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7 — A X 3— K RIO #iBild M&J Institute of Ophthalmology, Civil Hospital IZE%E SV T\ 5, 55
HEHIT T HE72D 20~25 JokFEL TER Y, KPR L THRAERIBE - 245 20 NREHH L TV 5,
F7o. LEiLomd@ v RIO O THHHIEROEIRICHMMEZ R > TWD T &b, I 7"y ROZEFED
LBl TsIbLnEEILND,

% 10Al, 5 2 [FIEMTHA TR L. Dr. Hansa Thakkar, Dr. Kalpit P. Shah, M OVt~ 5543
DOMHF 2LHIZTEA N L— 3 U EFE LT,

% D1%. Dr. Hansa Thakkar, Dr. Kalpit P. Shah O /1D T, 3HER O I LB 72 BEN O fmBEZ
Ba0&RZZ T, AR A 5 3 BN~ 5 BIEMOATER TEM L7,
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55 5 [EIEMTIRF I 1308 )« F53IE - B R Z{EFEDOEEDO I OEEIRA T ¥ 2 — g EOFTEEZ1T,
ZORBRTIFAHOYE K« FEFE - E VR ZMEFEICB W THBEMIICH T 5 R84 R LT 5,

3—3—2 NPCB (National Programme for Control of Blindness)

1976 FEICBRIA S NIZEOR 7 0 77 LT, U 14% ThHo T RIAANA % 0.3% L TH 2 L AEE LT
W, BRI, RIIPIBRE COWRRRE OREEZ TS 2 L OBRBEMEICET 27 v = 7 X A0 £, #l
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R. P. Centre(RIO Delhi)  [All India Institute of Medical Sciences A=

RIO Chennai Government Ophthalmic Hospital AR

RIO Hyderabad Sarojini Devi Eye Hospital — AR AR &l

RIO Allahabad Government M.D. Eye Hospital

RIO Ahmedabad M&J Institute of Ophthalmology & RIO Civil Hospital Occuloplasty, >4 49 FL X, BiR#EE
RIO Kolkata Medical College & Hospital —REREL L EFHMNBIELRE
RIO Patna Indira Gandhi Institute of Medical Sciences EAE

RIO UP Sitapur Sitapur Eye Hospital fd ]

RIO Bangalore Regional Institute of Ophthalmology, Bangalore

RIO Guwahati Guwahati Medical College #% M [E. Occuloplasty

RIO Bhopal Gandhi Medical College

RIO Trivandrum Government Ophthalmic Hospital AR L EFMUBIEARE

RIO Raipur Pt. Jawaharlal Nehru Medical College Ant. Segment

RIO Jaipur SMS Medical College and Hospital HIEfE F 1A

RIO Ranchi Rajendra Institute of Medical Sciences Ant. Segment

RIO Cuttack Referral Eye Hospital, SCB Medical College R R

RIO Rohtak Regional Institute of Ophthalmology, Rohtak FEANRE

RIO Mumbai Grants Medical College & Sir J.J.Group of Hospitals B A E

RIO Punjab Regional Institute of Ophthalmology Ant. Segment

(% 32 RIO —%27

3—3—3 AIIMS

AIIMS 1ZRIO ® 1 >T& Y, R.P.Center (RIODelhi) & LT, A > F&LIZBWTHRHHEBDOH
LIEBETH D,

ATIMS TOFHE X IIMMEA R Z R TR AT ) EXR L L, MEESZE S TIT 9 AKX L
D 2FENMFAET Do BDARFEDOEE . MBS ~ORMERERL OXHNET 3~4 » A2, EIC
BRIRT — &% DL - BEPRE T 3~4 7 AVMEIZ R 5, AR FHEOSE . WIRT —2 BARITIREE AT
RE7Z7Y AIIMS OB 2 LT —8ITE 3, AIIMS 2> 5 OHEERIRSE & 720,

AIIMS [T FRTREICH I L TH Lo TR, ala=r—Ta rEfki L TCERY, AIIMS ® Dr.
Rohit & Dr. Gupta 25 ATHEARR B ORIEIFG TV A A, ERLD L 5 22Tl & OfEME S & RieE %
BV, EETO/N—R/UELT —A X N—RKRIO WL Y & @ EHlr L7,

