compared to
standard treatments, existing freatments, and existing listed products) and changes
in the flow of freatment (comparison between the current flow and the flow after
infroduction of the product in the application)

® The status of collaboration with relevant academic societies (whether or not
guidelines for proper use, including requests for early infroduction and requirements
for the performing physician, have been established, and if so, their details)

® Evidence that supports the effectiveness of the product in the application
compared to existing listed products

[Details on the insurance coverage requested]

® [f you wish to set a new technical fee, please explain the details of the insurance
coverage you would like to receive (including an explanation of the medical fee
points and points of note regarding existing tfreatments, as well as the details of the
requested insurance coverage for the product in the application and the reasons
for selecting the reference technical fee).

® |f you wish to have your product listed as a specified insured medical material,
explain a similar functional category and the requested price (If you believe that
there is no similar functional category, state the reason why your product does not
fall under any of the existing functional categories and the details of the new
functional category you are requesting. In the case of cost calculation, the
breakdown. If you wish a premium to be applied, include the applicable items and
an explanation of their applicability).

<How to select reference technology>

When selecting reference technologies, the basic approach is to estimate costs based
on the 2020 Draft Proposal of the Japanese Health Insurance Federation for Surgery” from
the Japanese Health Insurance Federation for Surgery (Gaihoren) and the "“Proposal for
Medical Fee Evaluation for Internal Medicine Techniques ver. 1" from the Social Insurance
Union of Societies Related to Internal Medicine (Naihoren) and then to select a reference
technology with similar aspects.

In addition, if the usefulness of the product in the application is objectively
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demonstrated through clinical frial results showing superior freatment outcomes
compared to existing treatments, there is also the option to request a technical fee based
on those results, applying a reference different from that of existing treatments.

In addition, even if the medical device is based on a different principle from already
listed products, similar procedures may be performed. Taking into consideration the
usefulness of the product in the application and the similarity of the procedures, an
applicant can request that the technical fees for existing freatments serve as a reference.

Thus, references that are deemed appropriate are specified, taking info account the
freatment outcomes of the product in the application, similarities in applicable patients
and procedures, costs, efc. It is important that the appropriateness of the selected
reference technology be explained logically in the form, showing in a table format or
other form the items that were considered when making the selection.

Form 4

Medical Technology Related to the Medical Device

(Technology Overview)

11



Note: Submit using the Japanese-language formes.
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<Notes>

Extend the form frames as needed.
Enter the amount per product for all items.

For imports, enter the import cost in the amount column, and enter the date of the confract,
invoice, etc. and the exchange rate in the remarks column. The exchange rate will be the
average rate for the year immediately prior to application (same as Form 6, "Price
Adjustment Documents").

“Selling, general and administrative expenses,”" "operating profit,” and "distribution costs"
should be set based on the "Coefficients for Cost Calculation Method when Calculating the
Standard Material Prices of Specified Insured Medical Materials" as indicated by the Central
Social Insurance Medical Council (announced around April to May each year).

Please set the operating profit margin to a value that each company considers
appropriate, ranging from -50% to 0%, depending on the level of innovation. To set values,
refer to "Research on Quantitative Evaluation of the Standards for Calculating Insurance
Reimbursement Prices for Specified Insured Medical Materials" [Takura Tomoyuki, co-
researcher (medical device specialist)] (http://www.mhlw.go.jp/file/05-Shingikai-12404000-
Hokenkyoku-Iryouka/0000078087.pdf).

"Distribution costs" refer to the costs (wholesaler's margin) incurred when a wholesaler delivers
a product to a medical facility (costs such as those incurred when a company sells fo a
wholesaler are included in selling, general and administrative expenses). If special distribution
costs are incurred, such as a special method of shipping, please note this in the notes.

For large equipment, divide the total amount by the number of patients during the
depreciation period and enter the amount as "¥__ per patient."

In the case of imports, please state the import cost (the exchange rate should be the
average rate for the year immediately prior fo the application) and attach documents
(contracts, invoices, etc.) to prove the import cost.

If there are countries where the product is sold at a price lower than the import cost to Japan,
you may be asked for a breakdown of the import cost. Please prepare a breakdown of “raw
material costs,” “selling, general and administrafive expenses” “research and development
expenses,” “operating profit,” etc., or if providing a breakdown is difficult, please be
prepared to explain the appropriateness of these costs in relation to import costs (for
example, an explanation based on delivery prices to other countries).

In the case of imports, enter the costs of packaging materials in Japan that are directly borne
by the applying company, such as domestic repackaging and including package inserts for
Japan.

Explain the manufacturing flow chart with diagrams.

The unit for "Working hours” is hour(s). For "Total working hours," enter the value obtained by
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multiplying the "Number of employees" by the "Working hours." For "Labor rate," enter the
hourly rate. Regarding the labor rate, you may select an appropriate rate from statistics such
as the Basic Survey on the Wage Structure, but indicate the reason for your selection (please
be sure to indicate the source). If there is a significant discrepancy with the actual labor rate,
the labor rate can be calculated based on each company's actual circumstances by
providing supporting documents. In the case of imports, enter the domestic labor costs
directly borne by the applying company, such as domestic repackaging and including
package inserts for Japan.

Please fill in the actual costs whenever possible. If calculating the costs by adding up the
costs for each individual product is difficult, costs for the entire factory can be apportioned
based on the conftribution of the product in question.

In the case of imports, enter the domestic manufacturing costs that are directly borne by the
applying company, such as domestic repackaging and including package inserts for Japan.

Set this based on the "Coefficients for Cost Calculation Method when Calculating the
Standard Material Prices of Specified Insured Medical Materials" as indicated by the Central
Social Insurance Medical Council. Also, if "maintenance costs" are incurred, attach a
catalog or documents provided to the customer.

When allocating research and development expenses per product, calculate by dividing it
by the cumulative sales forecast for a reasonable number of years after sales begin.

For "Basic research expenses,” provide a detailed breakdown (this can be written on the
form or on a separate sheet). In the case of imports for which the applying company has not
borne the research costs, do not include them in the calculation.

For "Clinical research expenses," provide a specific breakdown of the costs of clinical trials
and marketing approval applications (this can be written on the form or on a separate sheet).
In the case of imports for which the applying company has not borne the research costs, do
not include them in the calculation.

For “Post-Marketing Surveillance Expenses,” enter an estimate of the costs related to post-
marketing surveillance.
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Form 5

Document on Cost Calculation Method

(Summary table)

Cost elements | Amount (yen) Notes (rationale)
Raw material |
costs

- (*1)

o} Packaging

2 material costs

3] (*2)

O | Labor costs

) (*3)

€ Manufacturing

% cosfts

% (*4)
Subtotal (1)

Selling, general
and
administrative
expenses (*5)

Research and
development
expenses (*6)

Operating profit

Subtotal (2)

Distribution costs

Subtotal (3)

Consumption tax

Total

|

Note 1:In the case of imported medical devices, documents providing the rationale for
sefting the import cost, such as the price in the importing country and the export

price fo countries other than Japan, must be attached.

