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Background Information - Japan

B

JAPAN

Area: 37,787,300Km?
Capital city: Tokyo
Population in Tokyo: 10 million

Population: 127.6 million

© CyberMap Japan Corp.
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Japan Healthcare Facts

O Market size: $25 billion

0 Universal Insurance

Employer contributions, payroll deduction taxes, patient
Cco-payments

Old population getting older fast

US healthcare expenditures 15% of GDP while
Japan is 8%

Long hospital stays

Government trying to reduce spending

Different system than in the US

O O

O O

O
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MHLW

O MHLW -- FDA
PMDA -- Regulatory review agency under MHLW
0O HIB and HPB -- In the MHLW, the Health Insurance
Bureau and Health Policy Bureau
Sets rates and rates and reimbursement coverage
O Chuikyo

An outside advisory body to HIB and MHLW on
reimbursement coverage

O

0 Expert Committees -- an advisory group outside
MHLW
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Re1mbursement System Overview

Foundation of Social Insurance
for Medical Service Expenditure
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Distributors/

Distributors and Importer are separate businesses.

Importer (MAH)

Importer can submit a request for reimbursement, but distributor cannot.
MAH: Marketing Authorization Holder, who receives product approval from MHLW.
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Payment System for Devices

O 70% of product reitmbursement 1s through
capital equipment (brand name) or fees for a
medical procedure (technical fees)

O 30% Special Treatment Materials (STMs);
price 1s set according to a set fee schedule/
functional category
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STMs Functional Category

O Functional categories apply to STMs only

O 160 major groupings with 650 functional categories
(approximately) Clinical benefit is the basis for funcational
category

O Products grouped according to similar functions

0O Products within a functional category get higher/lower
reimbursement determined by features in device, utility, etc.

O FEach functional category has increased price competition

O Prices in upcoming slides are several years old but they
illustrate point we are trying to make
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Relation between Functional Category and
Reimbursement Price

Example :“Dialyzer”

Functional Category Price

Hollow fiber type or | Membrane:<1.5m?
Lamination layer type | Urea clearance:>125mL/min
Membrane:<1.5m?
Urea clearance:>150mL/min 2,750yen
B2 Microglobin clearance:>10mL/min

Hollow fiber type or | Membrane:>1.5m?
Lamination layer type | Urea clearance:>125mlL/min

2,630yen

Hollow fiber type or
Lamination layer type

2,420yen

Hollow fiber type or Membrane:>1.5m?
Lamination layer type | Urea clearance:>150mL/min 2.800yen

B2 Microglobin clearance:>10mL/min

Material should be copolymer of acrylonitril- 8,000yen

Special Laminate type metasulfonate.
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Fee-For-Service of Medical Care

O Hospital Insurance Points/HIP (1 point = 10
Yen)

Technical fee, surgery fee
Medication fee, injection fee

Examination fee (examples: Imaging, Physical
test, Laboratory test, etc.)

O Medical Device cost (Hp purchasing price)
O Drug cost (Hp purchasing price)
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Reimbursement for Medical
Devices




—!

Reimbursement Categories for Medical Devices

Category Definition
Al Product is evaluated generally, but the cost is included in the technical fee.
A2 Product is used with specific technology. The cost of the device used is not reimbursed

individually, but included in the technical fee. Higher end products MRI, CT

Certain medical devices, which meet the definitions specified by MHLW, will be
B reimbursed fully on a functional basis. Based on predicates. Existing Technical Fee is
already present.

C1 Same product category as category B, but it has a new function. Technical fee 1s set.
lechnical fee existing for procedure but new functional category

New product with new structure and new technology, which requires establishing a
C2 new medical treatment as HIP points. New technical fee and new functional category
must be created

It does not match the reimbursement system in place. It is treated separately from the
F existing reimbursement scheme because it is an innovative product with innovative
technology.
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Example of Al:

Medical device is widely used and not specified as a medical
technology. Indication 1s not specified.

Treatment Device used for
Burn treatment, . ,
Injury treatment, Film dfessmfc’»
Pressure Ulcer Gauze dressing,
treatment, Surgical Suture
operation
Injection Needle, Sterilized njector

Cost of device itself is not reimbursed, but reimbursed based on technical fees.
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Example of A2:

Medical device is specified with medical technology. Product reimbursed via
technical fees.

HIP Technology: D208 ECG

Test HH) Device used for
point

Four limbs unipolar
leads electrocardiograph | 150

(more than 12 polar)

Cardiogram equipment
(more than 12 polar)

Vector Cardiogram Equipment

Vector cardiograph 150 | His bundle electrocardiogram
Equipment

Cardiogram equipment(> 12 polar)

Others 20 Cardiogram equipment(> 6 polar)

Ex: Diagnostic X-ray, CT imaging, Endoscopy, Artificial ventilator
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Example of B:

Medical device is specified with medical technology and cost of device is
fully reimbursed.