55 6 BIEMICH N T, AIIMS WO RGH 2HE L LT T RODEHROTDIZ, NYF—
valy (REMER. B - SO FESEOFEE(ET vk X7 E3ETITH 2 DR FINCEET 2
&) FERCRR SR ERRFICHZ L L TNb-sTH 52 50K L 7=, AIIMS @ Gupta ERIZ LiX, A
¥ R CILERBERE 2N I U 7= BER SRR O T — & M O RSB S 2 A M 2 R85 2 2 13 T - T
7, NYF = arORhEEMTDHIEIIREEDZ L ThHoTo, M7, fEFEREINE L 72 FE
7 —% & AIIMS CHEjE L7ZfRT —# e L, FERLE LTHEELT L2 L ITMERNEDZET
bhotzizw, HEERCERICEY . AIIMS LW EAEITERTH 2L 95,

3—4 {hODAEX(LDEHEAREM

BEA > KTk, REEFESEF O ODA FEIZX IV - F RINTTa s T 57 7a—FI2 L > THE
K B 17 e 27 FRAED LTV, FHMERE TIIBOFIFIC LV EER TE RN LR
Yo TWND, FERINCEHETE 2 MO0 TIE, JICA A v REHHT 2 E Dol Skt X fFM 2 INET
Ay

27 NPCB, “Guidelines for Regional Institutes Of Ophthalmology”
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LT E K 2T D T2, HREBUFD G OFRWEE ) OFEN RIT2 N2 EnBE 2 bhb, A R T
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IChapter 1: Development issues of target countries, regions|

Development issues faced by the surveyed countries,

regions, and cities

In India, as indicated in the following items, there are many
people with visually impairments?®. The number of low-vision
patients per million population (in yellow on the chart at right) is
46,200 (as of 2010). This number is much more than the
respective figures for all Africa, the Americas, Europe, and Asia
excluding India. Moreover, the number is second only to China.

This pilot survey found that conventional treatment for Indian
amblyopia patients still uses eye patches, and training and

guidance systems are inadequate due to the large number of
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Map: Comparative chart of proportion of

visually impaired people

patients. One issue is that patients must purchase eye patches for treatment (to use Japan as an

example: 100 yen per day * 400 days = 40,000 yen), and India’s hot and humid climate increases the

likelihood of rashes, making it difficult for patients to attach the patch to one’s eye. Furthermore, due to

insufficient screening systems to find pediatric amblyopia patients, children cannot receive appropriate

diagnosis and treatment by age 8, which is the deadline to treat the condition. This results in many

adverse effects such as lifelong amblyopia. Moreover, even if the child can visit a hospital, the

ophthalmologic outpatient clinics at national hospitals (AlIMS) have massive queues, confirming that

urgent maintenance is needed such as improving the efficiency of the screening and training process.

Development plans, policies, laws, and requlations related to development issues

The Government of India considers improving basic social services a development issue and has

designated improvements in the health and medical field as a priority area in its twelfth five-year plan.

Regarding ophthalmologic treatment, the Government of India has signed the WHQO’s "Vision 2020:

The Right to Sight", a declaration to reduce various ocular diseases including blindness and amblyopia.

In 2006 it adopted a policy called the National Program for Control of Blindness (NPCB), which aims to

double the number of orthoptists®® (target: 115,000), establish a cutting-edge ophthalmologic medical

institution, build a screening system to be used in schools or similar institutions, and improve primary

care such as screening programs in rural areas and educating teachers on screening??.

Match with the Japan Development Cooperation Policy for the surveyed country

The business development plans in Japan’s Ministry of Foreign Affairs’ Country Assistance Policy for

India position the "development of basic social services" (development agenda item 3-2) within priority

29 From WHO GLOBAL DATA ON VISUAL IMPAIRMENTS 2010

30 In this report, experts who perform amblyopia training are described as orthoptists.

31 Refer to http:/mpcb.nic.in/
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area number 3: "support for sustainable and inclusive growth" and establish a support policy focused on
the health and medical field. Although the Ministry of Foreign Affairs policy focuses on support to lower
the mortality rates of pregnant women and children under 5 years old, it also promotes the national
insurance program’s mission of addressing the urban poor and collaborates with the national insurance
system on this issue. The policy also provides support for establishing medical infrastructure and
developing talent in the fields of health and sanitation. JICA has implemented programs to prepare
medical equipment and care facilities, including programs to improve children's hospitals in Chennai.

