Helicoll®

Patented High Purity Type-1 Collagen Skin Substitute
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COLLAGEN BASED STERILE MEMBRANE
BIO - ENGINEERED SKIN SUBSTITUTE

Sterile Biological Membrane for

e Chronic vascular ulcers

e Skin Donor Sites for Grafts
& e 2nd Degree Burns

e Trauma & Surgical wounds
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“Blood capillaries and granulation tissue formation are visible
at a macroscopic level within 4 to 5 days”

PENCOLL

Enhancing life through collagen

4576 Enterprise Street, Fremont, CA. 94538 USA



Helicoll

COLLAGEN BASED STERILE BIO-ENGINEERED SKIN SUBSTITUTE

Description and availability of Helicoll:
Helicoll is an approved FDA product and has been recognized and reimbursed as a high-
cost skin substitute by Medicare continuously since 2017.

Helicoll is the ONLY PRODUCT that is patented for its specialized relatively high bio-
compatibility and bio-activity. It is made up of highly purified, non-crosslinked Type-I Collagen
(U.S. Patented). Additionally, it is highly bio-active due to its controlled phosphorylation for
maximum wound healing benefits.

Helicoll is available in different sizes to accommodate multiple types of wounds. It has the
capacity to remain clinically usable for 3 years when stored in room temperature conditions.

Indications of Helicoll:

1. Diabetic ulcers
. Pressure ulcers
. Venous ulcers
. Draining wounds
. Partial or full thickness wounds
. Tunneled, undermined wounds
. Surgical wounds (i.e., donor sites/grafts, post-Mohs’ surgery,
post-laser surgery, podiatric, wound dehiscence)
8. Trauma wounds (i.e., abrasions, lacerations, second-degree burns, skin tears)
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Advantage of using Helicoll:
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High purity Type-1 Collagen: Helicoll is a patented reconstituted bioactive collagen
sheet, free of immunogenic proteins, lipids, and elastin.

Faster Healing: Collagen phosphorylation attracts cells, regenerates tissue, and
stimulates blood capillaries/granulation within 4 to 5 days.

Innovative Technology: Better than intact tissue-based membranes like amnion,
intestinal wall, urinary bladder etc. which contain > 15% elastin.

Easy Application: No washing needed prior to use.

Pain Control: Effectively reduces pain.

Various Sizes: Choose from standard or customized dimensions.

Cost-Effective: Accelerated wound healing and tissue remodeling with minimal
applications.

Long Shelf Life: Remains clinically usable for 3 years when stored in room temperature
conditions.

SENCOLL

4576 Enterprise St:Fremont] GA'94538; USAs|| www.helicoll.com
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Helicoll
White paper for use in Diabetic Foot Ulcers (DFU)

Introduction:

Diabetes affects 38.4 million children and adults in the US, equivalent to 1 in 9 of the population,
and costs the economy $412.9 billion annually.*23

The overall perception of the delayed diabetic wound healing is neuropathy resulting in poor
arterial blood supply and venous circulation.

However, high levels of blood glucose not only affect the nerves but also impedes the natural
maturation of the healing/granulation tissue. This is a biochemical phenomenon called

glycosylation of structural proteins.

We need to consider all the causes of Diabetic Ulcers at this point as shown below:

Understanding of the causes for Diabetic Foot Ulcers

Commonly recognized concepts of DFU

1. Nerve Damage 2. Poor Circulation
Damage to the nerve by increased level of High blood glucose levels thicken the arteries
glucose in blood may result in loss of and narrow its blood vessels, restricting the
sensation and the inability to feel any pain or delivery of the blood and oxygen needed to
pressure. support the body’s natural healing abilities.
3. Infection 4. Immune Suppression

Suppressed immune system may facilitate Diabetes may suppress the immune system that
pathogen proliferation eventually leading to could impair the body’s ability to fight-off an
an infection like non-healing diabetic ulcer. infection.

Unrecognized concept of DFU

5. Glycosylation of wound bed collagen
In hyperglycemic patients, Glycosylation of the newly formed wound bed collagen hinders
the normal enzymatic (lysyl oxidase) maturation leading to non-healing. The
hyperglycemic glucose may be absorbed by Helicoll for faster healing of the ulcer wound.




