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Starting April 2020, we are pleased to announce two new additions to the
GRG Management Team as financial consultants to assist in wealth
management, mergers & acquisitions.

Yves De Backer
Bio-Consulting International (CEO and Founder)
International Senior Consultant & European regulatory expert

Bio-Consulting International (CEO and Founder)
International Senior Consultant & European Regulatory Expert
Mr De Backer brings a wide range of knowledge to our group in areas such
as: reimbursement, regulatory and clinical affairs for the MedTech industry,
medical device industry, cosmetic and food ingredients, strategic consulting:
Investors advisor, due diligence, fund raising assistance, partnership, GMP
QSR CE Mark technical audits.

Expertise:
Medical devices, Biomaterials, Orthobiologics, Spine industry,
BioMedTechs, stem cells, growth factors, biopolymers, food additives,
combination products, cosmetics ingredients, tissue engineering,
regenerative medicine.

Senior consultant for the VC community for 13 years:
 strategic analysis of future investments

 BP analysis and discussions
 Board seats in 4 start-up companies
 Chairman of a biomaterial company
 shareholder and regulatory initiation (CE mark, 510k) in a Canadian
regenerative therapy for osteoarthrosis treatment
 scouting in regenerative medicine, stem cell and genetic therapy
landscape, networking with CEO's and VC's
 investor's conference participation

JACQUES ALLOUF

During the last fifteen years Jacques Allouf has been the Managing
Director and Founder of Somerset Capital Group LLC, a company
providing investment strategy to clients and advice in raising over $2 billion
in funding for various projects.
He was also Chairman of the Board of American Interactive Media, a
publicly traded technology company financed by Pioneer and Hollinger
International with more than 650 employees. Jacques Allouf holds a
bachelor’s degree from Paris, France.
Mr Allouf also attended IDEC, a Film School in Paris, France and 2 years at
the Faculte de Droit in Paris, France as well as 2 years at New York
University, management and film production.
Jacques was also the CEO/CFO of American Import LLC, a Car
manufacturing advisory company securing several export agreements with
Chinese car manufacturers, with offices in Allentown PA and Shanghai,
China.

Volunteering on the “first line” against SARS COVID-19! Why?

Hi!

Many of you know me as Diyan Ganev, the CEO of Global Regenerative
Academy which is correct.

I am an almost graduated medical doctor as well. However, with the
announcement of an emergency state regarding the world pandemic from
COVID-19 I have volunteered to help the healthcare system fight the
pandemic. Since 20 march I have been involved with the patient’s checkins and overall management at the Military Hospital in Sofia, Clinic for
Infectious diseases. We have around 100 patients a day, though recent

days I notice a substantial decrease in patients. We examine the patients.
They are most commonly with an upper respiratory tract symptoms and flulike symptoms. Some of them experience shortness of breath, oppression
in the chest and even loss of smell and changed taste.

“Everything is going to be okay”

We take samples for RT PCR COVID-19 which are ready the next day.
Each positive patient receives a phone call and from this day on is being
checked daily by a doctor and a psychologist. The patient is given a pulseoximeter that is linked with a phone application so the head of the clinic –
colonel, assoc. prof. dr. Popov can follow up on them. The severe cases
are being hospitalized and watched by quarantined doctors hourly. Here I

should express my deepest admiration for my colleagues in the
quarantined clinics – they stay there for 5 full days and 2 days of selfisolation. But this is not a holiday! They are literally watching each of the 25
patients – HOURLY! The results from this are – the clinic does not have a
death case! manages organization for 112 outpatients that are being
watched daily, cured 31 patients, and examines 100 patients every day.
Every day I am learning more and more about the disease and falling in
love with infectious diseases. Ultimately it brings down to the smarts of a
microorganism – the Virus with its single stranded RNA replicating itself
and its proteins in the cell AND the microorganism – with its immune
system – cell beyond counting and their complex communication skills that
are under attack from COVID-19. This is the oldest medicine – i was saying
to myself couple of months ago. We are in the biosphere, we take a portion
of it, but there is always someone or something that is trying to take it
apart.

Maybe one day I will have the chance to cure my own patients from
infectious diseases. And even this is not a very renown specialty, even
here there is a wide and old application of biologic products. The Academy
has offered expertise to the government in fighting the diseases within the
critical patients as we see more and more in other countries around the
world. I am talking of course about convalescent plasma and MSCs.

