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J-TEC’s Autologous Cultured Cartilage (JACC) Workshop
We thank you for your participation in the workshop today. To help us improve the quality of
our workshop and understand your needs, we would appreciate if you could answer the

following questionnaire.

1. Please fill in the blanks below.

Name

Affiliation

Years of experience as orthopedic surgeon years

Specialty: knee / hip / foot / spine / upper limbs / others ( )

2. How was your impression of today's workshop? Please check the following score.

* Lecture
Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A
+ Workshop
Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A

If possible, please let us know the reasons for the above.




3. Had you ever heard about regenerative medicine for knee cartilage repair prior to
the workshop?
Yes / No
-If yes, how did you know about it? [Check all that apply.]

Literature / Conference / from other doctors / others ( )

4. Are you familiar with other regenerative medical products for knee cartilage repair?
Yes / No
-If yes, please let us know the product name. [Check all that apply.]
Carticel / MACI / ChondroCelect / Spherox / Chondrosphere / Chondron / Cartistem /
JACC / others ( )

5. Would you like to use the autologous cultured cartilage JACC for the treatment of
cartilage defects of the knee?
Yes / No
-If yes, how many patients a year do you expect to treat?

-If no, please let us know the reason.

6. If you were to use the autologous cultured cartilage JACC in Thailand, which of the
following do you consider a point of concern? [Check all that apply.]
a. surgical issues (ex. difficulty of the procedures)
b. costs
c. regulation
d. short shelf life
e. delivery
f. others ( )

7. If you were to use the autologous cultured cartilage JACC in Thailand, how much

do you think it would be a reasonable product price?

8. If you were to use the autologous cultured cartilage JACC in Thailand, how much of

the costs do you think it would be appropriate for the patients to bear?



9. If you had the chance, would you like to attend and observe a JACC operation?
Yes / No

10. If you have any comments, please feel free to write below.

Thank you for your cooperation.
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J-TEC’s Autologous Cultured Epidermis (JACE) Workshop
Thank you for attending J-TEC’s Autologous Cultured Epidermis (JACE) Workshop today. To help us improve the
quality of our workshop and understand your needs, we would appreciate if you could answer the following

questionnaire.

1. Professional information

Name

Affiliation

Years of experience as dermatologist years
Years of experience as plastic surgeon years
Specialty:

2. How was your impression of today's workshop? Please check the following score.

* Lecture
Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A
= Workshop
Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A

If possible, please let us know the reasons for the above.
3. Had you ever heard about regenerative medicine for skin repair prior to the workshop?
Yes / No

If yes, how did you know about it? [Check all that apply.]

Literature / Conference / from other doctors / others ( )

Continued on Reverse Side.



4. Are you familiar with other regenerative medical products for skin repair?
Yes / No
If yes, please let us know the product name. [Check all that apply.]
Epicel / Holoderm / Keraheal / LSK Autograft / Bioseed-S / EpiDex / Laserskin / JACE / Recell / Laviv /
Hydrograft 3D / Cureskin / Apligraf / OrCel / Dermagraft / TransCyte / Kaloderm / ActivSkin / others

( )

5. Would you like to use the autologous cultured epidermis JACE for the treatment of skin disease?
Yes (Burn/ Nevus / Vitiligo / Epidermolysis bullosa / Scar / others : ) /No
If yes, how many patients a year do you expect to treat?

If no, please let us know the reason.

6. If you were to use the autologous cultured epidermis JACE in Thailand, which of the following do you
consider a point of concern?
a. surgical issues (ex. difficulty of the procedures)
b. costs
c. regulation
d. short shelf life
e. delivery

f. others ( )

7. If you were to use the autologous cultured epidermis JACE in Thailand, how much do you think it

would be a reasonable product price?

8. If you were to use the autologous cultured epidermis JACE in Thailand, how much of the costs do you

think it would be appropriate for the patients to bear?

9. If you had the chance, would you like to attend and observe a JACE operation?

Yes / No

10. If you have any comments, please feel free to write below.

Thank you for your cooperation
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J-TEC’s Autologous Cultured Epidermis (CEA) Surgical Tour - Questionnaire

Thank you for attending J-TEC’s Autologous Cultured Epidermis (CEA) Surgical Tour
today. To help us improve the quality of our offerings and understand your needs, we

would appreciate if you could answer the following questionnaire.

1. Professional information
Name
Affiliation

Years of experience as dermatologist years

Years of experience as plastic surgeon years
Years of experience as surgeon years
Years of experience as physician years

Specialty:

2. How was your impression of today's surgical tour? Please check the following score.

- Company overview

Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A

= Surgical tour

Score Check

Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A

If possible, please let us know the reasons for the above.