** Hyperglycemic diabetes results In
coliagen Glycosylation to prevent

Reduced the ulcer healing
8\ Blood Flow

Ulcers
Damaged
Nerves

Callus

Bunion

Ingrown
Toenails

Dry, Cracked
Skin

Corn
(Hammer Toe)

** This Concept Is Ignored usually.

Diagrammatic representation of Hyperglycemic Diabetology

Treatment options for DFU:

Normal materials that are used to cover an ulcer:
1. Non-biological synthetic polymeric sheets and sponges
2. Cotton gauze

3. Vaseline

All such materials are able to protect wound as a wound cover and may absorb the secreted fluid
(exudate). Upon usage of such non-biological scaffold materials, cells may not feel comfortable
when they come in contact. Accordingly, this would un-necessarily delay the wound healing
process because the exudation will continue until the cells are comfortable with the surrounding
environment.

On the other hand, Helicoll skin substitute may provide a better result. However, all biological
materials are not the same. Using an advanced biological skin substitute like Helicoll will not
disturb the cells on the surface of the wound involved in the tissue granulation process.

All biological skin substitutes may NOT be ideal biocompatible matrices:
Two main categories of biological matrices:
1. Reconstituted Collagen membranes: This includes products made from collagen extracted from

animal tissues. Only a few such products are highly biocompatible and bioactive. Helicoll
happens to be one such unique product.

2. Intact tissue membrane derived products: These products are made from intact tissue membranes
of amnion, pericardium, intestinal wall, urinary bladder etc. These membranes are contaminated with
approximately 15% elastin, type-111 collagen, lipids and other proteoglycans which are all highly
immunogenic. They have to be cross-linked to minimize their immunogenicity and on the other hand
loses the bioactivity and wound healing abilities if the material is not chemically modified or
cross-linked, it can effectively be used in tissue regeneration and in the granulation process.

References: 1. https://www.cdc.gov/diabetes/php/data-research/index.html, 2. https://pubmed.ncbi.nIm.nih.gov/37909353/, 3.
https://www.niddk.nih.gov/health-information/health-statistics/diabetes-statistics
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https://www.cdc.gov/diabetes/php/data-research/index.html
https://pubmed.ncbi.nlm.nih.gov/37909353/
https://www.niddk.nih.gov/health-information/health-statistics/diabetes-statistics

How Helicoll Nano-technology could heal a Diabetic
Ulcer faster than other collagen products.

Why Helicoll works best for Diabetic Foot Ulcers (DFU)?

e

Normal patients Diabetic patients Diabetic patients
without HELICOLL with HELICOLL

The excess blood glucose
attaches to the newly formed
collagen (Glycosylation) which
delays healing resulting in ulcer.

Maturation by lysyl Oxidase Dramatic reduction of collagen
Maturation by lysyl Oxidase Inhibited by Glycosylaion glycosylation in diabetic wound

Normal Matured Cross-Linked
Collagen resulting in normal
wound healing

Y

Usage of bioactive Helicoll on
normal patients heal 60% faster.

Normal Matured Cross-Linked Collagen
resulting in normal wound healing

11
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White paper on Elastin Carcinogenicity

Please be aware of the alarming fact about the safety concerns of using an intact tissue
membrane-based regenerative matrix. They all contain 15 to 49% elastin in them which
happens to be the culprit.

Examples of such products include intact membranes of

Intact tissue COE::;??H% Product example
Amnion! 42 Amniofix, Epifix, Amnioexcel, Xwrap
Placenta2 49 Grafix

Umbilical Cords 25 Cellesta Cord
Pericardium Atleast 10 | Architect from Equine
Urinary Bladder4 9 Cytal from Porcine
Intestinal Wall> 10 Oasis from porcine SIS
Skins Kerecis from fish, EZ Derm from
in 10 . . .
porcine, Apligraf from bovine

The biological degradation of Elastin resulting in Elastomer/Elastokine fragments is
proven to be carcinogenic [ref. www.nature.com/articles/s41467-020-18794-x.pdf] and
could cause various pathological conditions including emphysema, chronic obstructive
pulmonary disease, atherosclerosis, metabolic syndrome, etc.

