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Presentation Notes
Good morning/afternoon and thank you for your time. Today, we wanted to show you who we are, what we do, and most importantly, why we do it. 



OVERVIEW

TissueTech continues to 
pioneer the application of 

human birth tissue for
regenerative medicine.

Category Leader

TissueTech is well 
positioned to be the leader 

with the new regulatory 
requirements for HCT/Ps.

Trusted Provider

TissueTech is a trusted 
provider with decades of 
scientific evidence and a 

clear health economic 
value.

Partner

TissueTech is your partner 
for reimbursement support 
and professional education 

and training.
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Pioneer

Presenter Notes
Presentation Notes
As you'll learn throughout the presentation, we have a really unique story at TissueTech.  Our aim is to meet the challenges of healthcare today as the pioneer of human birth tissue applications. We are extremely well positioned for the changing regulatory environment, we are backed by strong scientific evidence with a clear health economic value, and are set up to partner with you to help support your reimbursement and training needs.



PIONEER
OF THE FUTURE OF REGENERATIVE MEDICINE

Presenter Notes
Presentation Notes
Any questions before we get started?Check-In With Audience Before Moving On.



PIONEERING THE FUTURE 
OF REGENERATIVE MEDICINE

TTI Initiated
Transition to a 
Biologics Company 
by 2020

2018Initiation of 
NIH Funding

1986

to characterize 
the underlying 
science of stem 
cell niche

Bio-Tissue 
founded

1997

Frist to 
commercialize AM 

allograft for clinical 
use

TissueTech 
Founded

2001

FDA designation 
for wound 
healing received 
for AmnioGraft® 

PROKERA 
receives 510k and 

commercial 
launch

2003

3 CPT I Codes 
issued for AM 
transplantation

2006

Bio-Tissue 
Commercializes 

First Umbilical 
Cord Allograft

Amniox Medical 
Founded

2011

to expand 
amniotic tissue 
into wound and 
surgical 
indications

2010
HCHA/PTX3 

Biologic Complex 
Discovered

2013

Series A funding 
$10M at $25M 
revenue

2013

Series B funding 
$15M at $45M 

revenue

2015

TTI Receives 
Prestigious SBIR 
Tibbets Award

2015

IND Clearance 
Received for 

TTAX01

2016

TTI Companies 
surpass 300,000 
clinical 
applications of 
product

2017

Amniox wins 
2017 Spine 
Technology 

Award

2017
Series C funding 
$82.25M
Surpass 500,000 
human 
transplantations

2019

Continued Phase 
2&3 Clinical Trials 
for Three Active 
INDs

2020

2021
Two additional 
IND Applications 
Cleared by FDA
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Presentation Notes
As I mentioned, we truly are the pioneers in regenerative medicine. Our founder, Dr. Scheffer Tseng, started trying to understand the underlying science behind fetal healing and how it could be incorporated into the eye back in the mid-1980s. We have a rich history of focusing on the science to best meet unmet patient needs and bringing those solutions to market.



PIONEERING THE FUTURE 
OF REGENERATIVE MEDICINE

600,000+
Human Clinical 

Applications

5 IND
Products with Three 

in Phase 2 & 3 
Clinical Trials 

for BLA Approval

35 Years
National Institutes of 

Health (NIH) 
Funding

1st 
to establish Level 1 

CPT Codes for 
Amniotic Membrane 

Transplantation

380+
Peer-Reviewed 

Publications

100+
Clinical Training 

Opportunities 
Each Year
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Presentation Notes
Dr. Tseng’s research has been supported by 35 years of NIH funding and since that time, our products have been used in more than 600,000 human clinical applications and our technology has been studied in more than 380 peer-reviewed publications. We were the first to establish Level 1 CPT codes for reimbursement of amniotic membrane used on the ocular surface, and we’ve trained thousands of medical professionals and surgeons. We are extremely excited about our future as we also have 5 new Investigational New Drug (IND) products. Three of those, TTAX01 for DFU, TTAX02 for Spina Bifida, and TTAX03-K for Knee Osteoarthritis are currently in Phase 2 or 3 Clinical Trials with the goal of achieving Biologics License Application (BLA) approval. We have also received IND clearance from the FDA for TTBT01 for ocular surface disease and TTAX03-FJ for osteoarthritis in the facet joint (spine). These will give us the ability to make on-label claims for these products.