Dialyzer 1s defined as follows:

1) It must be categorized as a “Substitute for an internal organ function” and General
name must be a Hollow Fiber type Dialyzer or Laminate type Dialyzer.

2) Blood is in contact with perfusion solution via membrane for hemocatharsis.

Functional Category Price
Dialyzer Hollqw ﬁber type or Membrane:<1.5m? 5 630ven
Lamination layer type Urea clearance:>125mL/min DITYE
Hollow fiber type or Membrane:<1.5m?
Lamination layer type Urea clearance:>150mL/min 2,750yen
B2 Microglobin clearance:>10mL/min
Hollow fiber type or Membrane:>1.5m? 5 420
Lamination layer type Urea clearance:>125mL/min senyen
Hollow fiber type or Membrane:>1.5m?
Lamination layer type Urea clearance:>150mL/min 2.800yen
B2 Microglobin clearance:>10mL/min
Special Laminate type Material should be copolymer of acrylonitril-
metasulfonate. 8,000yen
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Another Example of B:

Medical device is specified with medical technology and cost
of device is fully reimbursed.

PTCA catheters is divided into four(4) categories as below:

Functional Category & Definition Price
PTCA General type g;iger Infusion type, perfusion type nor cutting 192,000yen

Catheter
Catheter which should be used for drug infusion
Infusion type around the balloon during PTCA treatment to 212,000yen
potential patient who has distal embolus

Catheter which should be used to secure coronary 210,000yen

Perfusion type flow when using balloon during PTCA treatment.

Cutting type Catheter which should have cut with balloon. 192,000yen

Copyright © 2010 Pacific Bridge Medical 15



—!

General Rules for Reimbursement Price

0 Category A products do not receive an individual
reimbursement price. Cost for device 1s included in the
technical fee.

No way to negotiate with the government once it is
categorized A.

0 Category B products, on the other hand, have an
individual reimbursement price. In this case, the
medical facility gets the cost of the device.

The price is based on the clinical benefit of each
device

Increase clinical benefit leads to a higher price.
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Ground Rules for Reimbursement Price

O Category A(2) & B:

Newly approved medical device, which has the same clinical function,
clinical indication, and shape, will be categorized “A” or “B”.

The price of it will be the same range as existing devices having the same
functional category.

Negotiation with MHLW is not allowed, but the documents “Request for
Reimbursement Listing” will be reviewed in three different divisions, (1)
Insurance,

(2) Economics, and (3) Review control in MHLW to confirm if the device
requested corresponds to the definition of the functional category.

If the government cannot confirm the equivalence of the requested device
to an existing functional category, the reimbursement category will
change to “Category C.”
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Reimbursement Listing for Category A, B

1. Required documents
2. Process for Listing
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Form 1 file# (official use)
Request for Reimbursement Listing
(for Category Al)
Brand Name OOvein Injector Q
JMDN ) Product name Product code Application form for Al
Name and code
K OO Vein injector syringe 4512345678903
Product Category DeVi]C)efnglIg)g;T(M) General Name OOOO
: Purpose, Efficac
Shonin approval No# Shon:ll; tz::p(f)rroval rp ’ y’ . .
o Ninsho approval | YY/MM/DD and Product Description are
Ninsho approval No# date . d f th R 1 t
<Purpose of use> COple. Iiom € regulatory
Purpose, Efficacy or Application document.
Effectiveness
Ref.: Product Approval Dec. Attachment 1-1
. This device is used for injection syringe to vein. The devices is made This il/lfOVmatiOn must match
Product Description f o .
om glass and sterilized with EtO. . .
the application document and
Name of person in Name: Tel No#: iS reviewed b)/ MHLW
charge FAX No#:
E-mail:
Remarks Items/Treatment of Medical Service: G004
* One page mformatlon
Herein the above, we request reimbursement listing of the above medical device. e Submit to MHLW fO 7 review
Date of Submission : YY/MM/DD » Normally, 20 days after receipt of
Address: xx-xxx-x O Ocity, Tokyo . .
Name: OA company the request, it will be able to get
Minister of Health and Labor of Welfare Veim bT/lVSem ent.
Mr. XXXXXXXXXXXX
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file # (official use)
Request for Reimbursement Listing

(for Category A2)

Expected Reimbursement Category

Cardiogram (I)

Type of reimbursement listing

1.New 2.Addition/change
3. Addition/no-change

Item(s) of Medical Service

D208 Cardiograph test
Item: 5 others(more than 6 polar)

—!