[ref. https://www.tandfonline.com/doi/full/10.1080/10409238.2020.1768208].

Elastin Molecule in Skin Substitutes causes Cancer

Fragmented Elastin
(Elastokines/Elastomers)

In-vivo |

DEGRADATION are CARCINOGENIC
o

e ,\C:—**7-— AGVPGLGVG
—

Ref 1. https://pubmed.ncbi.nlm.nih.gov/16968153/

Ref 2. www.liebertpub.com/doi/10.1089/ten.tea.2011.0738

Ref 3. https://pubmed.ncbi.nlm.nih.gov/9852359/

Ref 4. www.scielo.br/j/ibju/a/pp3bVw7XTtcLdAVVMzGNFJGK/?lang=en
Ref 5. https://link.springer.com/article/10.1007/s10029-020-02238-y
Ref 6. www.ncbi.nlm.nih.gov/pmc/articles/PMC6940999/
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Helicoll

COLLAGEN BASED STERILE
BIO-ENGINEERED SKIN SUBSTITUTE

L

Helicoll Sheet

Product Profile Overview

Manufactured & Marketed by:

Encoll Corp.

4576 Enterprise Street, Fremont, CA — 94538
Website: www.Helicoll.com

Contact Information:

S. Gunasekaran, PhD (for Technology) Murugan G. (for Business & Sales)
guna@encoll.com, +1 (510) 396-8581 murugan@encoll.com, +1 (510) 709-8663



IENCOLL

Enhancing life through collagen

HELICOLL PRODUCT TECHNICAL & CLINICAL FEATURES

PRODUCT OVERVIEW

Product Name
Model/Catalog

HC2X2, HC2X4

Manufacturer
Website links

PRODUCT DETAILS

EnColl Corporation
www.Helicoll.com

Helicoll, Biological Skin Substitute
HC0.5dia, HC1.0dia, HC0.8X1.6, HC1.2X1.6, HC1.6X1.6,

. Cat/Item HCPCS NDC/UDI code No. of

rerniane, Size & # Code for Billing Pkg Type sheets
Helicoll 0.5 in dia disc/1.27 cm dia disc (1 sq cm) Q4164 74745-0051-01 Single Sheet 1
Helicoll 0.5 in dia disc/1.27 cm dia disc (1 sq cm) HCO0.5dia Q4164 74745-0052-02 2 sheets per box 2
Helicoll 1.0 in dia disc/2.54 cm dia disc (5 sq cm) Q4164 74745-0101-01 Single Sheet 1
Helicoll 1.0 in dia disc/2.54 cm dia disc (5 sq cm) HC1.0dia Q4164 74745-0102-02 2 sheets per box 2
Helicoll 0.8 in x 1.6 in/2 cm x 4 cm (8 sq cm) Q4164 74745-0081-01 Single Sheet 1
Helicoll 0.8 in x 1.6 in/2 cm x 4 cm (8 sq cm) HC0.8x1.6 Q4164 74745-0082-02 2 sheets per box 2
Helicoll 1.2 in x 1.6 in/3 cm x4 cm (12 sq cm) Q4164 74745-0121-01 Single Sheet 1
Helicoll 1.2 in x 1.6 in/3 cm x4 cm (12 sq cm) HC1.2x1.6 Q4164 74745-0122-02 2 sheets per box 2
Helicoll 1.6 in x 1.6 in/4 cm x 4 cm (16 sq cm) Q4164 74745-0161-01 Single Sheet 1
Helicoll 1.6 in x 1.6 in/4 cm x 4 cm (16 sq cm) HC1.6x1.6 Q4164 74745-0162-02 2 sheets per box 2
Helicoll 2in x 2in (5cm x 5cm=25 sq cm) Q4164 74745-0221-01 Single Sheet 1
Helicoll 2in x 2in (5cm x 5cm=25 sq cm) HC2x2 Q4164 74745-0225-05 5 sheets per box 5
Helicoll 2in x 4in (5cm x 10cm=50 sq cm) Q4164 74745-0241-01 Single Sheet 1
Helicoll 2in x 4in (5cm x 10cm=50 sq cm) HC2x4 Q4164 74745-0245-05 5 sheets per box 5