Why I do it? Because I cannot know something before understanding how
much I do not…
Look at my video:

https://www.youtube.com/watch?time_continue=4&v=L2u1wpQbYtk&
feature=emb_logo

Here are some of the most important topics with regards to COVID-19 that
can be found on our Global Regenerative Academy platform.

Academy KOL: New regenerative concepts for
treatment of COVID-19, Dr. Carolyn DeLucia

Academy KOL: Mesenchymal Stem Cell
Therapy for COVID-19 (Dr. Miguel Garber,
Spain)

Dr. Miguel G. Garber, (6-05-2020)
Ending of 2019, numerous cases of serious respiratory infections were reported in
Wuhan, China, a new coronavirus. Currently, the virus has been called SARS-CoV-2
virus and the World Health Organization (WHO) called the associated disease COVID-19.
This disease has caused doctors and researchers from different branches of biomedicine to mobilize
to find a solution or treatment for the management of this pandemic.
According to a recent announcement by the International Society for Stem Cell Research (ISSCR)
and SEMERETEC, Spanish Societies for Regenerative Medicine and Cell Therapy, President Dr.
Miguel G. Garber, still there are not currently treatment no approved, approaches based on cell
therapies for the Prevention and treatment of COVID-19 infection present as an option. However,
recently, in several countries, mesenchymal stem cell (MSC) treatments have introduced one of the
therapeutic approaches to use in the treatment of COVID-19 [1-2]. As we know, MSCs face viral

infection due to the presence of specific cytokines that enhance qualities. These characteristics are
present in MSCs in the intrinsic niche before their separation process occurs.
Therefore, MSCs can be expected to survive even if transplanted into a patient with a
confirmed COVID-19. Coronaviruses (CoV) are a large family of viruses that some of them are better
known, such as Middle East respiratory syndrome (MERS-CoV) and severe acute respiratory
syndrome (SARS-CoV), but some of them are no known as the severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2).

SARS-CoV-2 is a single-stranded (nucleocapsid) RNA virus with a sequence identity
of 79.6% equal to SARS-CoV 1 [6] as known as the largest discovered RNA viruses
by approximately 30 kb in the length of gene structure.
It was first isolated using human airway epithelial cells [7] but can be isolated from bronchoalveolar
lavage fluid from a COVID-19 patient [6,7]. In general, both SARS-CoV and SARS-CoV-2 are easily
isolated and grow in Vero cells [7,8] [9]). Furthermore, this virus like SARS-CoV enters its host cell
by binding to the receptor for angiotensin-converting enzyme 2 (ACE2) [10,11]. On March 11, 2020,
the World Health Organization (WHO) characterized the spread of COVID-19 as a pandemic [12].
Several studies have shown that the first stage of the pathogenesis of this type of virus is the
identification of the receptor for the angiotensin-converting enzyme 2 (ACE2) by its peak protein [17].
For this reason, ACE2 positive cells are infected [17].
Another study has shown that the cellular protease TMRRSS2 is also required to allow entry of
coronavirus into host cells [18]. It is conceivable that the AC2 receptor is widely distributed on the
surface of human cells, especially alveolar type 2 (AT2) and capillary epithelium, and AT2 cells
largely express TMPRSS2 [18]. On the other hand, bone marrow, lymph nodes, thymus, spleen, and
immune cells, such as T and B lymphocytes and macrophages, are always negative for ACE2 [19].

These findings suggest that immunoglobulin therapy may help patients with the virus infection. The
current hallmark of SARS-CoV-2 pathogenesis is the cytokine storm. Acute release of virusactivated cytokines from GSCF, IP10, MCP1, MIP1A, IL-2, IL-6, IL-7, and TNF results in lung
edema, air exchange dysfunction, acute respiratory distress syndrome (ARDS) and acute cardiac
injury, and leading to death [2].
To date, there is no specific cure for Covid-19, although the clinical management of these patients
currently includes infection prevention and control, supportive care, including supplemental oxygen,
and mechanical ventilation support when necessary.
Recently, on the viral surface glycoprotein, several epitopes, including 5 CTL epitopes, 3 sequential
B celllepitopes, 5 discontinuous immune cell B cell epitopes [20] and 13 MHC-I and 3 MHC-II
antigenic epitopes [21] ], it has been reported through the immunoinformatic approach that some of
these epitopes may have potential candidates for the development of 2019-nCoV vaccines.