Application form for A2

Brand Name

Cardiogram [1[J[Jseries

Name and code

Product name Product code

See attached 1 See attached 1

Device/Equipment(21)
Product Diagnostic equipment
Category(JMDN) for internal organ ot OO
function
Shonin approval No# Shonclll;tapprroval
or No.# XXXXXX . €o YY/MM/DD
. Ninsho approval
Ninsho approval No# date

Product Description

This device is used for testing for Cardiogram as well as EEG.

Instruction Manual

Brochure: Yes or No

or brochure
For Medical Facility | Instruction Manual: Yes ( see attached ) or No
Need for
Maintenance Yes ( See attached) or No
Expected Retail price | ¥ x,000,000
Name of person in Name: Tel No#:
ame of perso FAX No
charge E-mail:
It applies multiple Items/Treatment of Medical Service:
Remarks

D235 Electroencephalography((R&YEEG]

Herein the above, we request reimbursement listing of the above medical device.

YY/MM/DD

Address: xx-xxx-x O Ocity, Tokyo

Name : O/ company

Minister of Health and Labor of Welfare

Mr. XXXXXXXXXXXX

CUPYTIYIrmm < Z2U TU T aulTe DIriuyc vicuroar

* This form explains the functional

category of requested device.

» Expected price by an applicant is
described.

* If the medical device has multiple
functions, the code of each function
associated with the medical device
needs to be included in the section
of “Items of Medical Service” or

“Remarks” in the application.

* Each function of a medial device is
specifically defined in the JMDN

Japan Medical Device
Nomenclature Code. For some

medical devices, there are multiple
JMDN codes.
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| Attachment Form 2 for A2 category

Ground of Category Selection

—!

[0}

Application form for A2

Category Name | Cardiography equipment(1)
Ground of selection:
<Cardiography (1)>
Content of Application Doc/applicabl
Definition ntent of Application Dod/applicable Supplemental Information
pages
Product Category: Application Document None
Instrument & Equipment (21) Approved date: YY/MM/DD
Testing equipment for internal | Product Category:
organ function. Instrument & Equipment (21)
Testing equipment for intemal organ
General Name: ¢ ¢ ¢ ¢ function.
General Name: ¢ ¢ ¢ ¢
The other condition: Application Document None

Available for cardiography test
(more than 6 polar, less than 12
polars)

Approved date :YY/MM/DD
Attachment 1: Purpose of Use

This device is able to test the cardiac
electrogram

Attachment 2: Device description

This device is XX00000XX.

The above information suggests th:

< Electroencephalograph>

at this device is corresponded to “Cardiography(1)”.

Definition

Content of Application Doc/applicable
pages

Supplemental Information

Product Category:
Instrument & Equipment (21)
Testing equipment for internal

Application Document
Approved date: YY/MM/DD
Product Category:

The reason of the different
general name, listed in
JMDN, is that the device

electroencephalogram and
recording on it.

Attach-2: Device Description:
This device is able to use for both
cardiogram and electrophalogram.

organ function. Instrument & Equipment (21) has multiple function.
Testing Equipment for Intemal organ

General Name: ¢ ¢ ¢ ¢ function.
General Name: ¢ ¢ ¢ ¢

The other condition: Application Document None

It is able to derive the | Approved date: YY/MM/DD

The above information suggests that this device is corresponded to the functional category of

“Electrocephalograph”

Similar product in
same category

ooocardiogram

Description of the device
Description:

Name of Manufacturer:
Approved No#:

Wish to be reimbursed from: YY/MM/DD

» Applicant must explain that the device
submitted meets the definition listed
in JMDN and Functional Category.

* The content must be the same as the
Application document. [f names, or model

Numbers vary, you will have a problem.

» The MHLW confirms the equivalency of the
new device with existing (already approved)
devices based on all descriptions included in
the application such as structure, shape,
performance, intended use, targeted patients,
anticipated effects, etc.
*The MHLW also confirms whether these
descriptions match the definitions of
“Functional Category” for reimbursement.
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i Form 3

Application form for B

file # (official use)
Request for Reimbursement Listing
(for Category B)
Expected Reimbursement 063 Femoral External Fixation splint Function code
Category (1) Plate(No guard type) 8002 be3b1
( Biomedical alloy I)
Type of reimbursement | |.New 2.Addition/change 3. Addition/no-change
listing
Item(s) of Medical | K046 Invasive operation for bone fracture I
Service 1.Shoulder blade, 2.Femoral, 3.Humerus
Brand Name OODOPlate

Name and code

Product name

JAN code
Product code \

VT e This first page describes the device.

OO00OP1ate See attached A
Product Device/Equipment(4)
Category(JMDN) Orthopedic devices ool N OO0

* The difference from A2 is that the
Function code is described in the

Shonin approval No#

Shonin approval

upper table.