Note 2: For items *1 to 6 in the table, transcribe the total amounts for each item in the

following breakdown.

(breakdown)
1 Raw material costs

Name of raw materials

Required
quantity

Unit price
(yen)

Amount Remarks
(yen)

Total

(*1)
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2. Packaging material cosfts

[fem

Required
quantity

Unit price
(yen)

Amount (yen)| Remarks

Total

(*2)

3. Labor costs
1) Manufacturing flow chart

2) List of working hours by process

Work
item

Numb
er of
person
nel

Working
hours

Total
working
hours

Labor
rafe

Amount (yen)

(Total working

hours x Labor
rate)

Remarks

Raw

material

Package

Total

4. Manufacie costs

Raw material
(yen)

Package
(yen)

Remarks

Energy
Electricity cost
Gas cost
Water cost
Subtotal

Equipment depreciation
expense
Depreciation expense
Insurance cost
Taxes and charges
Subtotal

Consumables
Consumables cost

Service department cost
Other
Subtotal

Total

(*4)
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5 Selling, general and administrative expenses

lemAmount (yen) Remarks

Sales and general
and administrative
expenses

Royalties

Tracking costs

Maintenance costs

Total (*5)

6 Research an< 'elopment expenses

Amount (yen) Remarks

Basic research
expenses

Clinical research
expenses

Post-

marketing No

surveillanc
e expenses

Other

Total (*6)
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Note: Submit using the Japanese-language forms.
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Documents on Price Adjustment [Form 6]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.

Enter the requested price stated in the "Insurance Coverage Request Form for a Medical
Device."

In the "Price" section, enter both the price before and after conversion. The exchange rate
used will be the average rate for the year immmediately prior to applicatfion (the Office of
Medical Devices Policy will instruct you on the rate fo be used during pre-consultation). For
prices in other countries, you will need to attach supporting documentation such as a price
list (if providing a price list is difficult, a letter from overseas is acceptable).

Please calculate the average foreign price based on the following rules.

' Calculation method for average foreign prices }

(1) If the highest price is more than 2.5 times the lowest price, the highest price will be excluded.
(2) If there are three or more countries with prices, and the highest price exceeds 1.6 times the arithmetic mean

of the other prices, the highest price is deemed to be equivalent to 1.4 times the arithmetic mean of the
other prices.

* Reference (rules before the revision in 2022)

(1) If the highest price is more than 2.5 times the lowest price, the highest price will be excluded.

(2) If there are three or more countries with prices, and the highest price exceeds 1.8 times the arithmetic mean of the
other prices, the highest price is deemed to be equivalent to 1.8 times the arithmetic mean of the other prices.

<Specific examples>

- e e T
functional Country A [CountryB Country C | Country DY Country E Average foreign
category I

I

' I 3,745 yen 14,400 yen
gg?gggrr;a)l( 30,710 yen | 8921 yen 7,383 yen (minimum || 21,242 yen= (when the arithmetic |

price) mean is calculated)

7’ L L%

prices

el DA
Due to (1). the price The arithmetic mean of the prices was Since it exceeds 1.6 times (1), the The arithmetic mean of the
exceeds 2.5 fimes the caleulated for countries excluding country price will be reduced to 1.6 times prices of B, C, C and E (#2)
lowest price (9.363 yen) E, which was the country with the next the amount according to (2).
and is therefore highest price after that n country A, as It becomes "7,684 yen"
excluded. was ex:luf‘ec' in 1)- Calculate based on country E as
6,683 yen [3#1) 10.693 yen (#2)

Source: Medical Economics Division, Health Insurance Bureau, Ministry of Health and Welfare, “FY 2024 Outline of the
Reform of the Insured Medical Materials System"

4 A price that exceeds 1.25 times the average foreign price cannot be set (up fo 1.5 times the
average foreign price is permitted for products developed in response to a request from the
Ministry of Health, Labour and Welfare based on the results of deliberations by the Needs
Review Committee, products designated as orphan medical devices, and products that
have been assigned a new functfional category with an innovativeness premium or
usefulness premium of 10% or more).
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Form 6

Document on Price Adjustment

price

Requested co!ul ated

yen

(*1)

of manufacture)

Manufacturer (country

Japan

Price and other relevant conditions in foreign countries

Country name Price Marketed | Approved |Submission | Remarks
(local price/yen of
conversion) marketing
approval
us Yesg/No Yeg/No Yes/No
$/yen
UK Yes{No Yes(Q\@ YesyYNqg
Germany Yes(No YesANo /No
France Yeg/No Yes/No /No
€/yen
\ Australia Yes Yes@ Yes@

\

o Exchange rate [April 1, 2022 - March 31, 2023 Average of the exchange rate

according fo the Bank of Japan

application)]

1 US dollar = yen

1 British pound = yen

1 euro = yen

1 Australian dollar = yen

o Average foreign price =

Yen (*2

o

(for the year immediately prior fo

Note: If the foreign price calculation rules (2.5x/1.6x) apply, enter the
calculation formula.

o Adjustment formula
Ratio with respect to the average foreign price ((*1)/(*2)): 1.2
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Note: Submit using the Japanese-language forms.
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Document on Evaluation for Expedited Insurance Listing [Form 7]

<Notes>

® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® |f you are not requesting an evaluation for expedited insurance listing, you do not need to

submit this form.

Indicate the status of the application for marketing approval in the United States when
submitting documents and enter the date of application (If you have completed
premarket notification, indicate the date of completion and note this in the margin).
Attach supporting documents (documents showing the date of the application for
marketing approval in the US, the tfime clock provided by the Pharmaceuticals and Medical
Devices Agency (PMDA), efc.).

Confirm that the difference between the above (*2) and (*1) is within 180 days, or the date
of the application for marketing approval in Japan must be the same as the date of the
application for marketing approval in the United States or earlier than the date of
completion of premarket nofification

Check the appropriate item and enter the period for the applicant out of the total review
period. Also attach supporfing documents.

Confirm that the date falls within the appropriate review period: within 90 days for priority
items that are new medical devices, within 180 days for ordinary items that are new medical
devices, and within 105 days for improved medical devices with clinical trials.
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Form 7

Document on Evaluation for Expedited Insurance Listing

o Status of the application for marketing approval in Japan and the
United States

Status of marketing approval under the Federal Food, Drug, and
Cosmetic Act in the US.

Pending approval Not Submitted

Y

Date of application for marketing approval under the Federal Food,
Drug, and Cosmetic Actin the US (*1)

Date

Date of application for marketing approval under the Pharmaceuticals
and Medical Devices Act in Japan (*2)

Date

The difference between the above ((*2) - (*1)) 100 Days

o The period for the applicant out of the total review period under the
Pharmaceutical and Medical Device Act

& Priority items that are new medical devices or improved medical

devices with clinical frials Days
o Ordinary items that are new medical devices Days
o Other
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Note: Submit using the Japanese-language forms.
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Documents on Usefulness of Medical Economics [Form 8]

<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.