CONTACT INFO
Representative

Company
Email Address

Subra Guna, PhD - President
EnColl Corporation
guna@encoll.com

PRODUCT INFO

Product Description Helicoll is a bioengineered high purity Type-l collagen (>97% pure)

forming an acellular skin substitute construct that is highly bioactive,
cell conducive, and supportive towards enhancing tissue generation for
wound management. Helicoll is an acellular dermal replacement
product and is within the definition of a bioengineered skin substitute. It
provides a framework that promotes the regeneration of blood vessels
and supports biologic cell migration due to the resorbable properties of
Helicoll. Treatment course typically involves 1 to 4 applications.

J—

What products are comparable Gammagraft Oasis wound matrix Woundex, bioskin

to Helicoll? Apligraf Dermagraft Primatrix
Theraskin Amnioexcel biodexcel Puraply & Puraply am
Nushield Biovance Amnioband, guardian
Grafix stravix prime pl  Epifix Palingen or palingen xplus
Epicord Affinity Phoenix Wound Matrix
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Enhancing life through collagen

How is Helicoll Advantages of Helicoll over Alternative Products:

better than the alternative? e High purity type-l Collagen: Helicoll is a patented reconstituted
bioactive collagen sheet, free of immunogenic proteins, lipids, and
elastin. The native structure of the collagen is not altered or cross-
linked which maintains its high bioactivity.

e Faster Healing: Collagen phosphorylation attracts cells, regenerates
tissue, and stimulates blood capillaries/granulation within 4 to 5
days through cell signal transduction.

¢ Innovative Technology: Helicoll's phosphorylated Type-I collagen is
unique with high biocompatibility and bioactivity compared to other
collagen products. Can be used with negative pressure wound
therapy (NPWT) with slit openings for exudate release. Better than
intact tissue-based membranes like an amnion, intestinal wall,
urinary bladder, etc. which contain >15% elastin that is recently

e Easy Application: No washing is needed prior to use. The overall
clinical usage of Helicoll is simple and easy as it can be cut, sutured,
or stapled.

e Pain Control: Effectively reduces pain, as proven by clinical studies.

e Structural advantage: Unlike random fibrillar configuration in other
collagen products, Helicoll collagen fibrils are organized in a parallel
pattern similar to that of native tissue fibrillar structure. The
porosity is approx. 20u to attract more cells/regenerative factors.

e Various Sizes: Choose from standard or customized dimensions.

e Cost-Effective: Accelerated wound healing and tissue remodeling
with minimal applications reduce the treatment cost by over 40%.

¢ Long Shelf Life: Remains clinically usable for 3 years when stored in
room temperature conditions.

Helicoll Usage Procedure

%

S Soak

h 4
A Apply

. 4
R Remove all air bubbles
h 4
C Check for contact
. 4
N Non-adherent, porous sheet
h 4
A Antibiotic, if needed
h 4
P Padding with Gauze

v/

S Secondary Dressing, Compressive

I Investigate & Follow-up

Helicoll Product Brochure: https://helicoll.com/wp-content/uploads/2024/03/Helicoll Brochure.pdf

Helicoll Instructions for Use: https://helicoll.com/wp-content/uploads/2024/03/Helicoll IFU.pdf
Comparative Information:
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https://helicoll.com/wp-content/uploads/2024/03/Helicoll_comparison_with_other_FDA_approved_prime_products_table.pdf

IENCOLL

Enhancing life through collagen

REGULATORY INFO

Class Unclassified

FDA Product Code KGN - Dressing, Wound, Collagen
FDA Registration Number 3004117927

