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WHAT 1S AND HOW BAD IS DIABETIC FOOT ULCER?

INVIVO Application: Dermatology — DFU Treatment

A majority of patients are Elders

Collateral neuropathy and peripheral sense malfunctioning
Average time consumption is at least 14 weeks
Complicated foot ulcer takes infinite period

DFU causes critical economic problems

Rising feasibility of death and diminishing quality of live
by cutting feet




INVIVO Application: Dermatology — DFU Treatment

NEW ERA OF DIABETIC FOOT ULCER TREATMENT — BETTER SURVIVAL
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Is — Diabetic Foot Ulcer ROKII
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Private & Confidential

Regulatory Strategy

’

London, 26.05.2019

I
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H EMA/CAT/191399/2019
|\ Committee for Advanced Therapies (CAT)

SCIENTIFIC RECOMMENDATION ON CLASSIFICATION
OF ADVANCED THERAPY MEDICINAL PRODUCTS
Article 17 - Regulation (EC) No 1394/2007

FINAL VERSION

N

1
1
1
1
1
1
1
1
’

indication(s) claimed by the applicant.

The present scientific recommendation refers exclusively to the case as presented to the Agency
without prejudice to future evaluations by the Agency.
It is stressed that the scientific recommendation on advanced therapy classification does not amount to
any endorsement of the plausibility of the product, including the mode of action or therapeutic

CAT OUTCOME SUMMARY<

! Proposed product invented name or

identifier (“the Product”)

]
1
:
! EMA product number
1
1
1

Company developing the Product
‘. (applicant)

e

MA-ECM film

EMA/H0005338

ROKIT HEALTHCARE, Inc

P
/

\
N\,
N,

Advanced therapy medicinal product
classification (as agreed by the CAT)

Not ATMP:

Gene therapy medicinal product
Somatic cell therapy medicinal product
Tissue engineered product:

Combined ATMP

4. Summary for Public Release

*Information to be extracted from the respective sections of the adopted classification report, redacted to delete
commercial confidential information.

Scientific recommendation on classification of advanced
therapy medicinal products
Article 17 - Regulation (EC) No 1394/2007

Disclaimer: This document is a summary for public release of a scientific recommendation on
classification of advanced therapy medicinal products. The original text adopted by the Committee for
Advanced Therapies (CAT) has been redacted to delete commercially confidential information.

The present scientific recommendation refers exclusively to the case as presented to the European
Medicines Agency (EMA) without prejudice to future evaluations by the Agency.
It is stressed that the scientific recommendation on advanced therapy classification does not amount to

any endorsement of the plausibility of the product, including the mode of action or therapeutic
indication(s) claimed by the applicant.

" Brief description (or name where available) of the active
substance(s)

= Brief description of the finished product

= Proposed indication

« Treatment of scar revision, burn wound, diabetic ulcer, and pressure ulcer

Minimal Manipulation
Homologous use
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INVIVO USER REFERENCES
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Revolutionary Vision

Vision

Mission






