DECEMBER 2020 NEWSLETTER
Global Regenerative Trade has signed an agreement with a
GCC distributor for Kanfit 3D PSI
We are proud to announce that the project with custom 3D printed implant
company KANFIT 3D PSI has found a strong partner in the GCC region –
UAE, Kuwait, Pakistan. The GRT team opened communication with the
distributor in September and we signed a distribution agreement at the end
of 2020. The business of Kanfit 3D PSI is special and differs from our
current product offerings (disposables, centrifuges, or consumables). Kanfit
3D has an amazing team of engineers and dedicated personnel who can
respond to an emergency clinical situation within 5 to 10 days of first
contact with the customer. According to our research, this is nearly 10
times faster than other similar companies in this field.
To assist in the valuation of the GCC market, as well as to make an
appropriate assessment of its size, we will initially ask our new partner to
provide clinical cases suitable for 3D printed implants. We considered
several distributors in the region and conducted extensive communications
to narrow down the choice to this particular company. Their representative
is well experienced in medical implant market and 3D market management.
A personal meeting was held in Dubai, UAE in December 2020 between
the distributor and Mihail Blagoev, Vice President of Global Regenerative
Group, to ensure the success of the upcoming sales strategy.
We continue to be open to new partnerships in this exciting niche. Together
with Kanfit 3D we look forward to continuing our successful partnership of
excellence in business and engineering expertise.

KANFIT 3D IN DUBAI

We visited the following Orthopedic doctors and clinics during our
successful trip in the GCC:









Dr. Dhaval Harshadhbhai Sagala from Belhoul Speciality Hospital
Dr. Ravi Kumar Parihar from NMC Sharjah
Dr. Brijesh from Thumaby Hospital, Ajman
Dr. Baha Eddin Ahmed from Dubai Medical University Hospital, Dubai
Dr. Ziauddin Yousuf from Prime Hospital, Dubai
Dr. Sanjay from Prime Hospital, Dubai
Dr. Essam Mardina from Emirates Hospital, Dubai
Dr. Mahesh Vadhani from Medeor Hospital, Dubai

A second successful collaboration is with KANFIT 3D Patient Specific
Implants and the Greek company 3DLife.

3DLife Company Profile
3DLife is an experienced, innovative, technologically advanced medical 3D
printing company, based in Athens, Greece. In recent years, 3D Life has
been an ever-increasing valuable player in the medical 3D printing market.
The company has developed new medical innovations - such as the first in
Europe 3D Anatomic Heart Library, the first 3D Printed Mitral valve
presented in an international conference, and the first 3D printed uterus
used for presurgical preparation and planning! It is our goal in the future to
become the most admired 3D Printing Company and create even more
innovative and profitable ideas.

With our latest technology 3D Printer and the help of advanced medical
image processing software, we can provide an excellent customer
experience, from the moment an order is placed to when the 3D printed
model is delivered directly to your hands.

Our medical models cover a wide variety of specialties (cardiac surgery,
neurosurgery, gynecology, surgical oncology, plastic surgery, etc). Our
models are specifically designed to be accurate to the anatomy of the body
(to 16 micro precision) and can be used for pre-surgical planning as well as
for educational purposes. 3D Life provides flexibility both in colors and in
materials to simulate exactly the surgical experience.
In our continuous effort to provide the best medical models, we have
created our new innovative and reliable 3D Anatomic Heart Library which
contains heart models that have been used in hospitals for pre-surgical
planning of cardiac procedures. The library is ever expanding and can be
used by doctors, patients and even people interested in 3D technology or
heart anatomy for educational purposes!

About the upcoming partnership:
GRTrade is interested in signing an NDA to allow for further discussions
and negotiations in the future. The 3DLife company has the full capacity to
take orders for 3D PSI projects for designing and printing anatomical
models in the field of Orthopedics.
They will be doing this in collaboration with KANFIT 3D and working with
them for fast delivery of PS implants. The 3DLife team will also be directing
sales specialist resources to capture the Greek market of 3D PSI. They are
eager to work in this area as they see a strong partnership with Kanfit 3D
and GRTrade.
3DLife is producing cutting-edge surgical models for high-risk
cardiovascular surgeries. They are very experienced and are the best
partners for collaboration when fast, accurate and professional work is
required especially when the patient’s life is at stake. GRTrade will be
working in this direction and look forward to offering their expertise to our
partners.