Please turn over



3. Would you like to use the CEA for the treatment of skin diseases?
Yes (Burns / Nevus / Vitiligo / Epidermolysis bullosa / Scars / others :
No

If yes, how many patients a year do you expect to treat?

If no, please let us know the reason.

4. Do you feel this technique of transplantation could be implemented in Thailand?

5. If you were to use the CEA in Thailand, which of the following would you consider as
an abrasion method?

a. CO2 laser

b. Er:YAG laser

c. grinder

d. Timedsurgery

e. Razor

f. Others ( )

6. Did you notice any differences between the operating room in Japan in comparison

with the ones in Thailand?

7. If you have any comments, please feel free to write below.

Thank you for your cooperation.



) 1 2 3 4 5 6
> EREN 30/35/35 10 30/35 20/26 20 30
*DEF s el R} ] RERSH/PIRE M} [i:]
] RO EEBlE INEHbRaRY R ] Bl R/ EREPIE
Samitivej Sukhumvit HP Samitivej Sukhumvit HP Samitivej Srinakarin HP Samitivej Srinakarin HP Samitivej Sriracha HP Samitivej Sukhumvit HP
L]
5 5
J-TEC 5 4 BEEROLDICEL 5 5 SHOTENRINIE
R URGEENTLS RIS UL wision& Figk
5 5
ARRE 5 4 FRIES UL il TRt 5 5 SRS ULVWRBEIDR S, /il
g - F-LTUR 5LWAYYITUR
SIACEE(ES THEEV ? D) (F0 (F0 (F0 D) -
] 5/ E35L/EB/ AR/
TR ? R [=:23 [y BB/ EB/RUR s -
MREBESEMAIAEBET BH ? 1-2 ~10 3-5 - 1-2 -
ED)
&5 TERMAIRELE EBNE LI ? [y 0y (0 BRSO BTE, [y -
BRANEWT EARIE
b= L CO2L—5— -
* A TIFEDLSBRIBITEEBELTVEIH ? COL—H— COL—H— - Timedsurgery -
Timedsurgery
SAREYATFRECENGHDELEN? N9 an N9 N9 TAIRITEOBIRN -

BARICEZ < DR BDET

*ZDMIA>

J=2e =N

S+ TRIBGBTEEEN, RIRT
D) \—TERWT A AL
ZH SHEARKRTHNERL
MELNEL,
ATFFBIRT LB O EST
ENET.

{RIRTH/ (—TERVEHER
EAE, SERAENRN
ZHDeDT. BATERT S
TeHICBIEL, BEERNT D
ME LN,
HEBHLAF LR UCOL—
H— &R CNRABITRE
LTV,

* BTHETRRIRL
OBEEEBAARICHR

@R HE BACRMT
Qipsir & TERT D




4. AZFEERRENIES (BA) 77— MREOSE R (117 20 A)

J-TEC’s Autologous Cultured Cartilage (JACC) Surgical Tour - Questionnaire

Thank you for attending J-TEC’s Autologous Cultured Cartilage Surgical Tour today. To help
us improve the quality of our offerings and understand your needs, we would appreciate if

you could answer the following questionnaire.

1. Professional information
Name
Affiliation

Years of experience as orthopaedic surgeon years
Specialty:

2. How was your impression of today's surgical tour? Please check the following score.
= Surgical tour at Aichi Medical University

Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A

- J-TEC Company overview (including facility tour)

Score Check
Extremely satisfied 5
Satisfied 4
Neither 3
Dissatisfied 2
Extremely dissatisfied 1
N/A N/A

If possible, please let us know the reasons for the above.

Please turn over



3. What kind of treatment do you conduct for cartilage defects? [Check all that apply.]
0 microfracture, drilling
0 mosaicplasty (OATS)
O platelet rich plasma
[ regenerative medical products (ex. medical devices, materials)
[ others ( )

3. Would you like to use JACC for the treatment of cartilage defects?
O Yes
I No

If Yes, how many patients a year do you expect to treat?

—

If No, please let us know the reason. -
6 N
~ -
5. Do you feel this technique of transplantation could be implemented in Thailand?
6 N
-
/

6. Did you notice any differences between the operating room in Japan in comparison with

the ones in Thailand?

