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COVID-19 UPDATE 
  

CONVALESCENT PLASMA 
The use of convalescent plasma is a way of achieving passive 
antibody transfer in the hope of reducing the morbidity and mortality 
of an infectious disease. Recently the US FDA gave its therapy an 
emergency permit. There was considerable political pressure and 

the new head of the FDA promoted it with the use of relative benefit which was very 
large and impressive. A few days after this, uproar from some scientists caused him to 
publically apologize for the deception and the failure to use the absolute benefit which 
was small. He actually fell into the major Big Pharma’s trap to constantly use results in 
the best but highly deceptive light.  
 
The only trial that has reported, led by Mayo Clinic Staff and available only in 
manuscript form and not peer reviewed.1 Involved only critically ill patients (52% in ICU, 
28% on ventilators). The absolute 7-day mortality benefit was 3% and the 30-day 
mortality benefit 5.1%. Given the high mortality of this group, even the small absolute 
benefits should probably not discourage the use of this intervention. 
 
In August the US approved the emergency use of convalescent plasma despite 
warnings over lack of evidence. Another trial called RECOVERY is ongoing. 
 
PHASE 3 VACCINE TRIALS IN PROGRESS 
There are many vaccine trials at various stages from planning to recruiting but only 3 
are in phase 3 (or phase2/3 combined)  and are randomized, placebo controlled trials. 
These will be first in the vaccine news, probably by late 2020.  
 
Two use messenger RNA (mRNA) and one a cold virus.  All 3 use an inert placebo, 
saline solution (salt water).The use of mRNA represents a very sophisticated approach 
to immunization. Common vaccines are weakened or inactivated versions of the virus 
that is the issue. These induce a long-lived “memory” in the form of B and T cells. These 
cells upon encounter with a pathogen will recognize the danger and deal with it by an 
immune reaction. The mRNA vaccine inserts mRNA into cells, which is translated to 
produce the exact protein antigens designed for the desired immune response. The 
cells containing the mRNA act as factories generating antigens without the need for the 
infectious virus to develop immunity.  
 
These are the phase 3 trials that will report preliminary results soon perhaps, within a 
month. There are other phase 3 trials but they do not have the high profile of these. To 
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see the required pretrial submissions to the US government, Google ‘clinical trial’ and 
the trial identifier number given below.  
 

     Moderna/NIH trial. Vaccine—mRNA, placebo—saline injection. Trial began July 27 

and is enrolling 30,000 healthy people at about 89 sites in the US. Guess the stock 

symbol. MRNA. ClincalTrials.gov identifier NCT04470427 

     Pfizer, BioNTech and Fosun Pharma (Chinese) trial. Began in May with 

preliminary results expected in October. Vaccine—mRNA, placebo—saline injection. 

A combined phase 2/3 trial with 30,000 participants in the US and other countries 

including Argentina, Brazil and Germany.  NCT04368728 

     AstraZeneca/Oxford trial. Vaccine—based on an adenovirus which typically causes 

the common cold.  Placebo—saline injection.  Phase 2/3 trials in England and India. 

Phase 3 trials in Brazil, South Africa and the US. Early results expected in October. 

Early descriptions of this trial indicated the use of a vaccine as placebo, but this is 

not mentioned in the US required filing. NCT04516746 

The trials are quite similar. All employ 2 doses at either 21 days or 29 days. Cases will 
be counted. Included in the primary outcomes are adverse events. The trials aim to 
recruit individuals at high risk of contracting COVID-19. The studies also have a long list 
of secondary outcomes, and some involve long term follow-up.  
 