Please indicate the amount of the increase, the amount of the decrease, and the net
change due to the impact on annual healthcare expenditures nationwide in Japan (not
on a per-patient basis).

<Scope of medical expenses covered>
Medical expenses should be calculated based on medical fees and fees charged to patients.
The amount of the increase refers to the costs incurred by using the product in the application
and any associated costs. The amount of the decrease refers to the cost of the device that will
no longer be used due fo use of the product in the application. Please note that the following
expenses are not covered:

* Reduction in labor costs as a result of physicians taking less time to perform prycedures
» Reductions as a result of improved labor productivity (including patients and caregivers
such as their family members),

* Improved QOL, etc.

Clearly indicate the respective rationale for the amount of the increase, the amount of the
decrease, and the net change due fo the impact on healthcare expenditures. When
applying for category C2 in particular, compare the technology to existing technologies. For
medical fees used as a reference to calculate medical expenses, provide the names of the
fees and the reasons for referring to them.

If there are similar functional categories, fill in the form taking into consideration the
information on the “Rationale for the Application of an Adjustment Premium” in Forms 3-1, 3-
2, and 3-3.If there is no similar functional category, fill in the information taking info
consideration the clinical efficacy (requirements for the innovativeness premium and the
usefulness premium).

“"How the product in the application will solve the problems faced by healthcare
professionals and patients” needs to be explained in an ordered manner throughout the
application documents.Be careful not to have logical contfradictions.
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Form 8

Q

Increase in medical expenses due to use of the

Documents on Usefulness in Terms of Healthcare Economics

1 *
material (*1) Yen
Decrease in medical expenses due to use of the
material (*2)
Yen
Ultimate impact on total medical expenses Yen

[(*1)-(*2)]

N

<Rationale> o

[Amount of the increase]

[Amount of the decrease]

[Amount of the impact]
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Note: Submit using the Japanese-language forms.
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Document on Maintenance [Form 9]

<Notes>
® |t does not have to fit on asingle A4 page. Extend the form frames as needed.

=a

Circle the necessity for maintenance.
If maintenance is required, describe it.

If maintenance is not required, enter the reason why (e.g., this product is for single use only,
so no maintenance is required).
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Form 9

Q Document on Maintenance

Need for maintenance Yes

Maintenance details ‘a

This product is for single use only and requires no maintenance.
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<Notes>

(4)

Keep it to one A4 sheet. If your application does not fit on a single A4 page, attach
additional sheets as necessary.

Prepare one request form for insurance coverage for each approvallf, however, one
approval dossier contains multiple products (items in a series), prepare an insurance
coverage request form for each product that has the same measurement items, purpose of
measurement, and method of measurement.

Leave the reference number section blank when submitting the form.

For the measurement items, enter the “"Category Number” and “Category Name” shown
in the estimate notification. If you are applying under category E3, enter the name you
consider appropriate.

Transcribe the sales name (product name), measurement items, and method of
measurement from the approval dossier.

Fill in "E2 (Existing Items with Changes)" or "E3 (New Items or Improved Items)" depending
on the category of your application.

If there are multiple people in charge, underline one main person in charge.

If a new item needs to be specified, please fill in the applicable testing technology.

Also, please fill in the following if applicable:

Details of the most recent application for a partial change or minor change

Details of succession, a change in company name, and a change in the Designated
Marketing Authorization Holder (submit documents that allow details to be verified)

Past insurance coverage history for the product (date of submission of an insurance
coverage request form, application category, decision category (withdrawal), date of
coverage by insurance).

In cases where approval has been granted for multiple products (series items) under one
approval dossier, the handling of items that do not fall under the required category
(names of component items, required category, or a statement that insurance coverage
is not required).
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Attachment 1

Reference number

Insurance Coverage Request Form of an In Vitro Diagnostic

Measurement item

D000 --- test ## XXX

Brand name

- test kit

Purpose of Measurement of ---
measurement
DQu<:1Ii’ro’rivek_ﬁemi—quon’rifoﬂve oQuantitative
Method of - method
measurement

Marketing approval
(Certification)
number and

Approval
(certification) date

Approval number: 0000000o000000000
Date of approval: Date (Month/Date/Year)

Insurance Category

For E2: E2 (Existing Items with Changes)
For E3: E3 (New or Improved Items)

Request for
reevaluation based
on actual past use

oYes (at the time of listing/after Iis’ring)ﬁﬂ\lo

Contact Details

Contact Name: Taro Yamada
telephone numier; **- ok ke
E_mOII- ******@****

Remarks

Technology referenced for adaptation:
DoooAAAtest ## xxx ** ** 1oints

Based on the above, | request that this in vitro diagnostic be covered by

insurance.

Date (Month/Date/Year)
Address (in the case of a corporation, the location of its

principal office)

Name (in the case of a corporation, its name and the

name of its representative)

To the Minister of Health, Labour and Welfare
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Note: Submit using the Japanese-language forms.
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<Notes>
@ |t does not have to fit on a single A4 page. Extend the form frames as needed.

Indicate the points for the existing item you are requesting or the same points as the
technology referenced for adaptation. If there are multiple technologies referenced for
adaptation, please provide the total combined poinfts.

For each technology referenced for adaptation, specify the “Category Code,” “Category
Name,” and “Points” as indicated in the notice on reimbursement. If you are combining
multiple technologies referenced for adaptation, please list the corresponding “Category
Code,” "Category Name,” and “Points” for all of them. If there are no technologies
referenced for adaptation, you may leave this section blank.

Provide the ratfionale justifying the appropriateness of the requested points and the
technology referenced for adaptation.

For E2: Indicate the equivalence between this test and existing tests. Also, indicate any
modifications to the existing item you are requesting.

For E3 (New Item): Explain the similarity between this test and the technology referenced
for adaptation.

For E3 (Improvement ltems): Indicate differences, such as clinical efficacy, between this test
and existing tests and similarities to the technology referenced for adaptation.

Indicate the similarities in terms of the measurement principle, applicable patients, target
areq, efc.
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Form 1

Requested Insurance Points and Their Rationale

Insurance coverage wE2 (Existing Items with Changes)
category oE3 (New Items) oE3 (Improved ltems)

For E2: D000 --- test ## XXX

Measurement item For E3: — antibodly

Requested technology

Method of -— method
measurement (oQualitative  WSemi-quantitative oQuantitative)
Requested points --- points

D000 AAAtest*™*points and D999 LICILI test ### points were

f f
referenced for added together ***points

adaptation

The rationale

[For E2]
This fechnology is exists as a AAA test and...
[For E3 (New [tems)]

The measurement principle of this test is the --- method, and the existing test, the D999
ooo fest, is similar to --- in that... The applicable patients are....