For Medical Facility

or No.# XXXXXX . L0 YY/MM/DD
Ninsho approval No# NI O g O
Date
Product Description | This device is used for fixation for bone fracture.
Instruction Manual Brochure : @ or No ( see attached B)
h .
or brochure Instruction Manual( see attached C ) or No

Need for
Maintenance Yes (See attached) or
Expected Retail price | ¥ 990,000
Name of person in IName: Tel No#:
Chall)' e FAX Not#:
8 E-mail:
Remarks Approval for Partial change: Extended product line.

YY/MM/DD

Address: xx-xxx-x O Ocity, Tokyo

Herein the above, we request reimbursement listing of the above medical device.

Name : O/ company

Minister of Health and Labor of Welfare
Mr. XXXXXXXXXXXX

ical
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Information about Request of Reimbursement listing

< Purpose of Use> o)
Briefly explain the purpose of use of that particular device in this
column. Application form for B
Purpose of
use
— Ref:Page xxx, Approved document ,attachment 1-1 dated YY/MM.DD
<Product Description >
Product description, which must be same information described in the
Form, Approved Document, should re- rewrite in this column. ® PurpOSe of use, form, structure &
Structure principle, raw material or composition,
and
Principle and method of use should be the same
Ref.:Page yy, Approved document ,attachment 2-1 dated YY/MM.DD as the regulatory application
documents.
Raw Material : * Reference pages of the regulatory
i application document should be

materials or . .
specified in each column.

Components
Ref.:Page zz, Approved document ,attachment 3 dated YY/MM.DD ° Expectedpatientpopulation oftargel‘
diseases should be estimated.
Briefly explain the method of use or operation for use of that
particular device in this column.
Method of
use
Ref. page.aa, Approved document ,attachment 3 dated YY/MM.DD
Expected
applicable
patients/yr O Opts/ year
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Ground of Category Selection
0]
Desired Calegory |+ Femoral Extemal Fixation splint, (1) Plate(No guard type) ( Biomedical alloy ) ..
Name ’ Application form for B
Ground of selection:
Definition Content of Application Dec. ﬁ:?::;:ggfl
It should match to both product | Application Document None
category “Medical Equipment (4) | Approved date: YY/MM/DD .
Orthopedics and General Name | Product Category: Medical Equipment ¢ Mlddle COlumna COHt@”lt Of
LLLLE General Name: ‘WE N E" Application Doc., of the attached
Fixation for fracture of femoral | Application Document None reimbursement apphcatlon must be
neck, femoral condylar. Approved date :YY/MM/DD . . .
Attachment 2: Device description: This COpled from the 1nformat10n Of the
is able t to fix the b .
e, o0 T e hone Shonin approval.
It should be no guard type of | Application Document *|ndication of [fixation . .
plate, which must be used for | Approved date :YY/MM/DD and compression to o COI’ltel’lt Of the pr Odl/le regis tration
fixaton and compression to | Attachment 2: Device description: This | femoral fracture] is l . d h h
femoral fracture part. is able to use to fix the bone | confimed in the part of app lCClthn OCI/lment must matc t e
fractures+«-- xooxx  of application 117 /
Attachment 4: Operation procedure | document. deﬁ I’ll?lOn Of the FMI/ZCthnClZ Ca[eg ory,
should be briefy explained. And | Shape of the device especzally for performance and
attaches IFU. has no guard is .
Attachment 5: Product shape and | confrmed  with \ f unction.
product picture to specify the device. picture attached. \
Raw material must be zzzzzz Application Document
Approved date: YY/MM/DD, It must be explained
Attachment 3 .
27722 that the applied
The above |nfomat|qn st.Jggests. that this device is corresponded tc.) Funct.lonal Category deViCC dOCS meet the
“Femoral Extemnal Fixation splint, (1) Plate(No guard type) ( Biomedical alloy |)” definiti £
crmition o
S;f:r;z?:;f&n coople Functional Category
Description of the device Of that partlcular
Description: deViCC .
Name of Manufacturer: \ /
Approved No#:
Wish to be reimbursed from: YY/MM/DD
edical 24
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Process for recmbursement listing for Al, A2 & B.

Regulatory Approval/Certification
4

Apply Request for Reimbursement listing

Il Approved documents must be attached

Inform MHLW decision to Applicant
H (Category Al, A2, B, nonAl, nonA2, NonB, F)

|

Disagree by an applicant Agree by an applicant

a1
Presentation & Hearing to Experts

Inform MHLW & Expert decision

4

Final decision : Category:Al, A2, B

A1:20 days after receiving the request A2,B: will be reimbursed from 1% of the month
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Points to be considered when preparing the document

O Product approval 1s required as the basis for
Reimbursement listing.

O Product Category, Japanese Medical Device
Nomenclature (JMDN), and General Name, which is
described 1n the Application document, must match
the definition of the Function Category published,
especially for Category B and Cl1.