Although this falls outside the medical field, the Country Assistance Policy for India has also positioned
the exploration of issues to enhancing the development and training of industry talent (development
agenda item 2-3) as a priority area. In India it is necessary to approach the various social issues

accompanying population growth and rapid economic growth.

|Chapter 2: Proposed companies, products, and technologies|

Outline of the proposed company
Yaguchi Electric Co., Ltd. is was founded in 1974 as a global strategy factory of the Walkman brand.

They engage in original equipment manufacturing (OEM), original design manufacturing (ODM),
research and development (R&D) of electronic devices for clients such as Sony, Sharp, Casio, and Iris
Oyama. With the Great East Japan Great Earthquake of 2011, Yaguchi Electric began developing its
own products and, in collaboration with researchers around the world, the company has advanced into
fields such as smartphone-enabled radiation dosimeters, digital signage, and medical devices. In order
to manufacture the proposed tablet as an amblyopia treatment, in 2014 Yaguchi Electric has obtained
class 1 certification for the manufacture of medical devices from Japan’s Pharmaceuticals and Medical
Devices Agency.

Product and technology features

Product name: Occlu-Pad® — a visual function training pad

Occlu-Pad® is an amblyopia training device developed by Dr.
Tomoya Handa (one of the project members in this proposal), a
professor at Kitasato University’s School of Allied Health Sciences. It
began retailing in May 2015 and utilizes Yaguchi Electric’s White
Screen™ technology. Its main characteristic is that because the
device does not function as a shield or adhere to the skin, it does not
have the potential to develop the rashes typically associated with
conventional amblyopia treatment.

Conventional treatment generally involved the "shielding method",

which aims to train the amblyopic (affected) eye by shielding the

healthy eye. However, this method included side effects such as skin

rashes, deterioration of vision in the health eye, and a loss of
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stereoscopic vision. Although there is another eye training method that involves administering atropine
eye drops to the healthy eye to cause regression paralysis and mydriasis (dilated pupils), however side
effects may occur, so strict control over the drug’s use is required.

The human visual cortex stops growing at about 8 years of age,
so it is difficult for patients to recover their eyesight if amblyopia is
not treated by then. At the same time, the significant psychological
distress patients experience with current treatment methods such as
treatment side effects, being bullied at school for wearing an eye

patch, living with the use of only one eye, etc. results in low patient

adherence® to current treatments (at 4 months, only around 20%
still adhere to their treatment). Therefore, children grow up without curing their amblyopia and in many
cases, spend their entire lives that way. Occlu-Pad® is a special tablet that uses Yaguchi Electric’s
unique "invisible liquid crystal" technology (common name: White Screen™). It is a medical device that
allows the user to perform amblyopia training with both eyes opened and without shielding one eye.
Since both eyes are open for this treatment and it does not require shielding, the side effects caused by
shielding are less likely to occur in principle. In addition, the device allows users to do amblyopia training

while happily concentrating on a special game.

Product/technoloqy specifications, price
Product name: Occlu-Pad33®

Product seller: Yaguchi Electric Co., Ltd. (distributor in Japan: Japan Focus Company, Ltd.)

Tablet specifications: 9.7 inch tablet (with special White Screen ™ liquid crystal display)

Accessories: polarized glasses x 3 types (one pair for the right eye, one pair for the left eye, and one pair
for the instructor), tangible block, charger

Training games: 8 types pre-installed (developed by the vision trainer)

Price in Japan: open price

Patented products and technologies

Medical device registration number: Class-I registered

Medical device-related certifications: Medical equipment manufacturing license (04BZ200026), permit to
manufacture and sell medical devices (04B3X10008), ISO13485 certification (expected to obtain in
December, 2017)

Relative advantages over competitors' products in Japan and other countries

Advantages from the patient's point of view include "few side effects", "less psychological distress",

32. Refers to patients actively choosing and participating in treatment
33. Sold under the name Occlu-Tab in India. Both terms refer to the same device in all other instances in this document
unless otherwise noted.
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and "inexpensive". Eye patches and atropine are expected to be competing products, but we feel that
Occlu-Pad® is sufficiently competitive against these competing products.