[E3 (Improvement Items)]

Existing AAA tests are performed on patients suspected of having XX disease... The
existing AAA test is performed on patients suspected of having XX disease. However,
this test is considered clinically useful in thatitis ~~~ for patients suspected of having
(00 disease and a oo level of ** or higher.
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Note: Submit using the Japanese-language forms.
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<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.

Enter the number of patients per year to whom this test may be applicable. The number of
patients should be calculated based on the estimated number of patients for the entire test
item, not just the product in the application. If the estimated number of applicable patients
is expected to change in the future, enter the year in which that number will be greatest.

Enter the estimated number of patients covered by insurance from the first year of coverage
fo the 10th year.

Enter a detailed explanation of the rationale for your estimates, including citations to the
sources on which they are based. When making calculations, refer to If there are instructions
for proper use or guidelines, please also refer to these documents to avoid any
contradictions. The clinical positioning of the applicable patients for the product in the
application should be clearly defined using a flow chart or the like. (When using a flow chart,
please excerpt the flow of freatment after the change described in Form 4).

The estimated number of applicable patients is determined by patient factors such as
medical need. Please do not make estimates based on a company's sales efforts. When
making the calculation, enter the formula for the estimated number of applicable patients.

Indicate the year in which you anticipate your sales will peak and your estimated sales
revenue for that year. The sales amount to be entered here should be calculated by
multiplying “Requested points X Number of tests per year”.

Regarding the number of patients who will use this in vitro diagnostic, enter the number of
patients who are expected to purchase and use the product in the application, taking into
account the company's sales efforts, out of the estimated number of applicable patients.
The number of patients using this in vitro diagnostics per year will be less than the estimated
number of applicable patients.

Enter a detailed explanation of the rationale for your estimates, including citations to the
sources on which they are based. If there are any conditions regarding the use of the
product in the application, such as facility standards, enter the specific conditions. Also,
take info consideration the market share of competing products.
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Form 2-1

Supporting Documents on the Estimated Number of Applicable Patients and the
Estimated Market Size (Estimated Number of Tests)

Estimated number of opplicobie!

oatients (patients/year) patients/year (peak: FY o)

Estimated number of patients to whom | Number of tests per
the measurement item applies year

1st year patients cases
2nd year patients cases
3rd year patients cases
4th year patients cases
5th year patients cases
6th year patients cases
7th year patients cases
8th year patients cases
9th year pafients cases
10th year patients cases

he rationale

AAA disease is diagnosed as shown in Figure o. On this test, a result of Ml or higher is
considered to be a definite diagnosis, and freatment such as XX will be administered.
Then, during follow-up, the test will be cond d twice as --.

Projected sales revenue for the in vitro yen/year
diagnostic (yen/year)

Sales amount Number of patients using Number of tests
the in vitro diagnostic per year
1st year million yen patients tests
2nd year million yen patients tests
3rd year million yen patients tests
4th year million yen patients tests
5th year million yen patients tests
6th year million yen patients tests
7th year million yen patients tests
8th year million yen patients tests
9th year million yen patients tests
10th year million yen patients tests

The rationale

For AAA disease, the test items may be divided depending on XX and ooog, and
according to data from the XX Society approximately 90% of patients may undergo this
test as... Approximately 90% of patients who undergo this test will experience remission
with drug treatment such as A A A, but to confirm this, patients with a score of oo points
or higher on the ooo test will be monitored using this test. Therefore, approximately co% of
eligible patients will presumably undergo this test.
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Note: Submit using the Japanese-language forms.
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<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® In the case of E2 (existing items with changes) and replacing an existing product,
submission of this form is not required. However, please enter the rationale for
replacement in Form 2-1.

Enter the amount calculated in steps (1) to (5) under Rationale (Details).

Enter the reagent cost per test. The cost of reagents per test should be calculated from "a) the
number of tests per reagent” and "b) the cost of reagents per reagent.”

Indicate how many tests can be performed per kit, including whether they are for calibration
curves, contfrol measurements, tests, single or double measurements, etc. If "a) number of
tests per reagent" varies depending on the number of specimens tested at one time,
describe several patterns and explain the most appropriate pattern and the rationale for it.

For imports, enter the import cost in the amount section, and enter the date of the contract,
invoice, etc. and the exchange rate in the remarks section. The exchange rate will be the
average rate for the year immediately preceding your application.

“Selling, general and administrative expenses,” "operating profit,” and "distribution costs"
should be set based on the "Coefficients for Cost Calculation Method when Calculating the
Standard Material Prices of Specified Insured Medical Materials" as indicated by the Central
Social Insurance Medical Council (announced around April to May each year).

"Distribution costs" refer to the costs (wholesaler's margin) incurred when a wholesaler delivers
a product to a medical facility (costs such as those incurred when a company sells to a
wholesaler are included in selling, general and administrative costs). If special distribution
costs are incurred, such as a special method of shipping, please note this in the notes.

If you have information on export prices to other countries, please attach it and submit it.

In the case of imports, enter the import cost (the exchange rate should be the average rate
for the yearimmediately prior to the application) and attach documents (contracts, invoices,
etc.) to prove the import cost.

If there are countries where the product is sold at a price lower than the import cost to Japan,
you may be asked for a breakdown of the import cost. Prepare a breakdown of "raw material
costs," “sales and general and administrative expenses”, "research and development
expenses,”" "operating profit," etc., or if it is difficult to provide a breakdown, please be
prepared to explain the appropriateness of these costs in relation to import costs (for

example, an explanation based on delivery prices to other countries).
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In the case of imports, enter the costs of packaging materials in Japan that are directly borne
by the applying company, such as domestic repackaging and including package inserts for
Japan.

Explain the manufacturing flow chart with diagrames.

The unit for “Working hours” is “minutes.” For "Total working hours," enter the value obtained
by multiplying the "Number of employees" by the "Working hours." For "Labor rate," enter the
hourly rate. Regarding the labor rate, you may select an appropriate rate from statistics such
as the Basic Survey on the Wage Structure, but indicate the reason for your selection (please
be sure to indicate the source). If there is a significant discrepancy with the actual labor rate,
the labor rate can be calculated based on each company's actual circumstances by
providing supporting documents. In the case of imports, enter the domestic labor costs
directly borne by the applying company, such as domestic repackaging and including
package inserts for Japan.

Fill in the actual costs whenever possible. If calculating the costs by adding up the costs for
each individual product is difficult, costs for the entire factory can be apportioned based on
the contribution of the product in question.

In the case of imports, enter the domestic manufacturing costs that are directly borne by the
applying company, such as domestic repackaging and including package inserts for Japan.

Set this based on the "Coefficients for Cost Calculation Method when Calculating the
Standard Material Prices of Specified Insured Medical Materials" as indicated by the Central
Social Insurance Medical Council. Also, if "maintenance costs" are incurred, attach o
catalog or documents provided to the customer.

When allocating R&D costs perreagent, calculate by dividing it by the predicted cumulative
sales for a reasonable number of years after the product goes on sale. In addifion,
"Coefficients for Cost Calculation Method when Calculating the Standard Material Prices of
Specified Insured Medical Materials” are not applied to research and development
expenses.