Mesenchymal stem cell therapy
Currently, cell-based therapy and especially stem cell therapy has become a promising therapeutic
field, in which many opportunities to cure incurable diseases [22]. Despite significant development in
the field of stem cell-based therapy, immunogenicity, limited cellular source, and ethical issue as the
main limitations of this therapeutic approach have not yet been resolved. Among these, the MSCs
have attracted attention due to the significant potential, a high proliferation rate, being a non-invasive
procedure and without ethical problems. There is a great preponderance in the use of MSC therapy
compared to other treatments [23], given that:
I. They are easily accessible and can be isolated from various tissues such as bone marrow and
adipose tissues, including the umbilical cord, the dental pulp, menstrual blood, etc .;
II. They are multipotent stem cells;
III. MSCs can easily expand to clinical volume in a suitable period;
IV. MSCs can be stored for repetitive therapeutic use;
V. Clinical trials of MSC so far have shown no adverse reactions to allogeneic
MSC;
VI. The safety and effectiveness of MSCs have been clearly documented in
clinical trials [23].
COVID-19, can trigger an immune overreaction in the body. In COVID-19 patients, the immune
system produces large amounts of inflammatory factors, which cause a cytokine storm, including an
overproduction of immune cells and cytokines [24]. Here is the beginning of the idea of MSC therapy
in treatment. Probably, MSC therapy can prevent the release of cytokine storms by balancing the
immune system and promoting endogenous repair by the reparative properties of stem cells. After
intravenous injection, part of the MSC population is trapped in the lung as the first filter, but here\
these MSCs could re-coat the lung microenvironment, protect alveolar epithelial cells, intercept lung
fibrosis, and cure lung dysfunction.

And COVID-19 pneumonia [25]. MSCs can be isolated from different adult tissues,
including bone marrow (BM), peripheral blood (PB), and fatty tissues (AT) (such as
abdominal fat) and tissues associated with neonatal delivery, including the placenta
(PL), the umbilical cord (UC), Warton’s jelly (WJ), amniotic fluid (AF), and umbilical
cord blood (CB), and then stored for possible future applications and for clinical trials
or at least the combination treatment for treat patients with COVID-19.

Fascinatingly, one of the available methods to evaluate its efficacy in the maintenance
or repair of damaged vital organs is the use of mesenchymal cell therapy (MSC) that
is widely used in the treatment of type 2 diabetes, autoimmune disease, injury of the
spinal cord, GVHD and several others Diseases especially with high immunity rates
have been used [23,26-28]. MSCs, using their immunomodulatory properties and
their differentiation capacity, can prevent the death of lung tissue by counteracting
the cytokine storm and the regeneration and reconstruction of damaged tissues.
Recently, the use of these cells has also been suggested in the clinical treatment of
viral H5N1 infections that have similar effects on the lung [29].

Conclusion
The immunomodulatory and anti-inflammatory properties of MSCs in the treatment of
respiratory diseases were confirmed by more than 15 complete clinical studies, and
more than 70 trials in this regard were also registered (https://clinicaltrials.gov). The
umbilical cord, umbilical cord blood, Wharton’s jelly, menstrual blood, dental pulp and
MSCs produced by the company are important sources of MSC that will be used in
various clinical trials.

However, the process of developing new therapeutic therapies and their clinical application has
important practical implications and is not over for COVID-19 MSC therapy.
The clinical use of MSC therapy to treat COVID-19 is still absent, but there are some promising
reports of treatments performed that justify applying cell therapies. Stem cell therapy and especially
MSCs may be one of the most ideal therapies or a combination of treatment to treat patients with
COVID-19.
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The Race to Get Convalescent Plasma to
Covid-19 Patients

Blood centers across the nation are trying to get antibodies from coronavirus survivors to patients
who want this experimental treatment. But it’s not easy.
ONE MORNING A few weeks ago, Rebecca Haley realized that her job had changed. Haley is the
medical director for blood collection at Bloodworks Northwest, a nonprofit that serves 90 hospitals in
the Pacific Northwest. But, Haley decided, regular blood and platelet donations weren’t the focus
anymore. Like thousands of blood centers across the country, Bloodworks needed to collect
something new: plasma from Covid-19 survivors.
Once someone is infected with the virus that causes Covid-19, their immune system begins to
produce antibodies, specialized cell protectors that recognize the new coronavirus and fend it off.
Once that person has recovered, their blood retains the antibodies. Transfusing those antibodies into
a Covid-19 patient might be able to help them fend off their own infection, buying them time until
their immune system starts producing its own antibodies. This treatment is known as convalescent
plasma therapy, and it’s an old solution; doctors used it to help treat measles patients before a
vaccine was developed and it has been used on Ebola, SARS, and MERS patients, as well as
during the 1918 pandemic flu.
Scientists don’t know yet if this strategy works against Covid-19, but in early April the Food and Drug
Administration approved two nationwide clinical trials that the agency would coordinate. As those
trials get underway, blood centers around the country are mounting an unprecedented effort to
collect the potentially life-saving substance—but they are also facing thorny logistical and ethical
problems along the way.
“Nearly every blood center in the country has mobilized to help collect convalescent plasma,” says
Kate Fry, CEO of America’s Blood Centers, a national network of 600 such centers. She says tens of
thousands of people have reached out wanting to donate. “Thousands of units have already been
shipped. We’re hoping for tens of thousands in the coming months,” she adds.