In general, medical expenses are free at national public hospitals in India (although patients have to
purchase eye patches and drugs themselves). National public hospitals in particular have price

advantages in the Indian market.

IChapter 3: Turning ODA into projects|

Outline of the ODA proposal

In this survey project, we feel two possible ODA schemes should be considered. The first scheme
deals with the projects to assist small and medium-sized enterprises to expand, verify efficacy, and
commercialize their businesses in other countries. In this scheme, our end objectives are to encourage
amblyopic patients to seek further treatment, and to help raise awareness of the treatment method we
are proposing.

The other scheme involves using grant partnerships (in formats equivalent to traditional non-project
grants and small-to-medium enterprise non-project grants) and grassroots technology partnerships to

make proposals and introduce the Occlu-Pads® that way.

Assumed counterparts and roles

After consulting with the 3 counterparty institution candidates: the National Program for the Control of
Blindness, the All India Institute of Medical Sciences, and the Ahmedabad RIO Hospital, Ahmedabad
RIO Hospital is our top candidate for counterparty organization as it has a high possibility of expanding
use of, validating, and commercializing Occlu-Pad®.

The new Ahmedabad RIO Hospital was completed in July 2018. If Ahmedabad RIO Hospital becomes
our counterparty, we can establish the All India Amblyopia Institute (AlAl) within the hospital’s
ophthalmology department. This means Ahmedabad RIO Hospital could handle operations such as
overseeing the lending of Occlu-Pads®, data collection, and education on treatment methods. We could

also consider how to partner with RIO Hospitals in multiple states.

Details of the ODA project
We are considering the following results, investments, and actions that aim to expand, verify efficacy,

and commercialize businesses of small and medium-sized enterprises (“ODA project”).
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Plan for feasibility of the ODA project (proposal of the project to assist enterprises to
expand, verify efficacy, and commercialize their businesses) imedavad Rio Hospital

Partner hospitals*
Long-term goal Achieve universal health care through public and private

AlAl scheme*ﬁ
(by 2030) partnerships between Indiaand Japan
Establish All
X . . India Lend Occlu
Expanding use of the Occlu-Pad® vision training tablet to treat Amblyopia Pads ﬁ
CEm e e EnaTe amblyopia in India can increase the number of children who st

efficacy-verification phase regain their eyesight. This would increase their learning and future

by FY 2020) employment opportunities, which would in turn raise standards of
living.

Project Contributions from Yaguchi
phase Electric Co., Ltd.

Purpose of this project

*Partner hospitalsare public hospitals
throughout Indiainterested inusing
Occlu-Pad® and Pokemon stereo
testing to treat amblyopia

: P , v Occlu-Pads: 50 units . S .
Action 1-1: Introd d t Ahmedabad RIO H tal v
. ction ntroduce devicesatAhme oital g Character stereo testing units: 120 units Dlsplay_s_gnsm CENEND EUMSCEEEE
Achievement 1 ¢ B ey GrEs cys 80 v Hold clinicaltrialsand share data with
Verification of clinical Action 1-2: Analyze for regional characteristicsby units patients
- evidence over a broad collecting clinical data from multiple sites v Doraemon Occluder: 1,000 units ;):s;ze&l:;?tl:gof Occlu-Pads®to
& region Action 1-3: Buildan Occlu-Pad®rental system (hospital ¥, NIDEK's HandyRef: 3 units v Educate partner hospitals on howto use
© selection criteria, ruleson loaning, dataprovision consent ¥ Regularly dispatch Professor Handa from Occlu-Pads®
= forms, etc.) Kitasato University
a; Action 2-1: Create online educational materialsfor the
= website (for doctors and optometristsat the counterpart
— . and other participating hospitals)
o Achievement 2 i instituti
> X Action 2-2: Provide guidance on training optometrists v Create website . v Introduce institutionsto conduct
Proof-of-concept testing of (guidance on training curiculum, on-site guidance on v Provide support with creatingtalent amblyopiascreening (local governments
talent development system classes and training, technology exchanges) development programs and NGOs)
Action 3-2: Identify problemswith actual clinical exams
and treatment, and provide guidance (understand needs,
offer solutions)
Action 3-1: Academi al (B2B,B2G
. ction el ) v Work with Professor Handa on submitting
Achievement 3 R et
o) Expand use of the system ACE;” f'Z Hold exhilt)itionsand seminars target: central conferences (jointauthorship orjoint v (If needed)joint authorship orjoint
] for amblyopia screening TG S (IS presentations) presentations
= dt t t v Use local consultantsto market/sell the
g and treatmen Action 3-3: Exchange opinionswith local key opinion product
o leaders(KOLs)
(4}
= . Action 4-1: Feasibility study on establishingthe AIAI v TR . .
; Achievement 4 (technology, equipment/facilities, location, price, talent, ;e;iz:lg;yaudlesmamlydone Rveend
= Collaboration between quality)
% medicine and industry Action 4-2: Jointly develop software (universities,
I} appliesthe technology ICUDEHES SR ES) v Studiesmainly done by Yaguchi Electric
- N Ny v" Work togetherto survey customer needs
locally, which expands use ) X R v Product development by Yaguchi Electric
Action 4-3: Jointly develop hardware (universities,
of the system incubators, startups)