7. If you have any comments, please feel free to write below.

Thank you for your cooperation.
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Feasibility study of Regenerative Medicine
Business in Thailand

FUJIFILM Corporation

Regenerative Medicine
Business Division

Dec 18t, 2018

1. Research conducted by FUJIFILM in Thailand in 2018 FULFILM

FUJIFILM examines the following three items to verify whether the Regenerative
Medicine industry scheme implemented in Japan can be realized in Thailand.

Material

RM related industry

Research 1
Market potential of

Japanese regenerative ; ‘z
medicines in Thailand

Medical tourist

Research 3
Transferring regenerative
medicine technology to core
human resources in Thailand.

iy Tissue sampling device

Autologous cell therapy t ol Cell separator
m

Implementation of treatment Wmﬂ_‘b Freezing
Freezing medium/equipment

after the 2018 project

Drug discovery

Tissue sampling

The Future of Regenerative Medicine

Value Chain

------------------- Cell processing center -~
\

Logistics -
S Culture vessel
! Medium, Reagent]
1 ’ N .
' Cell culturing
Freezing H
i = :

)

1
]
]
]
]
]
]
]
]

! . . ‘ Bio Venture
{Ce|l__lleva|u€t|on tdevu:e] Cell processing center [l Cell banking
Value chain of regenerative e e forCinicaltials ' )

e - Image analysis equipment Evaluation system A

medicine (production [Cell culture device] @ Manuf; \
ontract Manufacturin: !
process, among others) Incubator Organization - i
1

can be established in Automatic culture device
Jhailand. e e oo e e mmmmmmmmmm e m e m e m

< EEC area in Thailand '




2. Structure of the project

F

UJIFILM
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apan] @

Research-1
Market potential survey

Roland ,

Berger I >

Promote

FUJIFILM

[ Thaiand s

}——{ Fujifilm (Thailand) LTD. |

Research-2
Verification of the value chain

&) J-TEC

Emerging Bio-medical Technalogy

MEDI--NET

FUJFILM Group
Research-3
Technology transfer )
‘ﬁ Nagoya City University lewlﬂ‘
(WY
,eﬁl 2 —
&Y ()
» a
airy N LS
otk gk Tosxe”
l Tokyo Medical Consulting Co., Ltd ‘ )

3. Research-1 Market potential survey

/" Clean room
DEsarIRnaH
Toyo Electronics (Thailand) Co., Ltd

Procurement of equipment

SCIENCE

\_ AZ SCIENCE (THAILAND) Co., Ltd

Coordination of dialogue with the
Ministry of health and EEC
Secretariat

CHAROEN POKPHAND GROUP
\Charoen Phokphand Group CP

/Work shop in Thailand and Japan

IS
N

|
SAMITIVEJ
Samitivej Hospital

ulowe
admaod

AN

FUJIFILM
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As a result of the market potential survey, we could confirm that there is enough

marketability of regenerative medicines in Thailand.

# of patient Potential
Situation in Japan  treated CAGR #ofpt.) Unmet needs
Traumatic
o | Cartilage
& | Defect 48,014
Q
B
[=] R | 71| 450 > No treatmentavailable to treat large-sized
-g 10.0%)| | (7.0%) cartilage defect (> 4cm?)
S
Osteochondritis | | Approved for regenerative
Diss:::a:sn e medicine 12,005
Reimbursement
] by health insurance
° > Limited unmet needs as
2| Giant 100 many standard options are already available
S| Congenital 3500 O )
al| Newus ’ (3.0%)
£ 0.3% > Low taking rate and mismatch/cobblestoned
7 surface for current surgery
c > NK-cell therapy is available, but there is no
ancer ’ clearevidence of its outcome
I Cell Medical treatment at 436,936 700 )
1'.?]';::; e patients own expense 4.0% ©01%) | P tngT unn!]et needs of cancer
reatmen

1) Potential number of patients may change drastically, depending on the price setting; (xx%) stands for potential number of patients/ # of patient treated



4. Research-2 Verification of the value chain RN

) . Logistics 5
We rented a space and established a cell culturing test : Cellctinngitesy Caboratory
laboratory in a factory with high cleanliness levels, in Amata

City Chonburi Industrial Estate.

We confirm that overseas researchers can conduct research
on cell culturing if necessary procedures are followed, such
as taking approval from the Ethics Committee and National
Research Council of Thailand (NRCT).

As a result of test culturing, the same performance and Sr— )
quality as in Japan could be confirmed. .
— We may have a good prospect to establish the

value chain of regenerative medicine in Thailand. |

Transportation box L
#Schedule
BEE
Feb Decide the location, equipment, and layout
Toyo Electronics (Thailand)

Mar Order the equipment and material l . j.