OUR VISION AND MISSION

We empower healthcare professionals to deliver optimal patient healing 
outcomes, setting the standards that define regenerative medicine.

We do this by living our MISSION:

SOLVING 
UNMET NEEDS

as the 
PATIENT-FOCUSED 

PIONEER

FOSTERING 
TRUST

as the
EVIDENCE-BASED 

LEADER

PROVIDING HEALTH 
ECONOMIC VALUE
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Our vision is to empower healthcare professionals to deliver optimal patient healing outcomes, setting the standards that define regenerative medicine. We do this through our Mission by solving unmet clinical needs as the patient-focused pioneer of the birth-tissue regenerative medicine space. We foster trust as the evidence-based leader in the ocular, surgical wound, and pain management markets. And, we provide differentiated, customer-recognizable and sustainable health economic value for all of our customers.



OUR VALUES

Conduct all interactions 
with utmost level of 

INTEGRITY AND ETHICS

Deliver the HIGHEST 
QUALITY and most COST-
EFFECTIVE therapies for 

the benefit of patients

Foster innovation through 
PROVEN SCIENCE and 

STRONG CLINICAL 
EVIDENCE

Provide a HIGH-
PERFORMANCE CULTURE 

where people are 
accountable, respectful 
and enjoy what they do
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Presentation Notes
We do all of this with integrity and ethics, providing high-quality, cost-effect therapies that benefit patients. And, partnered with our customers, we are always aiming to foster innovation through proven science and strong clinical evidence advancing our high-performance culture. We really do love what we do here at TissueTech.



CATEGORY LEADER
POSITIONED TO LEAD IN THE CHANGING REGULATORY ENVIRONMENT

Presenter Notes
Presentation Notes
Check-in with audience before moving on – Any Questions?Let me now speak to how we are best positioned to lead within the new regulatory requirements for HCT/P’s.



CHANGING REGULATORY ENVIRONMENT

Human Cell, Tissues, and Cellular & Tissue-Based 
Products (HCT/P) are regulated by FDA under Title 
21 of the CFR Part 1271

Allowed marketing, sale and transplantation of human 
cells or tissues without premarket approval

To qualify, product must conform to criteria:
• Minimally manipulated
• Homologous use
• Not combined with another article
• No systemic effect and/or not dependent 

on living cells

Products and manufacturing facilities must be 
registered annually and adhere to GTP regulations

FDA Guidance Document Issued November 2017
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Current State: 361 HCT/P
Companies must file for Biologics License Application 
(BLA) in order to make biologic claims about products 
they previously sold as HCT/Ps

Requires transition to rigorous CMC with GMP 
manufacturing and multi-phased clinical trials to obtain 
BLA approval for specific products

Originally, Investigational New Drug (IND) applications 
needed to be submitted by November 2020

In July 2020, the FDA extended the start of their limited 
enforcement discretion policy six months to May 2021 

BLA approvals provide company exclusivity to specific 
indications & provides evidence for future 
reimbursement

TissueTech is pursuing multiple Clinical Trials to obtain 
BLAs to ensure its portfolio is protected

Future State: 351 Biologics BLA

Original 36-month 
FDA limited 

enforcement was 
extended six 

additional months

Presenter Notes
Presentation Notes
Previously, I briefly touched on our products in IND Clinical Trials to gain BLA approval. This is where I believe our company has really set ourselves up to lead this category during the changing regulatory environment.  (Is anyone familiar with these changes?)It is all based on FDA guidance issued in November 2017. The FDA outlined recommendations to reclassify approval for many HCT/Ps from 361 to 351 biologics products. They provided industry with a 36-month grace period to make the transition. TissueTech was already in process of making many of these changes and has further responded by filing multiple IND applications, transitioning to the rigorous CMC (Chemistry and Manufacturing Controls) with Good Manufacturing Practices (GMP manufacturing) and conducting multi-phased clinical trails for these IND products. BLA approval will allow us exclusivity to the specific indications we are approved for, and also provides the scientific evidence needed for future reimbursement.