510(k) Number K040314

Helicoll FDA Cleared Indications e Partial and full-thickness wounds

e Pressure, Venous, Chronic vascular and Diabetic ulcers

e Trauma wounds: Abrasions, Lacerations, Skin tears, Second-degree
burns Surgical wounds: Donor sites/grafts, Post Mohs' surgery, Post
laser surgery, Podiatric, Wound dehiscence

o Excessive exudate underneath Helicoll can be drained through slit
openings that also is applicable when using Negative Pressure Wound
Therapy (NPWT)

e The product also can be secured in place using sutures and/or staples

Partial and full-thickness Trauma wounds Venous Ulcer

wound

Second degree Burn Donorlisite "\ Ablative laser skin surgery
y ‘
e
Helicoll is derived from a bovine or ovine source and should not be

FDA Contraindications used in patients with known sensitivity to such material. This device
is not indicated for third-degree burns.

Vascular Ulcer

Diabetic Foot Ulcer

N

>
y 1 \
4 -]

e

https://helicoll.com/wp-content/uploads/2024/04/Helicoll_ FDA_510k_clearance_k040314 _Etc.pdf
https://helicoll.com/wp-content/uploads/2024/03/Encoll FDA_Mfg_License_Facility Regn.pdf

FDA Clearance

SAFETY INFO

Safety Documents Material Safety Data Sheet for Helicoll Finished Product
https://helicoll.com/wp-content/uploads/2024/03/HELICOLL _16POINTS MSDS.pdf
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https://helicoll.com/wp-content/uploads/2024/04/Helicoll_FDA_510k_clearance_k040314_Etc.pdf
https://helicoll.com/wp-content/uploads/2024/03/Encoll_FDA_Mfg_License_Facility_Regn.pdf
https://helicoll.com/wp-content/uploads/2024/03/HELICOLL_16POINTS_MSDS.pdf

REIMBURSEMENT INFO
CPT

HCPCS
Reimbursement Guide

CLINICAL INFO
Reduces patient mortality:

How does Helicoll improve
patient outcomes?

Helicoll Clinical Studies

ADDITIONAL INFO

Does Helicoll require
user certification, staff
training or in-service?

Additional Notes

IENCOLL

Enhancing life through collagen

15271, +15272, 15273, +15274, 15275, +15276, 15277, +15278

Q4164
https://helicoll.com/wp-content/uploads/2024/03/Helicoll_Billing_Guide_MEDICARE.pdf
https://helicoll.com/wp-content/uploads/2024/03/Helicoll_Billing_Guide MEDI_CAL.pdf
https://helicoll.com/wp-content/uploads/2024/03/Sample_Medical Necessity Letter.docx

Yes

Our proprietary, pure Type | collagen reduces immunogenicity, promotes
cell migration with increased neovascularity due to added phosphorylation
of Type-I collagen.

Helicoll has unique clinical evidence for the formation of granulation and
neo-vascularization within 4 to 5 days upon application. This results in
faster wound healing and tissue regeneration compared to other alternate
products.

https://helicoll.com/wp-content/uploads/2024/03/Helicoll_published_Stanford_Article.pdf
https://helicoll.com/wp-content/uploads/2024/03/Comparison_of type-
I_collagen_with_Integra_skin_substitute.pdf
https://helicoll.com/wp-content/uploads/2024/03/Shriners_Hospital_Burn_Ctr_Galveston_TX.pdf
https://helicoll.com/wp-
content/uploads/2024/03/VCS_2021_Allograft_Vs_Type_l_Collagen_Abstract.pdf
https://helicoll.com/wp-content/uploads/2024/03/SAWC_Fall_2020_Collagen_Structure_Abstract.pdf
https://helicoll.com/wp-content/uploads/2024/03/SFB_2019_Collagen_Misconcept_Abstract.pdf
https://helicoll.com/wp-

content/uploads/2024/03/Evaluation_of_Bovine_Derived_Collagen_of ENCOLL_Technology.pdf
https://helicoll.com/wp-

content/uploads/2024/03/Comparison_of_Helicoll_with_Scarlet_Red__Opsite_split_thickness_skin_gr
aft.pdf

Yes
We perform in-service training and web conferencing
whichever is your preference.