O Clinical benefit is the basis for the Functional
Category of the medical devices.
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Background of Reimbursement Price for
New Device

O Category C1:

The technical fee has already been established, but it is necessary to develop a
new Functional Category.

Submit “Request for Reimbursement Listing”, which includes pricing issues.

Must present the device to the government officials, especially Economics Div,
which is the key contact.

An applicant agrees and accepts the provisional price, which is the same price of
the device having the most similar function. The device will be reimbursed with
the provisional price tentatively.

In January, April, July and October of every year, newly requested C1 devices
will be reimbursed with new settled functional category and price.

Provisional price = interim price that is temporarily used and determined based
on the existing price.

Some companies choose not to sell or list their product at provisional price, since
reimbursement at that level may make the situation unprofitable. Thus, they will wait
longer to get in the market but hope for a higher price.
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Points to be considered when applying the

Request of Retmbursement Listing for C1.

O Remmbursement price must be decided based on the function
of a device, which is defined in *“ Purpose of use, structure of
device” and clinical benefit in the regulatory application
documents.

O An applicant should address the clinical benefit, features, and
economical benefit when preparing the request.

O No comparable devices 1s available on the market, then it 1s
going to C1 category.

O If an applicant does not accept the provisional price and
wants to get higher reimbursement, they must submit the cost

structure, which includes standard cost, sales promotion, etc.
Will take more time to get reimbursement.
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Basis of Price Setting for a New Functional
Category

Scenario: Similar functional category 1s present

O Policy: Comparison to the price of current
Functional Categorized devices.

0 Calculation method: Added values to the price of
similar devices, such as clinical benefit & safety and
marketability.

O Price adjustment: Comparison with the price of same

device 1n foreign countries. (Foreign Reference
Price: FRP)
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Basis of Price Setting for a New Functional
Category

Points to be considered to add.
1. Clinical and Safety benefits:

New mechanism which provides clinical benefit/usefulness

Safer than existing devices belonging to the same/similar Functional
Category (of course)

Improved medical cure/treatment compared to current technology
Higher usefulness and safer than existing similar devices, objectively

Safe to medical professional through the ingenuity of the device such
as a different structure from existing similar devices

Improves the medical treatment of the targeted injury or cure of the
target diseases (of course)

Smaller impact to the environment from the wastes after usage of the
device compared to existing similar devices
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Required Documents for Category C

1. Request Form

2. Description of the device

3. Attachments:
Grounds of selection of reimbursement category(2-1)
Grounds of selection of Functional Category(2-2)
Reason for no-similar Functional Category(2-3)
Reason for Added Values (3-1,-2)
Reason for Marketability Plus(3-3)
Information Cost Account(4)
Price adjustment(5)
Information on Medical Economics(6)
Information on Maintenance (7)
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Background of Reimbursement Price for
New Device

O Category C2:
New Functional Category (Cl), New Technical fee (C2)

» [t 1s defined that the device has both new technology and new
performance.

»  Submit “Request for Reimbursement Listing”, which includes pricing
1ssues, based on the Cost Accounting Method.

» Presentation of the device requested to the government officials,
including the Insurance Div., and Economics Div.

m  Once MHLW and the Expert Panel agree to apply for the C2
category, the MHLW and the Expert Panel must settle the Technical
Fee for the new device, which will be effective from the next revision of
reimbursement system.

m  [nJanuary, April, July and October in every year, newly requested
devices will be reimbursed with the new settled functional category and
price.
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Form 4

Request for Reimbursement Listing
for Category C1, C2(Similar Functional Category is present))

Brand Name

Name and code

Product name

Product code

o)

Request for Reimbursement Listing
for C1, C2
(Similar Category is present)

For Medical Facility

Product
Category(JMDN) General Name
Approved No# or Approved Date or
Certified No# Mo xxax Certified Date NIRRT

Product Description

Similar Functional
Categorized product Yes. ( Name of Product). No

Instruction Manual | Brochure: Yes or No ( see attached B)

TP LIRIETI Instruction Manual: Yes ( see attached C ) or No

Need for
Maintenance

Yes ( See attached)

or No

Expected Retail price

Price an applicant wishes to have.

Calculation q O . .
= Comparison to similar functional categorized products
g Method W s P
%. Similar
s Functional
= category
2 Value plus
o
= Calculated
% price
= RFP
Name of person in R Nt
have FAX No#:
g E-mail:
Remarks Approval for Partial change: Extended product line.

Herein the above, we request reimbursement listing of the above medical device.