Expected effects on development by executing this ODA project

First of all, our own pilot confirmed the efficacy of the business which promotes a treatment method that
offers (1) speedy recovery, (2) stable costs for patients, and (3) no side effects. By turning this into an
ODA project, we can expect to expand these results to more patients. Especially at health care facilities
for poor people, there is a need for high quality medical technology and at the same time, we must
transform ways of thinking about citizens' health care. Because expanding the benefits of this system to
more people leads to improved awareness of amblyopia treatment in India, we may be able to achieve a
paradigm shift in amblyopia treatment in India, which we cannot achieve in our own pilot. Overall, we can
expect increased use of Japan’s superior medical device technology to help prevent losses of children's
learning and work opportunities caused by amblyopia, thereby contributing broadly to social

development in India.

[Chapter 4: Business development plan|

Qutline of the business development plan

In the rapidly growing Indian medical device market, while popularizing Occlu-Pads® and collecting

evidence at public hospitals, we will establish a sales network primarily targeting private hospitals
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Feasibility study: Project to help Indian children recover their eyesight
using the Occlu-Pad® visual function training tablet to treat amblyopia

SME and counterpart organizations

B Name of SME: Yaguchi Electric Co., Ltd.

B Location of SME: Ishinomaki, Miyagi Prefecture

B Study sites & counterpart organizations: Regional Institute of Ophthalmology
and Government Ophthalmic Hospital (Ahmedabad, Gujarat state), All India
Institute of Medical Sciences (Delhi)

The Occlu-pad® visual function training tablet

Developmentissues in India Products and technologies of SMEs
/"> Number of low vision patients in India is 462,000 per milion \ /~ , . - . \
population (2010), larger than other countries around the » The Occlu-Pad® visual function training tablet, which

utilizes Yaguchi Electric’s White Screen™ technology,

reduces patient stress and side effects, and allows patients

to recover their eyesight faster than conventional methods
» Approximately 300 of the devices have been introduced to
medical institutions and clinical sites in Japan Y,

world
» Conventional treatment in India mainly involves eye patches
and the personnel training system is inadequate
» Since patients must cover the cost of eye patches
\__themselves, few patients continue conventional treatmen

Proposed ODA

» The “expansion” and “efficacy verification” phases aim to encourage (proof-of-concept) amblyopia patients to seek further treatment,
and to inform (encourage) them about our treatment method

» “Non-project grant partnerships (equivalent to conventional non-project grants or non-project grants for SMEs) and JICA’'s Partnership
Program

» Results: 1) Spread of technology that enables fast recovery of eyesight with no side effects, 2) Increase number of orthoptists in India
and improve their skills, 3) Promote medicine-industry cooperation

» By participating in joint research and clinic trials with local Indian medical institutions, Japanese SME’s can promote themselves in
academia through papers and conferences, allowing SME’s to firmly establish reliability and evidence (of their brand as a medical
device supplier)

» Provide the tablets to hospitals for high-income patients for a fee (sell them), and lease Yaguchi Electric’s inventory of the tablets to
hospitals for low-income patients for free

» Use joint ventures (for example) to establish offices in India and aim to export the devices to neighboring regions (South and

Southeast Asia, EMEA)
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