Apr Install the equipment - S

M - . mx M ExRE

ay Validation — Completed lab set up yARRuY S
June
Ethics committee & NRCT approval
Oct
Oct Cultivate the cancer immune cell product and the /\J
autologous cultured cartilage SR
Dec —Check the performance and quality 4
FUJIFILM

5. Research-3 Technology transfer il

We held workshops in Thailand and Japan in cooperation with the Samitivej Hospital.

We could confirm that there is enough possibility to transfer the regenerative medicine
technology from Japan to Thailand.

Oin Thailand (1% step)
- Organized a workshop for sharing the current situation of
RM treatment and regulations in Japan J\

- Requested a Japanese doctor to serve as a lecturer for this project. o
June 26  Autologous Cultured Cartilage
Masataka Deie, M.D., Ph.D., Vice president of Aichi Medical University Hospital
July 17 Autologous Cultured Epidermis
Kazuhiro Toriyama, M.D., Ph.D., Professor of plastic and reconstructive surgery, Nagoya City Graduate School of Medicine|
August 31 Periodontal Tissue Regeneration
Morikuni Tobita, D.D.S., Ph.D. Associate Professor, Juntendo University

Oin Japan (2 step )
- Held a meeting in the hospital and facility of the RM company
(J-TEC) to observe the RM treatment.

- Invited doctors from Thailand for each product.

October 23 Autologous Cultured Epidermis surgery tour

Kazuhiro Toriyama, M.D., Ph.D.Professor of plastic and reconstructive surgery, Nagoya City Graduate School of Medicine
November 20 Autologous Cultured Cartilage surgery tour

Masataka Deie, M.D., Ph.D. Vice president of Aichi Medical University Hospital
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6. Regulations on Regenerative Medicine in Thailand
- -

Since 2009, restrictions on the regenerative medicine practice in Thailand have increased.
The government is working on the regulations and roadmap.

As per the latest information, Thai FDA provides the notification of “Advanced Therapy Medical
Products”.

—>We would recommend the Thai government to translate regulatory content into English.

Milestones for Regenerative treatment in Thailand

Stage 2
Stage1 o Str/%gent requlations govern ) Saasl
Regenerative practice is conducted freely AAIZIECUNCRWL I i <-MReforming

1 > National committee for R&D > The Thai FDA established Drug Act B.E.
(including stem cell research) has 2510
been established > Stronger control and supervision of stem-
cell drugs and products > Government is still
> Exaggerated claims on fake stem cell working on regulations
advertisement and roadmaps of

regenerative therapy,
which may take 3-5
years to establish

> The Department of Health Service
Support from MoPH worked on a
regulation to prevent false advertising

[ 1T |

2005 2006 2007 2009 2010 2015
[ L 2 L L L L >
> The Bangkok Heart Hospital with > The Thai Board of Investment (BOI) > A woman with kidney disease died after
Theravitae and the University of approved the use of adult stem cells by receiving an experimental stem cell treatment
Pittsburg pioneered a stem cell TheraVitae at a private clinic in Thailand
therapy for cardiac treatment > TheraVitae collaborated with many private > Eventually, the Medical Council established a
> Pivavej Hospital established a stem hospitals for regenerative treatment regulation on medical ethics regarding stem cell
cell laboratory research for human treatment B.E. 2552 to
> Thai StemlLife has been established — control the practice of doctors in medical
claimed to be the largest stem cell institutions
bank in Southeast Asia 6
Source: Desktop research, Roland Berger
FUJIFILM
7. Summary of the results and future prospects e o v
#Results
Research _ Resut |
Market potential in Thailand Enough marketability of regenerative medicines in Thailand
Value chain of regenerative Good prospect to establish the value chain of regenerative medicine
medicine in Thailand.
Transfer of regenerative Enough possibility to transfer the regenerative medicine technology
medicine technology from Japan to Thailand.
Regulations Further investigation required.

& Future prospects

- Through this project, we confirmed that Thailand is a very promising market for regenerative
medicine.

- Meanwhile, it is necessary to conduct further investigations about regulations. Particularly, no
regenerative medicine in Thailand has obtained an approval, under the current regulations. A
high regulatory hurdle may hinder the commercialization of regenerative medicines.

- We would like to judge whether commercialization of Japanese Regenerative Medicine
product is possible or not after verifying the above regulation.

Please feel free to get in touch : shusaku.matsuda@fujifilm.com




