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This presentation includes forward -looking statements that are subject to risks 

and  uncertainties. Such statements involve known and unknown risks and 

important factors  that may cause the actual results, performance or 

achievements of ReNerve to be  materially different from the statements in 

this presentation.

Actual results could differ materially depending on factors such as the 

availability of  resources, the results of pre -clinical proof -of-concept studies, 

the timing and effects of  regulatory actions, the strength of competition and 

the effectiveness of patent  protection. Additional information regarding risks 

and uncertainties can be obtained  from the Company.

Disclaimer
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Key Highlights
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Company Overview Å Founded by neurosurgeon and experienced Medtechresearchers
Å Developing a portfolio of products for nerve injury repairs
Å Focused on peripheral nerve repair and replacement
Å Products protect against nerve injury & promote nerve regrowth leading to better and 

faster patient recovery and outcomes
Å Company moving from R&D to commercialisation

Target Market

Å Estimated to be > USD$1.2Bn by 2025
Å Growing by >10% pa
Å Ability to expand market with cleaner, safer, better products
Å US 700,000+ trauma cases pa
Å Used when nerves are damaged (trauma, tissue resections - breast, prostate)

/ƻƳǇŀƴȅΩǎ ǇǊƻŘǳŎǘǎ

Å NervAlign® Nerve Cuff ςFDA marketing approval application filed
Å¢ŀǊƎŜǘƛƴƎ ŜƴŘ нмκŜŀǊƭȅ Ψнн ŀǇǇǊƻǾŀƭ

Å NervAlign® nerve graft ςsuccessful nerve replacement data
Å Progressing to clinical studies

ÅΨ.ƛƻƴƛŎΩ ǊŜǇƭŀŎŜƳŜƴǘ ƴŜǊǾŜ
Å OR harvested tissue treatment kit ςIn prototype development



ReNerve Portfolio & Timelines

Product
(Brand name)

Procedure 
use

Application /¸Ωнл/¸Ωнм/¸Ωнн/¸Ωно/¸Ωнп

Total 
target 
market 
(USD$)*

Sales 
channels

Launch

NervAlign® 
nerve cuff

End to end 
suturing covered 
with a wrap/cuff
Protective cuff 
for grafts

Å Trauma
Å Breast reconstruction
Å Orthopaedics
Å Oral & maxillofacial 

surgery

ϷмнрaҌ όΨнлύ
$224.2M (2025)

CAGR 13.5%

MLM 
Medical 

(US)
/¸ΩнмκΩн
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OR 
ά²ŀƭƭŜǊƛŀƴέ

tissue kit

Treatment of 
harvested tissue 
while in the OR

Å Nerves
Å Tendons
Å Vascular tissue
Å Cardiovascular tissue

> 700,000 
procedures 

annually

Various (non-
US)

US MLM 
Medical

/¸Ωно

NervAlign® 
nerve graft

Replace 
damaged nerve 
section instead 
of donor or 
harvested tissue

Å Trauma
Å Breast reconstruction
Å Orthopaedics

USD$412M 
όΨнлύ

USD$792.7M 
(2025)

CAGR 14%

MLM 
Medical 

(US)
/¸Ωнп

NervAlign®  
ΨōƛƻƴƛŎΩ 

replacement nerve 

Nerve graft for 
longer, difficult 
to repair 
damaged nerve 

Å Trauma
Å Breast reconstruction
Å Orthopaedics
Å Spinal cord injury

> USD$790M

MLM 
Medical 

(US)
/¸Ωнс

R&D Clinical trials Commercial sales * Taken from Markets and Markets nerve repair and 
regeneration report ςGlobal forecast to 2025 ςJuly 2020
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Nerve injury repair market



Peripheral Nerve Injury repair market

Å Estimated current global biomaterials sales 

market is USD$537.6M *

Å Market estimates range from $537M * to 
$2.4+Bn#

Å Growing at 13.6% *

Å Forecast to be over USD$1.2Bn by 2025 *

Å Single largest market is the US

Å Followed by Europe

Å Opportunity to expand markets with better 

products & outcomes

Å Offering genuine, safer, cleaner alternatives 

to harvest tissue with better outcomes through 

better nerve regeneration

Å * Markets and Markets report July 2020

Å # Leerink Axogen market report
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Nerve repair & replacement market 

7

Main market is the 700,000+ trauma cases per annum in the US

ü Surgical transections result in nerve damage:

ü ~ 60% for limb amputation

ü 20% - 40% mastectomy

ü 20%-40% thoracotomy

ü ~ 20% post hernia repair

Nerve compression

ü Ulnar nerve ( e.g. cubital tunnel syndrome)

ü 25% to 60% of surgeries have negative outcomes, only a few have full
recovery

ü Median nerve (carpal tunnel)

ü 1 in 4 cases get surgery repair & 30% failure/revision rates*

ü Repair or replacement of nerves currently gives variable patient outcomes

ü Meaningful repairs (M3, not full function) in 30% to 70% of cases

ü 43% efficacy across digital, radial, medial, ulnar and facial nerve repairs +

* Kokkalis et al, 2015; Georgiou et al 2015; + Wangensteen & Kalliainen (2010); # Brook s et al 2012