TTBT01

CLINICAL TRIAL UPDATE

Diabetic Foot Ulcer
The Phase 2 Pilot Clinical Trial 

was positive, along with a 1-
year follow-up study, both 
completed

AMBULATE DFU and 
AMBULATE DFU II Phase 3 
confirmatory trials initiated in 
2020, each conducted at 20 
U.S. sites with 220 patients
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TTAX01 TTAX02 TTAX03

Osteoarthritis (OA)
KL grade 3-4 knee OA Phase 2 

multi-center Randomized 
Controlled Trial, 52-week 
study in 8-10 U.S. sites with 
90 subjects, starts in Q3 2021

Facet joint Phase 1 multi-
center Randomized Controlled 
Trial in 3 U.S. sites with 36 
subjects planned for Q3 2021

Spina Bifida
Single Phase 3 Multi-center, 

Randomized Controlled Trial 
with Study Activation planned 
for the second half of 2021

Granted Regenerative 
Medicine Advanced Therapy 
(RMAT) and Orphan Therapy 
Designations from FDA

Ocular Surface Disease
FDA cleared IND in January 

2021
Phase 2 clinical dose-

escalation study currently 
being finalized

Presenter Notes
Presentation Notes
Currently, we have 5 FDA-cleared IND products in or planned for clinical trials. Each of these are code names because they are IND versions of our commercially available products: TTAX01 (NEOX) for Diabetic Foot Ulcers, TTAX02 (CLARIX) for the treatment of Spina Bifida, and TTAX03 (FLO), an injectable product designed for Knee and Facet Joint Osteoarthritis. We also recently received IND clearance for TTBT01, an amniotic membrane and umbilical cord solution for ocular surface disease. A Phase 2 clinical study is being planned for that product.Our DFU Phase 2 clinical trial, which focused on more severe Wagner Grade 3 and 4 Diabetic Foot Ulcers with osteomyelitis, was completed last year and showed tremendous results with two Phase 3 clinical trials starting to enroll patients in 2020. The Phase 3 Trial for Spina Bifida is also planned for later this year, as well as the Phase 2 study for Knee OA and Phase 1 study Facet Joint. Our Spina Bifida product also received a regenerative medicine advanced therapy (RMAT) designation from the FDA. 



OUR FOCUS: UNMET PATIENT NEEDS

We are focused on giving healthcare providers cost-effective solutions to 
successfully address previously unmet patient needs

• Ophthalmic and optometric indications – It is estimated that the total economic burden 
of eye disorders and vision loss in the U.S. is $139 billion5

• Advanced wounds – A conservative estimate of the cost of caring for these wounds 
exceeds $50 billion per year in the U.S.1,2,3,4

• Musculoskeletal applications – In 2011, the total indirect and direct costs for 
musculoskeletal disorders was estimated to be $874 billion, or 5.7 percent of U.S. Gross 
Domestic Product6

• Non-opioid alternative to managing pain – the total economic burden of prescription 
opioid misuse in the U.S. is $78.5 billion annually with an estimated 128 people dying 
each day after overdosing on opioids7