Minister of Health and Labor of Welfare
MI. XXXXXXXXXXXX

YY/MM/DD

Address: xx-xxx-x O Ocity, Tokyo
Name: O/ company

This pages describes overall requested device,
positioning, such as Similar device is present or not,
Major factor of “Value plus”, suggested price from
an applicant.
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Form 5

Request for Reimbursement Listing

for Category C1, C2(No similar Functional Category is present))

Brand Name

Name and code

Product name

Product code

D
Request for Reimbursement Listing
for C1, C2
( No similar category is present)

S

Product
Category(JMDN) General Name
Approved No# or Approved Date or
Certified No# No-ftxooonc Certified Date YY/MM/DD

Product Description

Similar Functional
e e Rt Yes. ( Name of Product). No

Instruction Manual | Brochure: Yes or No ( see attached B)

wrlbirsiiic Instruction Manual: Yes ( see attached C ) or No

For Medical Facility

Need for
Maintenance Yes ( See attached) or No
Expected Retail price | Price an applicant wishes to have.
Calculation
Method Cost account Method
Std. cost

Operation cost

Operation
Profit

Distribution
cost

uonedE) Jo  uondrLSIq

Consumption
tax

Name of person in
charge

Tel No#:
FAX No#:
E-mail:

Name:

Remarks

Approval for Partial change: Extended product line.

Herein the above, we request reimbursement listing of the above medical device.

YY/MM/DD

Address: xx-xxx-x O Ocity, Tokyo
Name: OA company

Minister of Health and Labor of Welfare
M. XXXXXXXXXXXX

The information in this form is same
to the previous one, but positioning is different.
Because of no similar Functional Category is

present on the market.

Copyright © 2010 Pacific Bridge Medical 34



H Attachment

Information about Request of Reimbursement listing

< Purpose of Use>
Briefly explain the purpose of use of that particular device in this

—!

* This is same information for A2.
* This page explains the description

of the device, such as Purpose of use,

Form, Structure & Principle, Raw

Materials or Composition and Method
of Use, those are the items to identify

the device

* Reference must be specified in each

column.

y

Purpose of | column.
use, efficacy
or
effectiveness
Ref:Page xxx, Approved document ,attachment 1-1 dated YY/MM.DD
<Product Description >
Product description, which must be same information described in the
Form, Approved Document, should re- rewrite in this column.
Structure
and
Principle
Ref.:Page yy, Approved document ,attachment 2-1 dated YY/MM.DD
Raw Material :
Raw
materials or
Components
Ref.:Page zz, Approved document ,attachment 3 dated YY/MM.DD
Briefly explain the method of use or operation for use of that
particular device in this column.
Method of
use
Ref. page.aa, Approved document ,attachment 3 dated YY/MM.DD
Expected
applicable
patients/yr O Opts/ year

Copyright © 2010 Pacific Bridge Medical
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Form 2-1
Ground of Reimbursement Category

Expected Reimbursement Category

Ground of Selection

Name of product which belongs into
similar functional category

Description of requested medical device

_!

[0)]

Attachment for the Document for C1

Form2-1explains the background information
about the Similar Functional Category and
typical device and requested device
description.
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Ground of Selection of Functional Category

Expected Functional Category

Ground of Selection

Form2-2 explains the background
information why an applicant thinks
The requested device does match to
Selected Functional category, and how

Name of the most similar product the device does match to the selected one.
which  belongs into  similar 7
functional category

Description of requested medical device
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Form 2-3
Ground of No similar Functional Category

Name of the most similar product
which  belongs into  similar
functional category

Reason of no similar functional category among existing categories.

_!

It should be explained that if no similar

Functional Category is present on the market,
how and why an applicant does think so.

4

Copyright © 2010 Pacific Bridge Medical
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Form 3-1

Ground of Value Plus( Innovative Plus, or Usefulness (1))

a) New Mechanism which provides Clinical Benefit

* Form 3-1, 3-2 are the background
information of Value plus.

» All of those explanation should be

1) Higher usefulness and safer than existing devices. science or evidence base and should be

match to the regulatory application

documents.

¢) Improve medical treatment or cure comparing with current technilogy
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Form 3-2
Ground of Value Plus ( Usefulness (2))

d) Higher usefulness and safer than existing devices.

e) Safe to Medical Professionals

f) Improve medical treatment or cure comparing with current technology

g) Small impact to environment than existing devices

Copyright © 2010 Pacific Bridge Medical
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H Form 3-3

Ground of Marketability Plus( Marketability (1), (2))

YES, No

Designated Date: _ YY/MM/DD

1. Designated Orphan Device by Pharmaceutical Affairs Law

2. If the device is not designated orphan device

Target Diseases

Estimated Patients

Background information of Patients No#.

——

* Form 3-3 1s the background information
Marketability Plus.
Designated orphan device or not.

oIf it is not designated orphan device,
estimated patient population should be
calculated.
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Form 4

Summary table

Description of Cost Account

—!