Please be aware of the alarming fact about the safety concerns of using an
intact tissue membrane-based regenerative matrix. They all contain 15 to
49% elastin in them which happens to be the culprit.

E.g. of elastin containing products from intact tissue membranes:
Amniofix, Epifix, Amnioexcel, Xwrap: derived from amnion (42% elastin, Re
Grafix: derived from placenta (49% elastin, Ref 2)
Cellesta Cord: derived from umbilical cord (25% elastin, Ref 3)
Architect: derived from equine pericardium (at least 10% elastin)
Cytal: derived from porcine urinary bladder (9% elastin, Ref 4)
Oasis: derived from porcine SIS intestinal wall (10% elastin, Ref 5)
Kerecis: derived from fish skin (10% elastin, Ref 6)
EZ Derm: derived from porcine dermis (10% elastin, Ref 6)
Apligraf: derived from bovine skin (10% elastin, Ref 6)
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https://helicoll.com/wp-content/uploads/2024/03/Helicoll_Billing_Guide_MEDI_CAL.pdf
https://helicoll.com/wp-content/uploads/2024/03/Sample_Medical_Necessity_Letter.docx
https://helicoll.com/wp-content/uploads/2024/03/Helicoll_published_Stanford_Article.pdf
https://helicoll.com/wp-content/uploads/2024/03/Comparison_of_type-I_collagen_with_Integra_skin_substitute.pdf
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https://helicoll.com/wp-content/uploads/2024/03/Shriners_Hospital_Burn_Ctr_Galveston_TX.pdf
https://helicoll.com/wp-content/uploads/2024/03/VCS_2021_Allograft_Vs_Type_I_Collagen_Abstract.pdf
https://helicoll.com/wp-content/uploads/2024/03/VCS_2021_Allograft_Vs_Type_I_Collagen_Abstract.pdf
https://helicoll.com/wp-content/uploads/2024/03/SAWC_Fall_2020_Collagen_Structure_Abstract.pdf
https://helicoll.com/wp-content/uploads/2024/03/SFB_2019_Collagen_Misconcept_Abstract.pdf
https://helicoll.com/wp-content/uploads/2024/03/Evaluation_of_Bovine_Derived_Collagen_of_ENCOLL_Technology.pdf
https://helicoll.com/wp-content/uploads/2024/03/Evaluation_of_Bovine_Derived_Collagen_of_ENCOLL_Technology.pdf
https://helicoll.com/wp-content/uploads/2024/03/Comparison_of_Helicoll_with_Scarlet_Red__Opsite_split_thickness_skin_graft.pdf
https://helicoll.com/wp-content/uploads/2024/03/Comparison_of_Helicoll_with_Scarlet_Red__Opsite_split_thickness_skin_graft.pdf
https://helicoll.com/wp-content/uploads/2024/03/Comparison_of_Helicoll_with_Scarlet_Red__Opsite_split_thickness_skin_graft.pdf

Additional Files
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The biological degradation of Elastin resulting in Elastomer/Elastokine
fragments is proven to be carcinogenic [ref.www.nature.com/articles/s41467-020-
18794-x.pdf] and could cause various pathological conditions including
emphysema, chronic obstructive pulmonary disease, atherosclerosis,

metabolic syndrome, etc.
[ref.www.tandfonline.com/doi/full/10.1080/10409238.2020.1768208].
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. www.liebertpub.com/doi/10.1089/ten.tea.2011.0738
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https://helicoll.com/case-reports/

https://helicoll.com/wp-content/uploads/2024/03/Helicoll_as_ldeal_Tissue_Regenerative_Scaffold.pdf
https://helicoll.com/wp-content/uploads/2024/03/Helicoll_in_NPWT.pdf
https://helicoll.com/wp-content/uploads/2024/03/Helicoll-Diabetic_Ulcer_Usage.pdf
https://link.springer.com/article /10.1007/s44174-023-00106-8
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Helicoll

COLLAGEN BASED STERILE BIO-ENGINEERED SKIN SUBSTITUTE

Manufactured & Marketed by:

PENCOLL

Enhancing life through collagen

Address: 4576 Enterprise St. Fremont, CA 94538 USA
Tel: (510) 659-1466, Email: info@helicoll.com
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FOOTCARE SPECIALISTS, INC., A PODIATRY GROUP

David J. Kaplan, D.P.M. 39 N San Mateo Dr

Diplomate, American Board of Foot & Ankle Surgery Suite #4

Fellow, American College of Foot & Ankle Surgeons San Mateo, CA 94401

Qualified Medical Examiner, State of California Tel: 650-343-7775 / Fax: 844-525-1516
(QME) # 902342

Clinical Overview on Helicoll Skin Substitute

“I have many patients who have critical limb threatening wounds and need wound care but |
have been holding off on applying skin substitutes, as many of the products contain Elastin which
is an extracellular matrix protein. Previously, Elastin was deemed necessary for wound care, as it
is a significant constituent of the extracellular matrix of connective tissue in the body; however,
Elastin has been found to be carcinogenic as per the recent scientific publication in a reputed
journal (Ref.: www.nature.com/articles/s41467-020-18794-x.pdf). This article reassures the fact
that Elastin’s biodegraded fragments (elastokines/elastomers) are potential carcinogens.

Having my wound care practice for many years, | can be able to well support the above concept,
as | have seen several patients develop skin and bone cancers upon my usage of skin substitutes
which I now know could be related to the high amounts of Elastin present in such constructs. In
good conscience, | can no longer use some of the most popular products derived from amnion
and placenta which contain over 40% Elastin.

Possible solution to treat my patients effectively, now | can relate to a successful product with
good clinical outcome namely Helicoll, Bioengineered Skin Substitute made of Type-I Collagen
without any traces of Elastin. This product provides me an alternative to heal the wounds
without inducing an environment that is harmful to my patients.

Besides my private practice, | am using the Helicoll product at different Hospitals and have
achieved dramatic clinical results™.
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Signed
David J. Kaplan, DPM, FACFAS
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FREMONT DERMATOLOGY 39210 State Street, Suite 21€

DAVID C. GORSULOWSKY, M.D. Fremont, Californin 94 53¢
MATTHEW H. KANZLER, M.D. : 510-790-04 77 (phone)
REZA KAFI, M.D.. 510-#90-1835 (fax)
June 17, 2010

To Whom It May Concern:

I have had the privilege of using Helicoll on numerous patients with ulcers of the skin. I have
consistently found the product to be a help in wound care in these patients.

Specifically, the product has decreased healing time in these patients and afforded quicker return
to normal function. In addition, pain relief has been a consistent finding.

In summary, I can recommend Helicoll without reservation for use in appropriate patient wound
care.

Please contact me if I may of further assistance.

Sincergly,

David C. Gorsulowskv. M.D. /

ACADEMIC AFFILIATIONS OF Dr. David Gorsulowsky:

Associate Clinical Professor Clinical Associate Professor of
Department of Dermatology Dermatology
g?QOSallr?]fa'}s.AsedécAn% UC SF Stanford School of Medicine
us Av 450 Broadway,
San Francisco, CA 94143 Redwood g,tf,’ CA 94063
Tel. 510-790 0477 Tel. (650) 723-6316




Colorado Infectious Disease Associates, LLP
Consultants in Infectious Diseases

Andrew W. Ambler, D.O.

Robert C. Eison, M.D,, L.L.C. 950 E Harvard Ave., Suite 140
Gabriela S. Kaufman, M.D., L.L.C. Denver, Co. 80210
Simona Oprea, M.D., P.C. Phone: 303-777-0781
Sean W. Pawlowski, M.D., L.L.C. Fax: 303-777-0786
Kathryn L. Springer, M.D., P.C. Email:
CIDA.Consults@comcast.net

Carolyn L. Tillquist, M.D., P.C. www.coloradoinfusion.com

September 26, 2013

To Whom it May Concern:

I am Dr, Kathryn Springer, an Infectious Diseases physician in Denver, Colorado. I'have been the director of
Wound Care and of Infection Control at Select Specialty Hospital, Denver South, for 7 years. I have been
involved with the care of patients with complicated wounds at Select Specialty Center and at an outpatient
wound treatment center for 8 years. I was recently introduced to Helicoll™ and have been using it on many
patients with severe wounds for the last 3 months. Helicoll™ is a skin substitute / dermal replacement
providing collagen for all phases of wound healing. Helicoll is safe, very affordable, and is highly effective in
that it rapidly granulates tissue.