11
1. Kuhn BA, Coulter SJ. Balancing ulcer cost and quality equation. Nurs Econ. 1992;10(5):353–359. 2. Hess CT. Putting the squeeze on venous ulcers. Nursing. 2004;34(Suppl Travel):8–13. 3. Driver VR, Fabbi M, Lavery LA, 
Gibbons G. The costs of diabetic foot: the economic case for the limb salvage team. J Am Podiatr Med Assoc. 2010;100(5):335–341. 4. Gordon MD, Gottschlich MM, Helvig EI, Marvin JA, Richard RL. Review of evidence-based 
practice for the prevention of pressure sores in burn patients. J Burn Care Rehabil. 2004;25(5):388–410. 5. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4664309/ 6. 
https://www.sciencedaily.com/releases/2016/03/160301114116.htm 7. https://www.drugabuse.gov/drugs-abuse/opioids/opioid-overdose-crisis

Presenter Notes
Presentation Notes
Our mission and focus is to address unmet patient needs targeting several diseases with significant morbidity and high burden of illness.  Our goal is to continue to drive lower cost to the healthcare system by addressing some of the most complex and severe conditions. For severe Ocular conditions, the cost to the system is $139 billion for which our therapies have demonstrated clinical benefit in Corneal Ulcers, Ocular burns, SJS (Stevens Johnsons Syndrome), and severe corneal erosion. (RCE, PED).  For advanced wounds, the healthcare system cost is ~$50 billion,  largely driven by severe disease. Our current and future products hold major promise as they have demonstrated higher wound closure rates versus Standard of Care (SOC) in advanced disease where patients have exposed bone and infection and risk amputation.  Phase 2 clinical data for our investigational DFU product indicates that this benefit is much more durable and achieved with significantly fewer applications.For Musculoskeletal disorders, the cost to the system is $874 billion and it is about $80 billion for Opioids misuse as patients try all options available to alleviate severe chronic pain. Patients start with NSAIDs and pain meds, then migrate to HA or Steroid injections, and then directly to recommended surgery, which drives high cost to the system. Clinical studies are currently being conducted with our CLARIX FLO product to prove its efficacy as a safe, non-opioid treatment option for treating chronic pain as a result of a degenerative joint disease such as knee and facet osteoarthrosis. 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4664309/
https://www.sciencedaily.com/releases/2016/03/160301114116.htm
https://www.drugabuse.gov/drugs-abuse/opioids/opioid-overdose-crisis


TRUSTED PROVIDER
OF HUMAN BIRTH TISSUE PRODUCTS

Presenter Notes
Presentation Notes
Check-In With Audience Before Moving On – ANY QUESTIONS?  We'll move next into specifics about our products and the science behind them.



OUR CURRENT PRODUCT PORTFOLIO

Focused on solving unmet clinical needs by harnessing the 
regenerative properties of human umbilical cord and amniotic membrane
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Presenter Notes
Presentation Notes
TissueTech is organized into two companies – Bio-Tissue for all Ocular Applications and Amniox for all Surgical Applications. Our current product portfolio includes two amniotic membrane, one umbilical cord-based product, along with Cliradex, our lid, lash, and face cleanser product. We have two cord allografts and two injectables for chronic and surgical wounds, and all musculoskeletal needs. PROKERA is our flagship product for ocular surface disease with approximately 60% market share. AmnioGraft and AmnioGuard are used in ophthalmologic surgeries. Cliradex, is our all natural, preservative-free, lid, lash and face cleanser formulated with 4-Terpineol. Our CLARIX product line is used in foot and ankle surgery, urology, spine, general surgery, and sports medicine cases. NEOX is our proven product available for chronic and complex wounds (such as Diabetic Foot Ulcers), and our CLARIX and NEOX FLO products are umbilical-cord based injectables for sports medicine, wound care, and other uses.