One of the upsides to trying convalescent plasma as a therapy is that it’s readily available from all
those donors, and can be given to a patient as soon as 36 hours after being collected. But there are
still many practical unknowns when it comes to using it for Covid-19. Should it be used only to help
very sick patients, or should it be administered earlier in the course of the infection, before patients
need to be put on a ventilator? How much do people need?
Researchers are running clinical trials to answer those questions, but the consensus right now is
that, at the very least, convalescent plasma doesn’t seem to do much harm. With no proven
treatments available for Covid-19, the FDA loosened restrictions on who can use the experimental
therapy, allowing hospitals to join clinical trials or to use it in “compassionate use” cases, which are
allowed for critically ill people when no other treatment options exist.
At Bloodworks Northwest, Haley says it was an easy decision to start collecting convalescent
plasma. “The risk is low enough, the possibility of gain is high enough,” she says. Her center
collected its first convalescent plasma donation on April 10. Since then, 700 people have put
themselves on the donor list.
But that was the simple part. In the social distancing era, centers have had to retool their blood
collection protocols to protect workers. At American Red Cross donation centers, that means
checking donors’ temperatures before they enter the building, giving workers and donors masks, and
keeping everyone six feet apart. It also means screening donors over the phone before they show
up, says Erin Goodhue, the group’s executive medical director.
Blood centers already have the equipment they need to do the collection, but lots of internal
processes have to be modified so that the staff can collect the plasma safely and make sure it gets
sent to the right places. They need to have the right labels and billing codes, which help keep track
of samples, even if the hospitals aren’t being charged. They need to update their computer systems
to recognize convalescent plasma as a new product, and they have to make sure they can keep that
convalescent plasma separated from regular plasma donations.
Jed Gorlin, vice president at Innovative Blood Resources, a network of blood centers in several
states including New York, Nebraska, and Minnesota, says it took three weeks just to get the new
labels printed properly. Getting a root canal would be less painful, he says, and they’re all trying to
be extra careful. “It’s easy to mix stuff up,” says Gorlin. “The amount of paranoid checking that
happens with this process … it does add extra time.”
But the biggest issue isn’t the computer systems or labels. As with so many other coronavirus
stories, it all comes back to testing. “The testing issue is the largest problem,” says Claudia Cohn,
chief medical officer for AABB, an international association of blood centers, hospitals, and
transfusion services.
There is a lot of debate about the accuracy of the blood titre tests available now to determine
whether a person’s blood contains SARS-CoV-2 antibodies. This has been a chief problem for
efforts to run mass serosurveys determining what percentage of the population has been infected.
Instead, in order to give plasma, potential donors must have a positive diagnostic swab test that
proves they’ve been infected. (Unlike a blood antibody test, diagnostic tests use a fluid sample
collected from a sick person’s nose or throat to search for the virus’s genetic material, a sign of a
present infection.) Otherwise, doctors can’t be sure that plasma has the antibodies patients need.
But since many people never received a test, they are automatically ineligible. “Things are moving in
the right direction,” says Cohn, referring to antibody tests that are making their way to the public.
But, she says, “I’m sure that it’s frustrating for donors that want to help.”