Global Regenerative Trade and BiopsyBell Medica Italy are pleased to
announce their global partnership for distribution of BPB Medica
products.
BPB MEDICA™ is an Italian manufacturing company specialized in the design,
production and marketing of high qualitative healthcare products for medical use and
medical-surgery devices. BPB MEDICA™ was founded in 1999 by the Bellini family,
boasting thirty years’ experience in the biomedical sector.
This agreement began in September 2020 and within a short time it has become a
major success as already several countries are registering the product and looking
towards market execution of GRT strategy.
These countries include UAE, Iran, Japan, Poland, Saudi Arabia, Serbia, Germany,
Israel, Taiwan, Turkey, Vietnam. They are in various stage of progress – signing a
distributorship agreement or submission of documents and registration of the products.
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Which BPB Medica products do we offer?

•

LIPO-STEM DUO Adipose tissue MSCs micro fragmentation and purification kit

•

LIPO-STEM Adipose tissue MSCs purification kit

•
BEAUTY-STEM MSC collection and processing kit from adipose tissue - without
centrifuge
•
kit

BEAUTY-STEM DUO Adipose tissue MSCs micro fragmentation and purification

•

ORTHOPLASTY Subchondral bone plasty (BMLs) treatment kit

•
OSTEOPLASTY Tibial plateau, calcaneus, and metaphyseal fracture balloon
augmentation
•

MARROW-STEM Bone marrow mesenchymal stem cells aspiration kit
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What is trending now in the regenerative
medicine sector?
Regenerative Medicine: Market Trends and
Legal Developments on the Horizon for 2021
By Louis Lehot

Regenerative medicine unites doctors,
scientists, engineers, and others to
accelerate healing processes.

As the second wave of the pandemic engulfs us and the world works at warp speed to
develop vaccines and therapies to respond, the importance of regenerative medicine
has never been higher. Since 2017, Goldman Sachs has touted the sector as one of the
most compelling areas for venture capital investment. With billions of dollars of global
government spending being poured into the search for vaccines and therapies to
respond to the novel coronavirus, and with the FDA having now granted approval to the
first vaccines based on CRISPR mRNA gene-editing technologies, business models
based on regenerative medicines are commanding record values. Despite the flood of
cash into regenerative medicine, legal and ethical considerations will continue to cause
much controversy.
What is Regenerative Medicine?
Regenerative medicine ultimately accelerates the human body’s healing process. It is
an area of biomedical sciences that involves medical treatments to repair or replace
damaged cells, tissues, or organs. Instead of merely focusing on the symptoms,
regenerative medicine uses cellular therapies, tissue engineering, medical devices, and

artificial organs to improve people’s health. For example, stem cell therapies, tissue
grafts, and organ transplants are all part of regenerative medicine.
Today, cellular and acellular regenerative medicines are often used in clinical procedures
such as cell, immunomodulation, and tissue engineering therapies. They have the
potential to effectively treat many chronic diseases, including Alzheimer’s, Parkinson’s
and cardiovascular disorders, osteoporosis, and spinal cord injuries.
“A small number of unscrupulous actors,” according to the FDA, however, “have seized
on the clinical promise of regenerative medicine” to offer patients unproven treatments.
The FDA and other regulators are challenged to provide assurances of safety for these
therapies without stifling development, as well as to approve treatments based on
manipulation of stem cells derived from human and animal embryos given the ethical
issues involved.
In the future, stem cell research will play an increasingly outsized role in regenerative
medicine techniques. In November 2020, voters in California narrowly passed Proposition
14, a referendum to approve $5.5 billion in new government funding for stem cell
research. Other governments around the world are doing the same.
Market Applications
Today, the growing prevalence of chronic medical ailments and genetic disorders across
the globe is a primary factor driving the regenerative medicine industry’s growth,
according to the “Regenerative Medicine Market: Global Industry Trends, Share, Size,
Growth, Opportunity and Forecast 2020-2025.” The increasing aging population, prone
to various musculoskeletal, oncological, dermatological, and cardiological disorders, is a
key growth driver. Widespread adoption of organ transplantation is another contributing
factor to this growth in market share. The current pandemic that began in January 2020,
however, has changed the paradigm for regenerative medicine.
Market applications are burgeoning. Regenerative medicine can prevent and cure
disease through effective vaccines and efficacious therapies. It can minimize the risk of
organ rejection post-transplant and speed recovery. Technological advancements in cellbased therapies, such as the development of 3-D bioprinting techniques and the
adoption of artificial intelligence in the production of regenerative medicines, are also
stimulating growth. These advancements also facilitate dermatological grafting
procedures to treat burns, bone defects, and skin wounds. Other factors, including
extensive research and development activities in medical sciences and improving
healthcare infrastructure, are also predicted to drive the market even further.