Description Amounts(JP) Comments
Std. cost | Materials
Packaging
materials
Labor cost
Production cost
Sub-total
Operation cost
Operation profit
Subtotal . .
Distribution cost Form 4 1s the pages to explain the
Sub-total . .
Consumption tax background information as well as
Ground Tol The detailed information of each
Description of each item
gD S Expenses and sales revenue of past
Name of materials Amounts Units cost(JP) | Total Cost (JP) [ Comments ﬁve years Of an applicant_
Contains.
2. Packaging Materials .
Name of materials Amounts Units cost(JP) | Total Cost (JP) | Comments ] RCZW materlal cost
2. Packaging materials
3. Labor cost
3. Labor Cost 4. Manufacturing cost
1) Manufacturing flow chart
2) Service time per process 5. R+D cost
k Ti Total k L .
Process name | Head counts ‘YI?II;)ursl)me I(_)It:u:’sVor p::l(:f)ur cost 6 Operal‘lon expense
Goods 7. Sales revenue of past 5 years
Packaging
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4. Manufacturing cost

Goods(JP)

Packaging(JP)

Comments

Energy
Electronics
Gas
City Water

Sub-total

Facility & Equipments
Depreciation
Insurance
Tax & Due

Sub-total

Commodity
Cost of commodity
Cost of Indirect-Div.
Others

Sub-total

Ground Total

5. R+D cost

Amounts(JP)

Comments

Fundamental Research

Clinical Research

Cost for PMS and others

Total

6. Operation cost

Amounts(JP)

Comments

Administrative and Selling
Expenses

R+D Cost

Royalty Cost

Tracking Cost

Maintenance Cost

Total
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7. Revenue in Past 5 years

19xx 20xx 20xx 20xx 20xx
JP % JP % JP % JP % JP %
Revenue
COGS
Admi. & Selling Cost
R+D

—1 | Operation Profits
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Form 5
Information of Price Adjustment

Suggested Retail Price in Japan

List Price in Foreign Countries
* USA

e UK
*  Germany

*  France

* Exchange ratio( average of exchange ratio during mm/dd — mm/dd)
< USA1$§= JP
< UKI1 £= JP
< EU I1EU= JP

* Average of Foreign Prices: JP

* Calculation for Adjustment

_!

Form 5 is the information about
the listed price in Foreign Countries,
Including exchange rate and so on.

Copyright © 2010 Pacific Bridge Medical

45



—!

Form 6
Information about the Value of Medical Economics

Value of Medical Economics:

* Form 6 explains comparison
study about impact of medical
Expenditure with current
technology

* The estimate should match the
Japanese Medical system, which
is difference from oversea, such
as hospital stay.

Copyright © 2010 Pacific Bridge Medical 46



Form 8
Pre-consultation Request Form

Attention: Economics Div. in MHLW
TEL: 03-5253-1111(ex.2533, 2534)
FAX: 03-3507-9041

We wish to have a meeting to ask the below items.

Suggested date:

Items to ask:

Name of company
Person in charge
TEL:

FAX:

e-mail
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Required Documents:

1.  Request Form
2. Description of the device

3. Attachments:
Ground of selection of reimbursement category(2-1)
Ground of selection of Functional Category(2-2)
Reason of no-similar Functional Category(2-3)
Reason of Value Plus (3-1,-2)
Reason of Marketability Plus(3-3)
Information Cost Account(4)
Price adjustment(5)
Information of Medical Economics(6)
Information of Maintenance 8(792 -
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Process for reimbursement listing for C1&C2

Regulatory Approval/Certification

Request for Reimbursement listing

Attached Doc. :Approved documents

Category C1,C2

Qﬁ Review by MHLW

4t 5 mos. g Hearing & Presentation by an applicant

S

Expert Panel meeting

Decide Category

Qﬁ Inform Expert decision

d

Submit the petition

g Disagree with an applicant

Information of Clinical Benefit

——> | Agree with an applicant

To start listing 15t of
next month with
provisional price

Qﬁ Hearing & Presentation to Expert Panel v

a

Inform the decision

=

Central Social Insurance Medical
Council (Chu-I-Kyo)

a
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Process for reimbursement listing for C1&C2

Association of Central Social Insurance
— for Medicine (Chu-I-Kyo)

S N

Agree ”Provisional Price” Price negotiation Waiting list (C2)

¥

Report & Final Decision

Chu-I-Kyo will decide if it is
appropriate to be reimbursed
when revising the reimbursement
system

Listing 4 times/year (Jan. April, July, Oct.) *
Accept for Listing
Listing: 4 times/year

Category F
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Process for reimbursement listing by
Category

Regulatory Process
Product Notification Certified by Notified Body Approved by MHLW
~(Class I Devices) (Designated Class II Devices) ( Class I, I, IV Devices )

ﬂ e Application for Listing
for Category A2, B.

e Application for Listing

Category Al ® Application for Listing

* 15t day of next month, for Category C1 or C2.