HUMAN BIRTH TISSUE PROVIDER CONSIDERATIONS
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Processing

StorageTissue 
Source

Manufacturer

35-year commitment to 
understanding the science behind 
fetal regenerative healing, leader in 
transformation to biologics provider

Proprietary CRYOTEK® 

Cryopreservation Process shown 
to preserve more of the key 
biological components of fetal 
healing

Versatile solution enables cool 
storage with minimal thawing and 
the ability to return the product to 
storage unopened

Umbilical Cord and only Amniotic 
Membrane FDA-designated for its 
unique anti-inflammatory, anti-
scarring and anti-angiogenic 
properties for the ocular surface

Presenter Notes
Presentation Notes
As you are aware, there are several companies that claim to be focused on 'regenerative medicine' and provide human birth tissue. When evaluating these products, it is important to consider these four categories: Tissue Source, Processing Method, Storage and the Manufacturer itself.Manufacturer:TissueTech’s 35-year commitment to understanding the science behind fetal regenerative healing is reflected in the quality of products we deliver. As we've discussed, we are also revolutionizing the future of regenerative medicine by transitioning to a biologics provider, mandating an even higher commitment to our product’s processing, manufacturing and proven clinical evidence. Processing:We are the pioneer in cryopreserved umbilical cord allografts, which preserves and delivers more of the key biological components responsible for fetal healing to the wound. This is accomplished through our proprietary CRYOTEK® Cryopreservation Process, where the integrity of the tissue, and thus the biologic complex HC-HA/PTX3, remains intact. Other providers dehydrate tissue, which can destroy the key biological components, compromising the healing potential. Storage:TissueTech products provide a versatile solution that enable cool storage with minimal thawing and the ability to return the product to storage unopened.Tissue Source:Our products utilize both Amniotic Membrane and Umbilical Cord. Umbilical cord is 10 times thicker than amniotic membrane alone, which makes it easier to handle and increases its longevity for helping the body to heal.We also utilize the only amniotic membrane that the FDA has designated for its unique anti-inflammatory, anti-scarring, and anti-angiogenic properties on the ocular surface.



Copyright 2021, TissueTech, Inc. All Rights Reserved.

OUR PLATFORM SCIENCE
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Presenter Notes
Presentation Notes
One of the biggest advantages of working with TissueTech is our platform science. Over 12 years went into identifying the HC-HA/PTX 3 Matrix and this video does a nice job explaining it.



PARTNER
FOR REIMBURSEMENT SUPPORT, TRAINING & EDUCATION

Presenter Notes
Presentation Notes
In this final section, let me share some highlights of how we partner with our customers...



DEMONSTRATED HEALTH ECONOMIC VALUE

1. Marston WA, et al. An open-label trial of cryopreserved human umbilical cord in the treatment of complex diabetic foot ulcers complicated by osteomyelitis. Wound Repair Regen 2019;27:680-6. 2. Caputo, W.J., et al., A retrospective 
study of cryopreserved umbilical cord as an adjunctive therapy to promote the healing of chronic, complex foot ulcers with underlying osteomyelitis. Wound Rep Reg, 24: 885-893. doi:10.1111/wrr.12456 3. Bemenderfer TB, et al. 
Effects of cryopreserved amniotic membrane-umbilical cord allograft on total ankle arthroplasty wound healing. J Foot Ankle Surg 2019;58:97-102. 4. 1 Desai NR. A comparison of cryopreserved amniotic membrane and bandage 
contact lens in their ability to provide high-quality healing after superficial keractectomy. Rev Ophthalmol. September 2014:1-6
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NEOX & IND TTAX01
Faster Healing, Fewer Applications

STUDY LEAD OUTCOME
TTAX01 
Phase 2

Marston1 87.5% closure
13.8 weeks
1.68 applications

NEOX 
Cord 1K

Caputo2 96.3% closure 
16.02  weeks 
(mean)
1.24 applications 
(average)

Standard 
of Care

Multiple 31% closure 
20 weeks
45% closure 
regardless of time

CLARIX
Faster Healing, Reduced Risk of Infection

STUDY LEAD OUTCOME
CLARIX 
CORD 
1K

Bemen-
derfer3

Reduced overall 
time to skin healing 
after TAA from 40 
days (traditional 
closure) to 28.5 
days (CLARIX)

