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Need for New Solution
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<Source: International diabetes federation, IDF Diabetes atlas, 9th edition 2019>

Worldwide Prevalence of Diabetes
500 Million Diabetes Worldwide, 125 Million DFU Patients

Armstrong et al. Journal of Foot and Ankle Research (2020) 13:16

 3/4 adults are living with diabetes (352 M), and up to 1/3 of 
the diabetes will develop a diabetic foot ulcer (117 M). 

 The market is driven by unmet needs in low efficacy of exist-
ing treatment methods, (i.e. < 53% biological dressings).



Medical Science Development 
Disruptive Convergence Technology 



4th Industrial Revolution 
3D Bioprinting in Organ Regeneration

THE 5th ELEMENT (1997)
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Paradigm Shift in Healthcare Service
Hyper-Personalized Autologous Therapy



Confidential & Proprietary | © ROKIT Healthcare Inc. All Rights Reserved

Dr.INVIVO AI Regen Kit
Autologous ECM Patch for DFU Treatment

Wound Bed Prepara-
tion (e.g., Debride-

ment)

Wound Scanning
Using AiD Regen

Autologous Tissue 
Harvesting (e.g., Fat) 

Bioink Prepara-
tion

3D Bioprinting 
autologous ECM 

patch
 

Dressing



Component Class Status

Dr. INVIVO 4D2D 

CE   Class 1

FDA  Class 1

UAE (System)

KSA Class A

EGY Class 1

BAH nonMD

Complete

Complete 

Complete 

Complete  

Progress

Complete

AiD Regen

CE Class 1

FDA Class 1

KSA Class A

BAH nonMD

Complete

Complete 

Complete  

Complete

Dr. INVIVO 

AI Regen KIT

CE Class 2a

FDA Class 2

UAE (System) 

KSA Class B

EGY Class 2a

BAH Class 2a

Complete

Complete 

Complete 

Complete

Progress  

Progress 

EU CE-MARK, US FDA, MENA Registration
Medical Device Approvals 



Comparisons of Conventional Therapies
uality of Service & Regeneration Efficiency 

Therapy
Regenerative Ther-

apy
Skin Substitute Skin Autograft

Negative Pressure 
Wound Therapy

Amputation

Manufac-
turer

ROKIT Healthcare MimedX

Performed by surgeons

KCI-3M

Performed by surgeons
INFO V.A.C.

Product

Hyper-Personalized 
Skin Regeneration

Epifix

Description

 3D wound-specific 
regenerative patch 

made of the patient's own 
adipose tissue fabricated 

with 
a 3D bioprinter

Human amniotic 
membrane derived from 

placentas

 Surgical procedure in which 
healthy skin is cut out from 

one part of the body and 
transplanted

Applies subatmospheric 
pressure to draw wound 

edges
together & remove infec-

tious materials and wound 
fluids

 Surgical procedure in which 

limb is removed to stop the
infection from progressing

Autologous O X O X

at all costs to be avoided
(5-year mortality is higher 

than
that of cancer)

Customiza-
tion

O X X X

Combina-
tion

Sole/Single
Combination/Mul-

tiple
Combination/Mul-

tiple
Combination/Mul-

tiple
Regenera-

tive
O X X X

Recurrence Low to zero High High High High
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Global Pioneers & New Era
 Clinical Approaches for Chronic Wound (DFU) Healing

Clinical studies with over 150 patients suffered from chronic ulcers in 6 countries showed skin regeneration within 4 weeks and had complete wound healing within 3 months.
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Clinical Publication 
Namgoong et al. 2022 Journal of Clinical Medicine
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Week 0 : after debridement Week 4 Week 12

Fig 6-B. Sik Namgoong et al (2022) , Journal of Clinical Medicine

Week 0 : after applying the ECM patch

Pre-OP Post-OP



80% Regeneration

Clinical Publication
Armstrong et al. 2022 Plastic and Reconstructive Surgery



Akin et al. 2022 Wounds

Clinical Publication 



Since week 0 after

The single treatment 

of ECM patch
Week 0 Week 4 Long term (after Week12)Week 2

Fig 3 & 4. 

Skin 

graft

Akin et al. 2022 Wounds

Pre-OP Post-OP

Confidential & Proprietary | © ROKIT Healthcare Inc. All Rights Reserved



Week 0 Week 4 Week 8Week 1

(M/30, 2nd degree Burn on Rt. hand)Burn Patient i 

*Before submission; keep confidential



Yazid et al. 2023 Gels

Clinical Publication IV
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Mohd Yazid Bajuri MD, PhD

• Professor of Orthopedic Surgery
• Head of foot and ankle, Universiti Kebangsaan Malaysia Hostpial



Clinical Publication 
Kesavan et al. 2021 International Journal of Lower Extrimity Wounds
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Rajesh Kesavan, MD

• Wound Specialist at Diabetic Foot Clinic
• Chairman with Scientific committee
• of Diabetic Foot Society of India
• Director of NRA Advanced Wound Care Ltd. 



• Completed studies: Total 5 counties, 130 patients (DFU 100, BURN 20, Skin Cancer 10)

                                                     INDIA (40), KOREA (DFU 20, Skin Cancer 10), TURKEY (DFU 20, BURN 20), USA (10), MALAYSIA

• 120 patients enrolled, 9 patients dropped & 111 patients analyzed (Test 87, Control 24

     *Skin Cancer patients are not included

87%

38%

65%

94%
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Lipi Shukla et al. Front in Surgery (2015)Neill J. Turner et al., Wound Healing Society (2014)

Shukla et al. Front in Surgery (2015) Volume2 Article1

20
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Advantages of Autologous ECM Patch
Cell Proliferation & Tissue Remodeling



Fig 4. Neovascularization 

comparison (CD31, x40)

(Cell proliferation test )

Fig 3. Dermal layer collagen regeneration 

Fig 1. Cell Morphology test 

a. Live-dead staining; b. SEM Image 
(mag x2,000)

a b

Fig 2. Collage regeneration, epidermal thickness comparison 

(Masson’s-Trichrome staining)

ECM patch
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Skin Remodeling & Neovascularization
3D printing system makes possible to design and fabricate cells, tissue & materials for tissue engineer-

ing



Confidential & Proprietary | © ROKIT Healthcare Inc. All Rights Reserved

REVOLUTIONARY GAME CHANGER
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