. if it is applied before 10™ of | | « Cl:Inform Category after

* 20 days after receiving || previous month. 4 months

* C2: Inform Category after
5 months

C1&C2 categorized product

will reimburse 4times/year.
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Category F

O Category F 1s defined when a medical device does not match
the existing reimbursement system 1n Japan.

Category F Criteria:
It 1s extremely innovative.

It requires high and advanced technology when using, referring/
comparing to current Japanese medical technology. The technology for
use of this device 1s still immature in Japan.

Risk seems to be rather high compared to clinical benefit, which is
suggested by the clinical information.

Very difficult (impossible) to get approved.
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Reasonable Zone (R-Zone)

O Way to adjust price down

0 The difference between the actual purchasing price
and the reimbursement price, which 1s fixed and
controlled by the government.

MHLW allows only a reasonable zone or mark-up from
the survey data

Ex: actual medical device price is approximately 11.4%
less than that of the reimbursement price (2005)

Ex: actual medical device price is about 4% less than
reimbursement price (2008)
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* Reimbursement price is defined that the amount paid by an insurer to a medical facility is fixed officially. It
does not control the price between a medical facility and a distributor, or a distributor and an importer,
respectively.

* Reimbursement price, however, is proposed by an importer to MHLW and authorized by the Chu-1-Kyo.

* The retail price of the medical device is determined by the negotiations between distributors and medical
facilities. This means that distributors can suggest any price to the medical facilities. Importers and
manufacturers cannot deal directly with medical facilities to determine the retail price of the medical device.

Medical service Deql Freely Deal Freely
Insured person T Medical Facility |*—| Distributor [ Il\r/lnagl?lrttgcr:/tur or

Officially fixed

/ payment
nation Insured Person
Health Insurance Act Distribution related Law

* Deal Freely = Each party (distributor, medical facility) can negotiate the price of the
medical device.
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R-Zone Example

O Medical device XYZ (current reimbursement price) $2500
O Average selling price per survey 2000
O Add consumption tax (5%) 100
O 2008 add R-zone 4% ($80); 2005 R-Zone 11.5% add over

$220 80
O New reimbursement price of medical device XYZ $2180
0 Obviously the new reimbursement price of $2,180 is less than

original price of $2,500
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Foreign Average (Reference) Price (FRP)

The reimbursement system is revised every two years (2010 next).

O  The purpose of the revision of the reimbursement system
Control medical expenditures
Improve quality of life (QOL) of patients
Improve efficiency and quality of medical treatment and/or care
To develop assessment system of medical treatment and care

O  Process of price revision

Price survey initiated by MHLW once a year
O Procedure: sampling method
O Survey object: Distributors (all)
Medical Facilities including dental mechanics (about 4,500)
| Duration: 4 months (May — September)

Comparison study with major foreign countries, such as USA, UK, Germany and
France (average).
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Foreign Average Price (FRP)

O For new products, if reimbursement price 1s more
than two times the FRP price, Japanese product price
1s reduced to two times FRP

0O For existing products, 1f the Japanese reitmbursement
price 1s greater than 1.5 FRP price, the
reimbursement price 1s reduced again by a set
schedule

O [n the past, Japanese prices 2-4 times prices of same
devices in Japan, big markups for foreign companies
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FRP

O  Example of price reduction in the past:

m  In March 2006, the MHLW issued a statement on its reduction of reimbursements for
both medical devices and drugs

»  Reimbursement cuts went into effect on April 1, 2006 and resulted in an average
reduction in reimbursements of about 2% for medical devices.

O The orthopedic device industry, however, was subject to significantly higher reimbursement
cuts than the average cuts on medical device products

O Hip implant segment experienced an average cut of about 13%

| Knee implants were cut by an average of about 7%

| Trauma devices experienced cuts of about 13%, but some individual product segments were
cut by about 20%

O Spine segment experienced less impact, with only minor cuts of less than 5%.

O  Reimbursement cuts of less than 15% went into effect immediately in April 2006,
while cuts of more than 15% were phased over the next year

O In 2008, more cuts in medical device pricing
O  Main point: both STM and FRP have reduced reimbursement prices in Japan
O  Given these price cuts, the overall environment is not favorable to innovation
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What to Expect

O Old days, pricing was so attractive in Japan;
these days are over

O Continued pressure on prices

O Outcome/economic data more prevalent in
future

O Regulatory burdens still very high

O Positive note: small to mid-sized companies
with unique technology -- fast track possible
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Thank you for your consideration!

Pacific Bridge Medical

www.pacificbridgemedical.com

contact(@pacificbridgemedical.com

Thank you for viewing our
Medical Device Reimbursement in Japan Presentation.

To view more free resources, please visit our Resource Center at
www.pacificbridgemedical.com/resource-center/
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