For “Basic research expenses,” provide a detailed breakdown (this can be written on the
form or on a separate sheet). In the case of imports for which the applying company has not
borne the research costs, do not include them in the calculation.

For "Clinical Research Expenses,” please provide a specific breakdown of the costs of clinical
frials, clinical performance tests and marketing approval applications (this can be written on
the form or on a separate sheet). In the case of imports for which the applying company has
not borne the research costs, do not include them in the calculation.

For “Post-Marketing Surveillance Expenses,” enter an estimate of the costs related to post-
marketing surveillance.

When calculating labor costs per test, calculate a reasonable amount of time based on
specimen reception, preparation, measurement, reporting of results, equipment
maintenance, etfc. In that case, enter the working hours for each process in the remarks
section.

For the technician’s hourly rate, data such as the summary of salaries for national civil
servants published by the National Personnel Authority can be used (indicate the source in
the notes section). Refer to the following example of the method of calculation.

In the labor cost breakdown section, enter the total time commitment, hourly rate, and
number of specimens processed.

In the remarks section, enter the rationale for setting prices, such as the fime for each process,
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the ratfionale for setting the hourly rate, the number of specimens processed, the cost of
purchasing materials, and the depreciation period for the device.

Calculate this by “Total time commitment x Technician’s hourly rate / Number of specimens
processed.”

Calculate this by “(Annual depreciation cost of analytical equipment + Annual
maintenance costs + Other costs) / Number of specimens that can be processed per year."

If there are any special expenses required for the test, indicate the rationale.
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Form 2-2

Reagent Price (Price per Test)

Rationale for testing cost per test (summary table)

Testing fee

yen
Breakdown Amount (yen) Remarks

Cost perreagent is
calculated by

1) Reagent costs YN gividing it by the
number of tests

(2) Labor costs yen

(3) Material costs yen

(4) Cost of analyfical

i yen
devices
(5) Expenses yen
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Note: Submit using the Japanese-language forms.
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Rationale (details)

O Reagent costs

Reagent cost per test
(The cost of each reagent is apportioned based on yen
the number of tests)

a) Number of tests per reagent (number of specimens)
Calculate the number of tests (number of specimens) that can be measured per reagent,
excluding the number of times each reagent is used, such as for creating a calibration curve,
confrol measurements, duplicate measurements, and confirmation tests.

The rationale
Number of tests per reagent. 8 tests

This reagent allows for 24 measurements per reagent. When measuring 8 or 2 specimens
at a time, the number of specimens that can be measured with one reagent is as
follows:

(For each measurement, use four specimens for the calibration curve and four
specimens for the control measurement).

- When measuring 8 specimens at once

For the calibration curve 4 measurements

For Control measurements 4 measurements

For tests 16 measurements (8 specimens (duplicate measurements))

- When measuring 2 specimens at once

For the calibration curve 8 measurements

For Control measurements 8 measurements

For tests 8 measurements (4 specimens (duplicate measurements))

For the following reasons, this test is expected to perform eight measurements at a time.

XXX XX,

Thus, limiting the number of tests per reagent to 8 tests is considered appropriate.
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b) Reagent cost per reagent

(breakdown)

Cost Calculation

Cost elements

Amount (yen)

Remarks (rationale)

Raw Raw material costs (1%) yen
material Packaging material
costs costs (2%) yen
Labor costs (*3) yen
Monufociurlng costs ven
(*4)
Subtotal (1) yen
Selling, general and .
administrative expenses (5%) yen | ».7% of Subfotal (2]
Research and development
* yen
expenses (*6)
Operating profit yen | ***% of Subtotal (2)
Subtotal (2) yen
Distribution costs yen | ***% of Subtotal (3)
Subtotal (3) yen
Consumption tax yen | **%
Total yen

Note 1:In the case of imported in vitro diagnostics, documents providing the rationale for
setting the import cost, such as information on prices in the importing country and
information on export prices to countries other than Japan, must be attached.

Note 2: For items *1 to 6 in the table, franscribe the total amounts for each item in the

following

(breakdown)

*1 Raw material cost (per reagent)

breakdown.

Name of raw Required Unit price Amount Remarks
materials quantity (yen) (yen)
Total (*1)
*2 Packaging material cost (per reagent)
Name of raw Required Unit price Amount Remarks
materials quantity (yen) (yen)
Total (*2)
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*3 Labor cost (per reagent)
1) Manufacturing flow chart
2) List of working hours by process (per reagent)

Amount
Work Number Working TOTQ' Labor (ven) (To’rol
. of working working Remarks
item hours rate
personnel hours hours x labor
rate)
Raw
material
Package
Total (*3)
*4 Manufacturing cost (per reagent)
Name of raw materials Row(»r/g?";enol Package (yen) Remarks
Energy
Power
Gas
Water
Subtotal
Equipment depreciation
expense
Depreciation expense
Insurance premium
Taxes and charges
Subtotal
Consumables
Consumables cost
Service department cost
Other
Subtotal
Total (*4)

*5 Selling, and general and administrative expenses

Amount (yen)

Remarks

Sales and general and
administrative expenses

Royalties

Tracking costs

Maintenance costs

Total

(*5)

*6 Research and development expenses

Amount (yen)

Remarks

Basic research expenses

Clinical research expenses

Post-marketing
surveillance
expenses

Other

Total

(*¢)
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@ Labor cost (per test)

Labor costs Breakdown Remarks (rationale)
Total time commitment hrs.
Technician's hourly wage yen
Number of specimens specimens
processed
Total yen
@ Material costs (consumables required per test, accuracy control materials, cc fion
materials, etc.)
Material cost details Amount broken down Remarks (rationale)
(yen)
yen
yen
yen
yen
yen
yen
Total yen

@ Analytical device cost (per test)

Details of analytical device | Amount broken down Remarks (rationale)
costs (yen)
Depreciation expenses per
X . yen
analytfical device per year
Cost of annual maintenance yen
Other costs yen
Number of specimens that i
ests
can be processed per year
Total yen
® Expense (per test)
Expense details Amount (yen) Remarks (rationale)
yen
yen
yen
Total yen
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<Notes>
@ |t does not have to fit on a single A4 page. Extend the form frames as needed.

Create it based on the marketing approval dossier/marketing certification, etc.
Enfer the test method, test procedures, measurement time, etc. In addition, if a special device
is used to conduct testing and it is an important factor in determining the product’s economic

viability, explain the necessity of using that device.

If other methods are available, create a table comparing the performance of those test
methods (concordance rate/sensitivity/specificity, etc.).
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Form 3

Document on the Test Summary

a. Principle
000000

b. Method of measurement
XXXXX

c. Performance (comparison to other methods)
Oooodd
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Note: Submit using the Japanese-language forms.
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<Notes>

® |t does not have to fit on a single A4 page. Extend the form frames as needed.