The US FDA has announced the efficacy requirements for Corvid vaccines to be 
acceptable for approval: The clinical trial outcome for the placebo controlled efficacy 
must be at least 50% and the lower bound of the 95% confidence limit must be > 30%. 
These are absolute numbers. The 50% threshold means that out of a hundred 
vaccinated, 50 must benefit. The FDA also specifies what constitutes a case and makes 
it dependent on laboratory verification. This is different than the pretrial plans on file. 
Participants must be followed for at least 6 months after completion of all study 
vaccinations to determine serious and other medically attended adverse events.  All 
pregnancies in study participants for which the date of conception is prior to vaccination 
or 30 days after vaccination should be followed for pregnancy outcomes including 
pregnancy loss, stillbirth, and congenital abnormalities.  
https://www.fda.gov/media/139638/download  
 
The trials are the first phase 3 where the results of exposure to the wild virus will be 
studied. Earlier trials on corona virus vaccines had serious adverse reactions once the 
challenge was the wild virus. Also, reports concerning the phase 1 studies where the 
mRNA vaccine was used showed considerable side effects. Thus what happens in 
phase 3 now becomes very interesting. 
 
Vaccine distribution will be a daunting task. While the Oxford/AstraZeneca vaccine 
needs to be refrigerated at between 2 and 8 degrees F which is simple, the Pfizer 
requires -70 degrees F and the NIH/Moderna -24 degrees F. These two mRNA 
vaccines obviously present very challenging problems for distribution. Clinics do not 
generally have such cold storage facilities. Home freezers are kept at about zero 
degrees F. Pfizer has said it will use dry ice packaging. There may be a need for 

https://www.fda.gov/media/139638/download
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refrigeration capacity for millions of doses. If vaccines become too warm in transit or at 
destinations, they may become ineffective. 
 
The outcomes of these three trials are also critical in establishing the merits of the 
mRNA type vaccines. In fact they represent the first large test ever. If this type of 
vaccine proves successful, it will open a new era in vaccine design with many 
advantages over older vaccine designs.2,3  
 
An often heard statement is that once there is a vaccine, the COVID-19 problem is 
solved—everybody is home free so to speak. Drs. Eric Topol and Paul Offit, both highly 
respected authorities on vaccines, point out that if one has a 75% effective vaccine 
against shedding it would be necessary to vaccinate two-thirds of the US population to 
get a reproduction factor below one, i.e. below where transmission was limited to one 
person infecting only one or less. For a two-dose vaccine, that is 400 million doses. If 
one looks at the registered trial outcomes of the above three, decreasing shedding is 
not being studied.  
 
Another problem with widespread vaccination is that it will provide a false sense of 
security and promote ignoring such well-established actions as masks, physical 
distancing, and avoiding large crowds and parties. With a 50% effective vaccine, the 
problem could be worse after widespread vaccination.  Topol and Offit consider that 
both vaccination and the earlier measures of controlling spread will be necessary to 
gain control. Note also that immunity may be short lived and herd-immunity a fantasy. 
https://www.medscape.com/viewarticle/936937 
 
Public opinion is divided on whether to get vaccinated. A survey by Pew Research 
Center (September 8-13) found only 21% would definitely get it and 30% said probably. 
The major reason was concern about side effects. In addition, 36% think the vaccine will 
be used before it is fully demonstrated to be safe and effective.  For the US these 
results should be profoundly disturbing if the correct interpretation, aside from anti-
vaxers is a profound loss of confidence in the system, its experts, its advice, and its 
politicization. This highlights the importance of doing the trials correctly and 
transparently and attempting to avoid confidence destroying challenges to the 
methodology and implementation of trials.  Stopping early is a good example. It is well 
known to adversely impact the credibility of trials and may result in a serious false 
benefit signal. There may be intense political pressure in the US for early stopping and 
a green light or an Emergency Use Authorization.  
 
ASYMPTOMATIC INDIVIDUALS POSITIVE FOR VIRUS  
A just published study examined the characteristics and clinical course of those 
asymptomatic who tested positive for the virus with the reverse transcription-
polymerase chain reaction assay (Google IAEA Covid virus RT-PCR).4 This assay 
converts the viral RNA to DNA and then uses a repeated protocol amplifying the DNA at 
each step and following the results with a fluorescent marker. The number of cycles 
necessary to reach a threshold (Ct) is proportional to the viral concentration, called a 
titer and is specific to the Covid-19 virus.  

https://www.medscape.com/viewarticle/936937
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The cohort consisted of (282) patents both asymptomatic (89) and symptomatic (193) 
who were in isolation at a fixed location. The asymptomatic patients did not develop 
symptoms over 20-26 days of observation. However, the asymptomatic patients had as 
large a viral load in their noses, throats and lungs as symptomatic patients and both 
groups carried the virus for about the same length of time. Almost 34% of the 
asymptomatic patients tested negative after 14 days and this became 75% at 21 days. 
The same was true for the symptomatic patients where 30% were negative at 14 days 
and 70% at 21. The asymptomatic were able to deal with the viral load without the 
infection becoming symptomatic, i.e. experiencing the pathological effects of the virus. 
Instead the immune system slowly got rid of the invader. 
 