Results even more pronounced in 
patients with comorbidities including 
diabetes, tobacco use and obesity
Delayed wound healing increase risk of 
infection, which significantly increases 
cost for treatment

PROKERA
Quick Application, Reduced Follow-Ups

STUDY LEAD OUTCOME
PROKERA Desai4 25 second PK 

treatment time + 
35 second SFK 
treatment time

Reliably healed, without haze or scar, at 
7 days
Improved clinical outcomes and 
patient satisfaction with ocular surface 
optimization prior to refractive cataract 
surgery

NEOX 
CORD 
1K

Caputo2 96.3% closure 
16.02  weeks 
(mean)
1.24 applications 
(average)

Presenter Notes
Presentation Notes
Of course, the biggest part of being a strong partner is demonstrating our clinical success and health economic value. As you can see here, we are actively collecting important clinical evidence to enable us to pursue improved reimbursement for our products. We are committed to evidence-based medicine, and believe it is the best way to secure coverage for our current and future technologies.From faster healing with fewer applications, reducing infections and major amputations, and improving clinical outcomes with fewer office visits needed, studies are showing clear economic value from using our products. For example, Caputo's study showed up to 96% closure with an average of only 1.2 NEOX applications versus a similar study with Mimedx's EpiFix that required over 5 applications to only achieve 81% closure in the same time period. This shows that fewer applications can lead to some real dollar savings per patient!



YOUR PARTNER IN REIMBURSEMENT

First to establish 
Level 1 CPT codes 

for reimbursement for Amniotic 
Membrane Transplantation 

for the ocular surface

Reimbursement Pathway 
being set up to do the same for 

BLA-approved indications

Dedicated support team of 
certified coding professionals 
to help with billing, claim submission, 

and appeal services through 
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Presentation Notes
We know what it takes!  We were the first to help establish reimbursement for birth tissue products, and currently our studies to obtain BLA approval are helping to establish that same reimbursement platform for new indications. We also provide customers with the highest level of reimbursement support provided by our partnership with the Pinnacle Health Group and access to our own expert Tim Hunter, VP of Reimbursement.



YOUR PARTNER IN EDUCATION & TRAINING

Partnering with you and your staff to provide seven 
unique training programs to best fit your needs:
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Ocular Surface Biologics Course (OSBC)

Amniox National Pro Ed Events

Pro Ed Webinar Series

DocMatter Peer-to-Peer Online Resources 

Physician Portal One-Stop Clinical Resource

Local Peer-to-Peer Events

In-Clinic In-Services and Training

100k+ Video 
Views

1.5k+ Webinar 
Attendees

400+ Peer-to-
Peer Events

BROAD REACH

575K+ Video 
Views

  3K+ Webinar 
Attendees

450+ Peer-to-
Peer Events

150+ OSBC 
Attendees

Presenter Notes
Presentation Notes
Training and Education is a key element of our business. We partner with your member's physicians and their staff to provide unique training opportunities from in-person courses with the best of the best faculty in a given specialty, to virtual symposia, webinars, local meetings and clinic in-services.  Few others in the industry provide this level of training commitment, engagement and support.



SUMMARY

TissueTech continues to 
pioneer the application of 

human birth tissue for 
regenerative medicine.

Category Leader

TissueTech is well 
positioned to be the leader 

with the new regulatory 
requirements for HCT/Ps.

Trusted Provider

TissueTech is a trusted 
provider with decades of 
scientific evidence and a 

clear health economic 
value.

Partner

TissueTech is your partner 
for reimbursement support 
and professional education 

and training.
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Pioneer

Presenter Notes
Presentation Notes
As you can see, we are the pioneer and best positioned to support the implementation of our products across your facilities to ensure positive patient, physician and staff experiences.



ARE YOUR READY TO 
PARTNER WITH 
TISSUETECH?
Where should we start?

Presenter Notes
Presentation Notes
We are ready to be your partner?I'd like to now turn it over to Dr. X for his clinical presentation and real world examples demonstrating the success of our products.
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