Fill in the following information about the utility of this test based on clinical guidelines,
objective dataq, literature, efc. in the order below. Also, insert diagrams as appropriate to
make the description easy to understand.

[Explanation regarding target diseases]

Overview of the target disease and applicable patients for the product in the application
Current methods of testing for the target disease (including recommendations in domestic
and international clinical guidelines), their problems, and the needs of the medical field

[Description of the product in the application]

The background to the development of the product in the application based on the issues
and needs (including an explanation of the product's features and improvements
compared to existing products)

How will the product in the application address or solve that problem or need?

The clinical positioning of the product in the application (whether it is a replacement,
combination, or completely different treatment compared to standard tfreatments, existing
freatments, and existing listed products) and changes in the flow of treatment (comparison
between the current flow and the flow after infroduction of the product in the application)
The status of collaboration with relevant academic societies (whether or not a statement
has been prepared, including a request for early infroduction, the applicable patients for
the product in the application, and a summary of ifs clinical positioning; if such a statement
has been prepared, its details)

Evidence that supports the effectiveness of the product in the application compared to
existing listed products
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Form 4

Documents on Clinical Effectiveness, Significance, Improved
Convenience, etc.

<Rationale>
AAAAAA
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Note: Submit using the Japanese-language forms.
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<Notes>
® |t does not have to fit on asingle A4 page. Extend the form frames as needed.
® Submit this form only if you believe that the in vitro diagnostics requires special
consideration for use in testing for rare diseases.

Regarding the Orphan In Vitro Diagnostic Designation under the Pharmaceutical and
Medical Device Act, circle “yes” or “no.”If yes, enter the date of designation.

If the in vitro diagnostic is related to testing used to determine the suitability of
pharmaceuticals and the test is expected to seldom be performed, enter the target disease

and the estimated number of tests performed annually.

Enter the rationale for the estimated number of patients. If the information is the same as that
in Form 2-1, you can write "Omitted since the information is the same as that in Form 2-1."
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Form 5

Rationale for In Vitro Diagnostics that Require Special Consideration for Use in
Testing for Rare Diseases

1 Orphan In Vitro Diagnostic Designation under the Pharmaceutical and
Medical Device Act

Yes/No

Date of the designation: Date (Month/Date/Year)

2. If anin vitro diagnostic related to testing is used to determine the suitability
of pharmaceuticals and the test is expected to seldom be performed

Annual number
of reimbursable
cases

Target
disease

Rationale for the estimated number of patients
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Note: Submit using the Japanese-language forms.
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<Notes>
® |t does not have to fit on a single A4 page. Extend the form frames as needed.
® Submit this form only if you wish to submit a challenge application after listing.

Briefly explain the rationale justifying a challenge application.
<Examples where evidence has been amassed and a correlation with patient outcomes has
been established after coverage by insurance>
High-sensitivity troponin
: At the time of initial listing, the fest was considered useful for diagnosing acute
myocardial infarction within six hours of onset. However, with improvements in
sensitivity, accumulating evidence has demonstrated new clinical significance,
leading to changes in patient care pathways and establishing a clear association
with patient outcomes.
+ Guidelines for the freatment of ST-segment elevation acute myocardial infarction: The
froponin level has been shown to be useful in diagnosing the hyperacute phase
(within 2 hours of onset)
» Calculation requirements for percutaneous coronary intervention and coronary stent
placement: An elevated cardiac troponin level was added as a requirement
+ Acute Coronary Syndrome Guidelines: A higher froponin level upon admission has
been shown to involve a higher risk of death

Enter your data collection and evaluation plan. Also attach any relevant documents.
Regarding the applicable patients, if any inclusion/exclusion criteria have been set, please
explain the details of those criteria and describe the measures taken to ensure that only
patients suitable for evaluation of the product in the application are enrolled.

Regarding the number of patients and the rationale for that number, please describe how
you calculated the number of patients necessary to perform the evaluation, taking into
account the evaluation items and verification contents of the product in the application
(superiority, non-inferiority verification, etc.). Also, indicate that there is a sufficient number of
pafients to perform the evaluation.

Regarding evaluation items, indicate that the evaluation items necessary for evaluating the
usefulness of the product in the application have been set. Therefore, you need to carefully
explain, using clinical guidelines, what items are being evaluated for each setf item (for
example, the evaluation items are those that have been agreed upon by academic
societies).

Regarding the analysis plan, indicate the type of analysis that will be performed to evaluate
the usefulness of the product in the application (e.g., verifying superiority over currently listed
products or verifying that the product meets pre-defined standards based on the literature).
Also, enter your future requests in the event that evidence demonstrating the usefulness of
the product in the application becomes available. For example, indicate whether you would
request the establishment of a new technical fee or changes in the conditions for
reimbursement.
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Plan for Data Collection and Evaluation after Listing

Applicable patients: Patients for whom this product is applicable
Existing freatments (comparative control): Existing standard freatments for
applicable patients
Current issues: Current clinical issues to be resolved
Efficacy of the product: Efficacy of the product as a solution to the current issues
Reasons efficacy cannot be evaluated at the time of insurance coverage
Method of evaluation

+ Test type

» Test purpose

* Applicable patients

*  Number of patients and the rationale for that number

* Enrollment period and evaluation period

* Evaluation items

* Analysis Plan
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Form 6

Documents on the Justification for Submitting
a Challenge Application

Existing test
(for
comparison)

Measurement
item

Current issues

The usefulness of the product

Rationale for the inability to evaluate usefulness upon applying for
insurance coverage

UOIDN|DAS JO POYIOW

Test type

Test purpose

Applicable patients

Number of patients
and the rationale
for that number

Enrollment period

Evaluation period

Evaluation items

Analysis plan
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Note: Submit using the Japanese-language forms.
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(blank)
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<Notes>
@ |t does not have to fit on a single A4 page. Extend the form frames as needed.

Indicate the increase in medical costs over the peak year due to the infroduction of this test.
Basically, enter the estimated sales revenue shown on Form 2-1.

Indicate the reduction in medical costs over the peak year as a result of infroducing this test.
For example, enter the estimated annual testing costs of the existing test that will be replaced

by this test and the savings in drug costs and surgical/hospitalization costs due to the
infroduction of this test.

Clearly explain the ratfionale for any increases or reductions, and ensure that they are
consistent with the estimated number of applicable patients listed in Form 2-1.
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Form 7

Documents Demonstrating Usefulness in Terms of Healthcare Economics

Amount of the increase in medical expenses due to use of this test (*1)

yen
Amount of the decrease in medical expenses due to use of this test (*2) yen
Ultimate impact on total medical expenses yen

The rationale
OOOOOO
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Note: Submit using the Japanese-language forms.
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Contact Form for Pre-Consultation [Form 10-1] or [Form 9]

<Notes>

® |t does not have to fit on a single A4 page. Extend the form frames as needed. You may

also attach a separate sheet.

® Send it as an attachment to an e-mail.