The extent to which the asymptomatic vs. the symptomatic were spreaders could not be 
determined from this study but the viral loads in three locations suggest the strong 
possibility. The authors comment that the isolation of asymptomatic patients may be 
necessary to control spread.  
 
FACIAL MASKING MAY OFFER THE POTENTIAL FOR GENERATING IMMUNITY 
A paper was just published which addresses this interesting possibility.5 A long-standing 
theory of viral pathogenesis holds that the severity of the diseases is proportional to the 
amount of virus acquired. A high dose can overwhelm the host immune response and in 
fact some viruses can down-regulate the immune reaction and one example is Covid-
19. Low doses on the other hand may increase the immunity without causing frank 
disease. This was the idea of the chicken pox parties. Gandhi and Rutherford suggest 
that masks may accomplish this due to the fact that many masks are not highly efficient, 
e.g. 98-99% as seen in the N95 mask when properly fitted to the wearer. The fitting is 
non-trivial and generally requires a marker for leaking. There is of course a broad 
spectrum of mask efficiency just based on design and material used. The authors 
essentially advance the notion that a leaking mask may be beneficial due to low dose 
“inoculation” while still achieving adequate filtering to prevent a disease-causing dose. 
They provide some evidence supporting this notion but a real study is needed.  
 
mRNA VACCINES FOR CANCER 
While unrelated to the Pandemic, it seems worth mentioning that mRNA vaccines are 
being developed for therapeutics applications in cancer.6 Moderna, one of the 
companies in the above described vaccine race is also very active in this field (Google 
mRNA cancer Moderna). INH will be following this.   
 
 

TWO COMPETING VIEWS OF THE PRIMARY CAUSE OF CANCER 
AND THE THERAPEUTIC IMPLICATIONS 

 
INTRODUCTION 
What causes cancer? Why all of a sudden, does the initial event occur? It appears that 
there are two schools of thought. One says it is a genetic phenomenon dependent on a 
genetic predisposition which was silent and then became turned on. This dramatically 
helps develop research paths that capitalize on mutations and this benefit from the 
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great progress in defining the human genome.  This generally leads to interventions 
dependent of the type of cancer.  
 
The second view claims that cancer is a metabolic disease where cells lose their ability 
to generate energy via the standard process of using oxygen and creating adenosine 
triphosphate (ATP). These cells switch to glucose metabolism and as well exhibit novel 
irregularities and behavior as cancer cells which open therapeutic approaches.  
 
The issue is not which is correct and which is wrong. Rather, which is the major cause? 
This is important since the associated therapeutic approaches vary dramatically in 
complexity. The genetic view leads to drug discovery and development which involves 
dealing with highly complex processes and generally yields a drug targeted to a specific 
cancer, whereas the metabolic approach points to non-drug interventions, generally 
combined with conventional therapy which is viewed as unethical not to provide. 
However, the indicated therapy is not directed at specific cancer types since it takes 
advantage of the unique characteristics of cancer cells which are type independent.  
 
CANCER IS A GENETIC DISEASE 
The view that cancer is a genetically driven disease has been the foundation of the 
cancer drug discovery paradigm for many years. It is also commonly called the Somatic 
Mutation Theory (SMT).  The paradigm survived the Cancer Atlas Project which 
examined the cancer cell genome and found millions of mutations and caused much 
disappointment in cancer research. The database was so large that most research sites 
did not have a computer that could even handle it. Nevertheless, drugs were discovered 
but the number is rather small and the prices can be astronomical and are not 
correlated with increased survival. Big breakthroughs with cure after cure have not 
materialized, and the cost many of the new drugs is so large that a choice has to be 
made by saying no or going bankrupt for those without coverage. 
 