New Companies
According to the Alliance for Regenerative Medicine, there are approaching
approximately 1,000 companies focusing on this evolving area worldwide. These new
companies are focusing on gene therapy, cell therapy and tissue engineering therapeutic
developers. More than half of these companies are in North America, followed by almost
a quarter in Europe and Israel and approximately 20% in Asia. More than 50% of these
companies are focusing on cell therapy and gene therapy.
Investment from VCs
From 2014 to 2019, the global regenerative medicine market experienced a nearly 16%
CAGR. Companies involved in gene and cell therapies as well as other regenerative
medicine areas raised $4.8 billion during the first half of 2019, including $2.6 billion in the
second quarter. Meanwhile, companies in Europe and Israel saw an acceleration of
fundraising, with $1.3 billion amassed in just the first half of 2019, representing a 17%
increase over the same period in 2018. Project Warp Speed has attracted billions of
dollars of U.S. government spending, and similar efforts are ongoing in China, Russia,
the European Union and among other major powers. Consequently, regenerative
medicine has never before benefited from such a combination of public and private
investment.
Ethical and Legal Issues
Whenever the viability and quality of human life are at stake, ethical and legal
considerations always arise.
The modern ethical controversy surrounding regenerative medicine began in 1998 when
research scientists at the University of Wisconsin succeeded in deriving and growing stem
cells from early-stage human embryos. Ethicists and right-to-life activists protested that
scientists were taking away human life (embryos) to conduct scientific experiments. Left
unchecked, so the argument went, doctors could usurp nature and play “God” by
developing the power to create and terminate life. A society where human life could be
fundamentally perverted by medicine conjured up comparisons to Nazi Germany and
Frankenstein. In 2001, then-U.S. President George W. Bush cut off federal funding for
any research involving newly created embryonic stem cell lines, but agreed to continue
funding research on 60 existing stem cell lines, “where the life and death decision ha[d]
already been made.” The State of California responded in 2004 and again in 2020 with
voter-approved programs directing billions of funding into stem cell research, making the
region the global hub of regenerative medicine.

The use of human-derived embryonic stem cells, or animal-derived stem cells, continues
to cause much controversy among ethicists and society at large. Some fear the risks of
enrolling humans in experimental stem cell studies. Others fear the use of organs from
human-animal chimeras in transplantation.
While these techniques have the potential to cure disease and save lives, they also have
the potential to forever alter the nature of life as we know it and fundamental aspects of
our society.
In the United States, legal jurisdiction for regulating regenerative medicine on a federal
level lies with the FDA and in a patchwork of state laws, R&D funding programs and nonbinding, NGO-promulgated statements of policy. The main responsibility of the FDA is to
protect the public from dangerous products and ensure its safety, including overseeing
medications for humans and animals, vaccines, and more.
During the Trump Administration, the FDA has largely focused on enabling developers to
gain product approvals through a less burdensome and costly process. In numerous
policy statements, the FDA under President Trump has deferred questions about the
efficacy of new regenerative health products to the free markets, so long as they posed
no serious safety or toxicity concerns.
The U.S. federal government is now transitioning to an administration led by Presidentelect Biden. The president-elect has spent many years advocating for increased R&D
funding and going for “moonshots.” With a new mandate from the U.S. electorate to
address the coronavirus, more money will be earmarked for regenerative medicines and
stem cell research. How this will affect the release of new products into the market
remains to be seen.
Where Do We Go From Here?
Regenerative medicine is poised to change the way we live, work and interact like never
before. The fourth industrial revolution is upon us. CRISPR gene-editing technologies,
facilitated by quantum-computing capabilities at the edge of a computer network powered
by 5G telecommunications bandwidths, artificial intelligence and machine learning, have
changed the game for regenerative medicine. We can foresee a day when those suffering
from paralysis regain movement, when a damaged heart reverses course through
regeneration, and when a diagnosis of Alzheimer’s Disease no longer means
neurodegeneration. What a wonderful day that will be.
ARTICLE SOURCE: https://www.medtechintelligence.com/column/regenerative-medicinemarket-trends-and-legal-developments-on-the-horizon-for-2021/

For more updates and information about our Global Regenerative
subsidiaries please follow our Facebook and Instagram pages and be
the first to know the latest news:

Facebook:
https://www.facebook.com/globalregenerativegroup/
https://www.facebook.com/GlobalRegenerativeFinance/
https://www.facebook.com/GlobalRegenerativeTrade/
https://www.facebook.com/globalregenerativeacademy/
https://www.facebook.com/GlobalRegenerativeCare/
https://www.facebook.com/magellantruprp/

Instagram:
https://www.instagram.com/globalregenerative.trade/?hl=en
https://instagram.com/globalregenerativefinance?igshid=1xj8sas
2c9e3j
https://www.instagram.com/globalgerenerativecare/?hl=en
https://www.instagram.com/globalregenerativeacademy/?hl=en
https://www.instagram.com/magellan_truprp/?hl=en