Enter a time limit of 60 minutes. Please provide as many dates and times as possible.

Attendees at online consultations should be only those parties who are expected to speak.
In the case of face-to-face consultations, the number of people should be limited to three
in principle.

All consultation matters do not need to fit on a single page. Complete the form with a clear
summary of what you would like to consult us on, attaching any necessary documents. Also,
in principle, share documents prepared using the following information to the extent possible
at least three business days in advance. On the day of your consultation, please explain the
product in the application in detail.

<ltems to be explained on the day>

(Medical Devices)
[Explanation regarding target diseases]

Overview of the target disease and applicable patients for the product in the application
Current treatments for the target disease (including recommendations in domestic and
international clinical guidelines), their problems, and the needs of the medical field

[Description of the product in the application]

The background to the development of the product in the application based on the issues
and needs (including an explanation of the product's features and improvements
compared to existing products)

How will the product in the application address or solve that problem or need?

The clinical positioning of the product in the application (whether it is a replacement,
combination, or completely different treatment compared to standard tfreatments, existing
freatments, and existing listed products) and changes in the flow of freatment (comparison
between the current flow and the flow after infroduction of the product in the application)
The status of collaboration with relevant academic societies (whether or not guidelines for
proper use, including requests for early introduction and requirements for the performing
physician, have been established, and if so, their details)

Evidence that supports the effectiveness of the product in the application compared to
existing listed products

[Details on the insurance coverage requested]

If you wish to set a new technical fee, please explain the details of the insurance coverage
you would like to receive (including an explanation of the medical fee points and points of
note regarding existing tfreatments, as well as the details of the requested insurance
coverage for the product in the application and the reasons for selecting the reference
technical fee).

If you wish to have your product listed as a specified insured medical material, explain a
similar functional category and the requested price (If you believe that there is no similar
functional category, state the reason why your product does not fall under any of the
existing functional categories and the details of the new functional category you are
requesting. In the case of cost calculation, the breakdown. If you wish a premium to be
applied, include the applicable items and an explanation of their applicability).

[Schedule]
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® Details of previous consultatfions with the Industrial Affairs Division and the status of any
responses (if multiple consultations have been done)
® Regulatory status, future schedule /etc.

(In vitro diagnostics)
[Explanation regarding target diseases]
® Overview of the farget disease and applicable patients for the product in the application
® Current methods of testing for the target disease (including recommendations in domestic
and international clinical guidelines), their problems, and the needs of the medical field

[Description of the product in the application]

® The background to the development of the product in the application based on the issues
and needs (including an explanation of the product's features and improvements
compared to existing products)

® How will the product in the application address or solve that problem or need?

® The clinical positioning of the product in the application (whether it is a replacement,
combination, or completely different tfreatment compared to standard treatments, existing
freatments, and existing listed products) and changes in the flow of treatment (comparison
between the current flow and the flow after infroduction of the product in the application)

® The status of collaboration with relevant academic societies (whether or not a statement
has been prepared, including a request for early infroduction, the applicable patients for
the product in the application, and a summary of ifs clinical positioning; if such a statement
has been prepared, its details)

® Evidence that supports the effectiveness of the product in the application compared to
existing listed products

[Details on the insurance coverage requested]
® |f you wish to sef a new ftechnical fee, explain the details of the insurance coverage you
would like to receive (including an explanation of the medical fee points and points of note
regarding existing tests, as well as the details of the insurance coverage you would like for
the product in the application and the reasons for selecting the reference technical fee).

[Schedule]
® Details of previous consultations with the Industrial Affairs Division and the status of any
responses (if multiple consultations have been done)
® Regulatory status, future schedule /etc.
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Date (Month/Date/Year)
Form 10-1

Contact Form for Pre-Consultation

Addressee:
Policy Planning Division for Pharmaceutical Industry Promotion and Medical
Information Management, Health Policy Bureau, Ministry of Health, Labour
and Welfare

TEL: 03-3595-3409

E-mail: kikihoken@mhlw.go.jp

® would like to receive pre-consultation on the following matters:
O Preferred date and time

First choice Date month day, year (day), HH:mm-HH:mm
Second choice Date month day, year (day), HH:mm-HH:mm
Thir i Date month day, year (day), HH:mm-HH:mm
Fou oice Date month day, year (day), HH:mm-HH:mm
O Form of consultation o Online consultation o Face-to-face

consultation
O Time required
O Number of people
O Matters for consultation (if there are multiple matters for consultation,
please list each briefly and specifically, referring to the points below.)
* Fill in as much as possible. If the information does not fit on one
page, you can use a format of your choosing.

Contact details Company name: Telephone number:
Full name of contact: E-mail:
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Note: Submit using the Japanese-language forms.
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7. Frequently Asked Questions

............................................................................................................................................................

Q Where can | find application forms and noftifications/administrative notices
regarding medical devices?

.
.............................................................................................................................................................

A. You can check for them on the Ministry of Health, Labour and Welfare's website. Please go to
the relevant page as follows:
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In “Section 2. Overview of Revisions,” “3. Explanatory
materials regarding the FY 2024 revision of the medical
fees,” you can see an overview of the FY 2024 revision of
the medical fees. For information regarding medicall
materials, please refer to the file below in the briefing
session materials.
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In "Section 3. Relevant Laws, Regulations, etc.", you can check
ministerial ordinances, notifications, notifications, etc. related to
insurance coverage for medical devices. Notifications are
updated frequently, so please check for the latest version.

If you would like to know about the definition of terms, the
concept of insurance reimbursement prices, and how to
calculate them...

[Noftification] Standards for calculating insurance
reimbursement prices for specified insured medical
materials

If you would like to know about functional categories and
insurance application procedures for each functional
category, or if you would like to obtain forms such as an
insurance coverage request form...

[Notification] Handling of Insurance Coverage for
Medical Devices /Handling of Insurance Coverage
for In Vitro Diagnostics

If you would like a Word file of the application documents,
or examples of and checklists for the request forms for
insurance coverage for categories A1, A2, B, E1, E2, and E3...
[Administrative Notice] Sample Entries for the
Insurance Coverage Request Form of a Medical
Device/Sample Entries for the Insurance Coverage
Request Form of an In Vitro Diagnostic

If you would like to know the functional category code for
category B...

[Administrative Notice] Functional category code to
be entered in the Insurance Coverage Request Form
for a Specified Insured Medical Material or a Medical
Device (application category B)

If you would like a list of medical devices that are newly
covered by insurance...

[Notification] Insurance Coverage for Medical
Devices
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In addifion, links to the main noftifications cited in this document are provided below.
Notifications may be revised due to changes in medical fees, so please be sure to check for
the latest notifications.