ReNerve products for rapid and more consistent, improved patient outcomes post surgery



Nerve Repair

NervAlign ® Nerve Cuff



ü NervAlign ® Nerve C uff with 

ü Used for damaged or crushed nerves with no gaps and in 

tensionless end to end repair

ü Can be used with grafts and replacement nerves

ü Potential use in tendon repair as a tendon wrap

ü Product prevents scar formation and enables nerves  to 

recover and re-grow

ü NervAlign ® is superior to existing products

ü Non -toxic, antigen free, cost effective

NervAlign ® Nerve Cuff

ReNerve cuff  
sutured in 
place  to 

protect nerve  
damage,

repairs  or
replacements

Typical currently used tissue 

(manufactured by Cook Medical, porcine SIS )

(dark blue stain shows residual DNA nuclear
contamination )

NervAlign ® Cuff - Supercritical CO2 collagen patch ð

clean and native structure
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NervAlign ® Nerve Cuff
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V Maintains natural crosslinking of 

extracellular matrix (ECM)

V Promotes cell attachment

V Low immunogenic risk

V Deep microstructural penetration

Benefits over conventional tissue treatments

Å No glutaraldehyde, Triton X-100, sodium dodecyl sulphate (SDS), acetone and enzymes

Å No ethylene oxide (EtO)

V Retains structural and mechanical 

properties

V Environmentally friendly

V Viral inactivation via scCO2 and 

rising steps

V Minimal residues and hazardous 

materials

ü Using carbon dioxide 

under certain pressure

ü Creates a gas and liquid 

state

ü Ideal for cleaning and 

sterilizing tissue

ü Permeates like a gas and 

cleans like a liquid

eCOO® Technology products have been in thousands of surgical procedures across 
Europe



ReNerve NervAlign ® Nerve Cuff:

The data

ü The data shows:

ü Non -toxic solvent production method

ü Terminally sterilised with no residual

chemicals

ü NervAlign nerve cuff is pliable and 

conformable

ü User-friendly, no change of surgical method

ü Promotes cell attachment with vascular 

tissue formation on surrounding facia tissue 

post implant

ü Shown to reduce scarring & inflammation

ü Bio-absorbed over 6 months
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NervAlign® Nerve 
Cuff wrapped around 

a nerve to provide 
protection against 

scarring and 
inflammation

NervAlign® Nerve 
Cuff wrapped 6 

months post repair.
NervAlign absorbed 

and nerve 
functioning normally 
ςback to native state

NervAlign initial implant

NervAlign 6 months post implant



ReNerve NervAlign TM Nerve Cuff: Next Steps

ü All R&D development has been completed

ü In substantive review at  FDA for marketing clearance

ü Manufactur ing scaled to commercial levels & ready for 

commercial sale

ü Commercial inventory in stock

ü ReNerve ISO13485 certified

ü Clear market advantages

ü Cleaner, safer, better

ü Antigen and t oxin free material, protecting against 

inflammation and scarring

ü Creates binding nerve to nerve protective junction useful in 

small gap repairs and nerve transfers

ü Manufactured using proprietary technology in supercritical 

CO 2 for cleaner, better quality tissue

ü Looking at applications in spinal cord repair with cell therapies
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NervAlign® Nerve 
Cuff is pliable, 

conformable and 
translucent and 
holds its shape 
once in place



NervAlign ®

Nerve Graft



Nerve Graft

ü ReNerveõsNervAlign ® Nerve Graft product is an ôoff-the -shelfõ, ready to use nerve

connector with internal guidance infrastructure

ü Currently in relevant large animal studies (sheep model) using a cross -over model

ü Looking to progress into clinical studies in damaged nerves of the hand, upper and 

lower limbs

ü Aim to file under the de Novo 510(k) route in the US

ü Use clinical data for EU filing as well

ü Offering an alternative to autologous and donor nerves and better than on market 

connectors

ü Genuine alternative to transplant of the sural nerve

ü Results to date show:

ü ReNerveõs Nerve Graft shows established, structured nerve growth equivalent 

to autologous nerve grafts

ü Histology shows replacement nerves are clean and free of DNA with 

functioning axon formation

ü Re-establishment of sensory and motor function shortly after surgery
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NervAlign Ê nerve graft vs Autologous 

Implantation study
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2cm conduit
(in tibial)

Autologous

Nerve graft
(in tibial)

Autologous

Sheep 1
(Replacement 
Nerve batch 1)

Sheep 2
(Replacement nerve batch 2 prep)

Results showed:
ÅRapid recovery post surgery
ÅHistology showed nerve regrowth through 

conduits as good as autologous (native) tissue
ÅFull nerve formation through entire length of 

nerve graft
Å Including new axon and fascicular 

formation and functional nerves
ÅRecovery of walking within 3 months