My review of the literature on this product and similar products tells me that Helicoll™ has solid science behind
it. It is comprised of full-molecules of phosphorylated Type-I bovine collagen. Helicoll™ is safe and I have not
seen any side effects in my patients. Please see hitp:/mctmedical.com/helicoll-technology/ for more
information. It comes in a variety of sizes and is easy to prepare and apply. It has a 3-year-shelf life, making it
practical to stock.

I have used Helicoll™ on many types of wounds such as stage 4 pressure ulcers, diabetic foot ulcers, post-
surgical wounds, and venous leg ulcers. I have seen granulation tissue form over bone with this product. With
Helicoll™, T have seen wounds heal more quickly than with other products that aim to have similar benefits.
It is also less expensive than other in-class products. For these reasons, it is currently my collagen-based
treatment of choice for complicated wounds.

Sincerely,

Kathryn L. Springer, MD



rocky Me

_ OUNTAIN PEDIATR;-

cSurgeon.com

a (

padiatn 2Om

10-1-2013

Rocky Mountain Hospital for Children/ Presbyterian St. Lukes Medical Center
1719 E. 19" Ave.

Renver, Co 80218

RE: Helicol™ a type-1 uncross-linked, phosphorylated, acellular dermal matrix

I am writing to you to request that Helicoll™ officially be placed on formulary for HCA Health Care or at
least be available as needed for our patients.

I am a pediatric surgeon at the Rocky Mountain Hospital for Children and | was recently introduced to
Helicoll™ and have been using it on my patient in the neonatal intensive care for the last few weeks,
Helicoll™ is a skin substitute / dermal replacement. It is a safe product, affordable, and is highly
effective in that it provides rapid granulation and neovascularization. Helicol™ has been directly

responsible for the most rapid and effective healing of a wound I have witnessed in my career.

The science and safety behind the product is the best in-class, and Helicoll™ directly and actively heals
wounds. Helicoll™ brings phosphates to the wound allowing phosphate exchange to occur, which drives
balanced wound healing. This allows hemostasis, extra cellular matrix regeneration, and cell signal
transduction to occur simultaneously, resulting in very rapid tissue granulation while maintaining the
body’s natural levels of MMPs. Helicoll™ is also incredibly safe. It has been applied on over 80,000
patients without a single side effect. This is largely due to the matrix of the product being comprised of
native, uncross-linked, full-molecules of phosphorylated Type-I bovine collagen. Helicoll™ is the purest
and safest product available.

Helicol™ also healed my patient’s wound rapidly,

Considering the benefits of Helicoll™ | expected it to cost much more than other in-class products, but it
does not. It comes in sizes from 2 inches by 2 inches up to 8 inches by 8 inches, so | can treat most any
size wound on a patient from very small to very large. Helicoll'™ is also very easy to prepare and apply,
and has a 3 year shelf life at room temperature making it practical to stock.

Most importantly, the results | have witnessed have been nothing short of amazing!

My patient A.W. in the NICU is a little ex-premature baby who after being critically ill, suffered a

lete dehiscence of her wound. Because she had stomas on either side, it was icularly difficult
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to treat. The Helicoll was suggested and it has been amazing. The wound has quickly filled in with
healthy tissue, allowing us to finally deal with the baby’s other issues.

Please consider placing Helicoll™ on the Presbyterian St. Luke’s Medical Center formulary so other
patients will benefit the way my patients have benefited from this amazing product.

Sincerely,

)

/

" Saundra Kay, MiD

Rocky Mountain Pediatric Surgery
2055 High St #370
Denver, CO 80205