[Medical Devices]

(Public Notification)

+ Partial Revision of Specified Insured Medical Materials and Their Material Prices (Price
Standards) (Public Notification No. 61 of 2024)
https://www.mhlw.go.jp/content/12404000/001218725.pdf

(Notification)

* "Handling of Cost-Effectiveness Evaluation for Pharmaceuticals, Medical Devices, and
Regenerative Medical Product" (Sanjo Notification No. 0214-3, Notfification HIB No. 0214-5,
February 14, 2024)
https://www.mhlw.go.jp/content/12404000/001218711.pdf

+ "Definition of Specified Insured Medical Materials" (HIB/MED Notification No. 0305-12, March 5,
2024)
https://www.mhlw.go.jp/content/12404000/001219121.pdf

+ "“Definition of Medical Devices Subject to Specific Medical Fees” (HIB/MED Nofification No.
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0305-11, March 5, 2024)
https://www.mhlw.go.jp/content/12404000/001219119.pdf

+ “Standards for Determining the Insurance Reimbursement Price for Specified Insured Medical
Materials” (Noftification HIB No. 0214-3, February 14, 2024)
https://www.mhlw.go.jp/content/12404000/001218708.pdf

* "Handling of Insurance Coverage for Medical Devices" (Sanjo Notification No. 0214-5,
Notfification HIB No. 0214-4, February 14, 2024)
https://www.mhlw.go.jp/content/12404000/001218709.pdf

+  "Methods of Submitting a Insurance Coverage Request Form for a Medical Device" (HPB/DPMM
Notification No. 0214-2, HIB/MED Notfification No. 0214-2, February 14, 2024)
https://www.mhlw.go.jp/content/12404000/001218710.pdf

(Administrative Notice)

+ "Sample Entries for the Insurance Coverage Request Form for a Medical Device" (Administrative
Noftice, March 6, 2024)
https://www.mhlw.go.jp/content/12404000/001220116.pdf

(Other)

+ "Partial Amendments to the Guidelines on the Applicability of Programs as Medical Devices"
(PSEHB/MDE Notification No. 0331-1 and PSEHB/CND Notfification No. 0331-4, March 31, 2023)
https://www.mhlw.go.jp/content/11120000/001082227.pdf

+ "Research on Quantitative Evaluation of the Standards for Calculating Insurance
Reimbursement Prices for Specified Insured Medical Materials" [Takura Tomoyuki, co-researcher
(medical device specialist)]
http://www.mhlw.go.jp/file/05-Shingikai-12404000-Hokenkyoku-Iryouka/0000078087 .pdf

[In vitro diagnostics]

(Notification)

+ Handling of Insurance Coverage for In Vitro Diagnostfics (Sanjo Notification No. 0214-6,
Notification HIB No. 0214-6, February 14, 2024)
https://www.mhlw.go.jp/content/12404000/001218712.pdf

+ Points of Note regarding the Handling of Insurance Coverage for In Vitro Diagnostics
(HPB/DPMM Notification No. 0214-3, HIB/MED Notification No. 0214-3, February 14, 2024)
https://www.mhlw.go.jp/content/12404000/001218713.pdf

(Administrative Noftice)

+ Sample Entries for the Insurance Coverage Request Form for an In Vitro Diagnostic (March 6,
2024)
https://www.mhlw.go.ip/content/12404000/001220128.pdf

Q. What notifications and administrative notices do | need to check when applying?

A. The nofifications that should be checked when applying for category A3, B2, B3, C1, C2, or R
are “Standards for Determining the Insurance Reimbursement Price for Specified Insured
Medical Materials” (Nofification HIB No. 0214-3, February 14, 2024), "Handling of Insurance
Coverage for Medical Devices” (Sanjo Notification No. 0214-5 and Notification HIB No. 0214-4,
February 14, 2024), and "Methods of Submitting a Insurance Coverage Request Form for a
Medical Device” (HPB/DPMM Notification No. 0214-2 and HIB/MED Notification No. 0214-2,
February 14, 2024). In addition, the notifications that should be checked when applying under
category E2 or E3 are "Handling of Insurance Coverage for In Vitro Diagnostics” (Sanjo
Notification No. 0214-6 and Notification HIB No. 0214-6, February 14, 2024), “Points of Note
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regarding the Handling of Insurance Coverage for In Vitro Diagnostics” (HPB/DPMM Notification
No. 0214-3 and HIB/MED Notfification No. 0214-3, February 14, 2024), and the administrative
notice on “Sample Entries for the Insurance Coverage Request Form of an In Vitro Diagnostic”
(March 6, 2024). The information in these nofifications is basically presented in this guidebook.

Q. What should | do when applying for category A1, A2, or B1?

A.

Please refer to "Handling of Insurance Coverage tor Medical Devices" (Sanjo Nofificafion No.
0214-5, Notification HIB No. 0214-4, February 14, 2024) and "Methods of Submitting a Insurance
Coverage Request Form for a Medical Device" (HPB/DPMM Notification No. 0214-2, HIB/MED
Notification No. 0214-2, February 14, 2024). Sample entries for the request form are posted in the
administrative notfice on "Sample Entries for the Insurance Coverage Request Form for a
Medical Device" (Administrative Notice, March 6, 2024).

Q. | am not sure which category to apply for.

Please submit a pre-consultation form to the office of Medical Device Policy and then consult
with them about the category to apply for.

. Can we consult with the Office of Medical Device Policy even before obtaining marketing

approval?

We accept consultations regardless of the status of marketing approval. If you have not yet
obtained marketing approval or imported the product, this is not a problem, so please fill out
the contact form for pre-consultation with the details of your inquiry and send it by e-maiil.

Q. We are a company in Kyushu. Do we need to go to Tokyo for consultation?

A.

Pre-consultation meetings will be held online as a general rule. In the case of product
explanations, we can arrange a face-to-face meeting if necessary, so please let us know the
meeting format (and the reason why you prefer a face-to-face meeting) when you send us the
contact form for pre-consultation.
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Q. Finding Japanese data in support of documents is difficult.

A. You can also explain the underlying data by using data from overseas. Additionally, expert
opinions and survey results may be used as supplementary information. However, you need to
fully explain the applicability of data from overseas to healthcare conditions, patients, etc. in
Japan (extrapolability), taking into account similarities and using clinical guidelines.

Q. Do | need to stamp the application form?

A. No stamp is required. Please check notifications such as “Elimination of the Requirement for Use
of Seals in Administrative Procedures” (Health Policy Bureau Notification No. 0201-5, Nofification
HIB No. 0201-5, February 1, 2021) and "“Elimination of the Requirement for Use of Seals in
Administrative Procedures” (HPB/EAD Notification No. 0201-2, HIB/MED Notification No. 0201-5,
February 1, 2021).

Q. Is there anything | need to prepare before applying?

A. When applying for insurance coverage, providing evidence based on data is crucial.
Collecting data takes a certain amount of time, so collecting the data necessary to apply for
insurance coverage starting with the application for marketing approval will enable the process
to proceed smoothly. To find out what kind of data you need to collect, please contact the
Office of Medical Devices Policy by submitting a pre-consultation form. You can do so before
obtaining marketing approval or importing the product.
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