Donors also have to be symptom-free for 28 days before they donate, to ensure the virus is out of
their system. They also have to qualify as blood donors, which means they have to meet a number
of requirements including not having hepatitis and not having traveled to a country with malaria for at
least the past year. “It’s been difficult to get donors in who check all those boxes at this time,” says
the Red Cross’s Goodhue, who expects to see a surge of donors in the coming weeks.
There’s no hard data on how many volunteers are being turned away right now, but Eduardo Nunes,
vice president of Quality, Standards and Accreditation at AABB, says that anecdotal reports from
centers show that lots of people are stepping forward but that only a “very small number of folks are
making it all the way through the process.” In Kansas City, Jed Gorlin estimates that as many as half
of convalescent plasma donors aren’t eligible.
And collection has been uneven across the country. In some places like New York City, where over
140,000 Covid-19 cases have been confirmed, there are simply more eligible donors than in places
like Minnesota or Nebraska, where the wave of infections hasn’t yet hit. “We’re now starting to stock
inventory,” says Gorlin, which will be distributed to new hot spots. “This is because New York had
such an absurdly large number of cases. It’s not true in other parts of the country.”
In normal times, these centers have a system for distributing blood products to areas that need
them. After serving their local needs, their staffers will send blood to affiliates in other cities. If there’s
still surplus, they’ll distribute to other centers that are outside of their network. But right now, there
just isn’t enough convalescent plasma to go around. “We have about 90 patients with Covid in our
hospital right now,” says Cohn, who is also the director of the Blood Bank Laboratory at the
University of Minnesota Medical School. “Only one donor has been collected in our region.”
Without enough convalescent plasma, and without clear guidelines about dosage or when the
treatment is most effective, blood centers and hospitals are also being forced to make some
challenging ethical decisions about who gets treated. The Mayo Clinic, which is organizing clinical
trials for hospitals across the United States, has some established protocols for patients who want to
receive plasma: They have to be over 18, to have a positive diagnosis for Covid-19, to be admitted
to the hospital with a severe or life-threatening infection, and to consent to the treatment. But the
clinic doesn’t provide many guidelines about who should get the plasma first and leaves it up to
hospitals to get ahold of plasma from their local suppliers.
Initially, New York Blood Center rationed plasma, allowing hospitals to order only one unit of plasma
for each patient. Gorlin also created an ethics panel that is in charge of making the rules for the
Innovative Blood Resources centers in Kansas City and Minnesota so that it isn’t decided “by who
yells at hospital services the most,” he says. The panel will only consider hospitals following the
Mayo Clinic’s protocols, and it decides where to send plasma on a rotating basis so that smaller
regional hospitals get a chance to use the therapy, as well as larger institutions.
If Bloodworks Northwest staffers have to choose among different hospitals that have requested
plasma, they use a standard randomization process so the decision doesn’t come down to personal
choice. The American Red Cross uses a first come, first served system.
At Claudia Cohn’s hospital in Minnesota, a group of doctors decides which patients will get plasma
therapy based on early results from Mount Sinai Hospital’s trials. The panel doesn’t give plasma to
patients already in the ICU, since some evidence indicates those patients are too sick to benefit from
the extra antibodies. They also wait until a patient has been in the hospital longer than four days
without improving—no sense wasting plasma on someone who is already mounting a strong
immune response. “If they appear to be getting better on their own, leave them alone,” says Cohn. “If
they get worse but aren’t in the ICU yet, that is the ideal patient population to prioritize.”
Those ethical questions about priorities will ease as more people are tested, recover, and donate
their plasma to the national supply. Gorlin says he’s excited that so many people have volunteered

to donate, many of whom have never given blood before. “It’s the only donation that comes out of
your arm and not your wallet,” he says.
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Expanded Umbilical Cord Mesenchymal Stem
Cells (UC-MSCs) as a Therapeutic Strategy In
Managing Critically Ill COVID-19 Patients: The
Case for Compassionate Use

COVID-19 has affected the United States leading to a national emergency with health care
and economic impact, propelling the country into a recession with disrupted lifestyles not seen
in recent history. COVID-19 is a serious illness leading to multiple deaths in various countries
including the United States. Several million Americans satisfy the Center for Disease Control and
Prevention (CDC) criteria for being high risk. Unfortunately, the available supply of medical beds
and equipment for mechanical ventilation are much less than is projected to be needed. The
World Health Organization (WHO) and multiple agencies led by the CDC in the United States
have attempted to organize intensive outbreak investigation programs utilizing appropriate
preventive measures, evaluation, and treatment.

JA;, Atluri S;Manchikanti L;Hirsch. “Expanded Umbilical Cord Mesenchymal Stem Cells (UCMSCs) as a Therapeutic Strategy in Managing Critically Ill COVID-19 Patients: The Case
for Compassionate Use.” Pain Physician, U.S. National Library of Medicine, 23 Mar.
2020, pubmed.ncbi.nlm.nih.gov/32214286/.
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