 Furthermore, arguments have also been presented that contradict the SMT.7,8  
 

     Several studies have revealed no evidence of the presence of gene or 

chromosomal mutations in a large number of cancers. 

     So-called driver gene mutations have been found in a broad range of normal 

human cells. 

     It is possible to create viable animal or human cells which have a nucleus 

derived from cancer cell and the cytoplasm with all its mitochondria is from a 

normal cell, or vice versa. This involves removing a nucleus from a cell and 

transplanting it into another cell where the nucleus has been removed leaving 

only the cytoplasm. When these cell multiply, it is observed that the cell 

bearing the cancer cell nucleus produce normal cells whereas if the nucleus 

is from a normal cell transplanted into the cytoplasm of a cancer cell, cancer 

cells are generated. Thus these nuclear transplant studies show that nuclear 

genomic defects viewed as responsible for the cancer in tumor from the cells 
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were obtained alone cannot cause tumors. Furthermore, the  mitochondria in 

the normal cell appear to suppress tumorigenesis.8,9 

The above should not be taken as suggesting that the genetics of cancer are not 
important. A prime example is the genes associated with breast cancer which have 
great prognostic importance. The reader is referred to the literature cited above, 
especially the book Cancer is a Metabolic Disease which is how available in an 
inexpensive edition from Wiley. The genetic view is discussed at length.  
 
CANCER IS A METABOLIC DISEASE 
Now, let’s examine the competing theory concerning the etiology of cancer.  It is that 
cancer is a metabolic disease. The hypothesis that cancer is a metabolic disease had 
its origin in observations made by the Nobel Laureate Otto Warburg in 1924. When the 
genetic theory of cancer became popular Warburg’s theory died only to be resuscitated 
many years later in the metabolic disease theory. Warburg measured the oxygen 
consumption by living cells with a set of manometers called a Warburg apparatus. He 
observed that even in the presence of adequate oxygen cancer cells generated the 
needed energy to produce ATP by a non-oxidative (oxygen independent) breakdown of 
glucose through fermentation whereas normal cells used a process generated by a 
pathway that starts with glucose and is depended on the presence of oxygen in the 
cytoplasm. The energy generating processes takes place in the cellular mitochondria 
which are vital components of the cytoplasm.  Cancer was in this view characterized by 
the failure of the cellular mitochondria to follow the normal process of ATP formation. 
 
The mitochondria are forced to switch to using glucose fermentation for energy which is 
less efficient and requires more glucose for a given unit of energy production.  The 
alternative fuel that cells use when the supply of glucose in limited is composed of 
chemicals called ketones, the same chemicals generated when the liver gets a signal 
that glucose is too low. This is what happens with the ketogenic diet. However, cancer 
cells cannot use ketones for fuel and therefore if deprived of glucose, they of necessity 
die. This is the basis of the notion that one can treat cancer by “starving it.” Limiting the 
availability of glucose harms the cancer cells, but normal cells simply switch to ketones 
to make up for the shortage of glucose.  
 
Thomas Seyfried is the scientist who has been a major factor in the rebirth of this 
alternative theory. His pioneering work is summarized in a monograph Cancer as a 
Metabolic Disease9 and a review article.10 He has promoted Ketogenic Metabolic 
Therapy, a calorie-restricted ketogenic diet as a primary therapy for cancer. As 
discussed below, ketogenic metabolic therapy is also being used clinically in 
combination with chemotherapy.  
 
Thus the metabolic theory of cancer focuses directly on the failure of oxidative 
phosphorylation of glucose (OxPhos) in cellular mitochondria. In the words of Seyfried, 
“It is my view that chronic OxPhos insufficiency, arising from any number of genetic or 
environmental insults, is the origin of cancer.” (p.189}9 Genetics enter in as a secondary 
factor among many.  
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What damages cellular mitochondrial respiration? (Ch. 10)9 Examples include: 
 

     Action of carcinogens 

     Inflammation 

     Tissue micro environmental factors 

     Epigenetic effects. 

Most of what one would want to know about the theory that cancer is a metabolic 
disease can be found in Seyfried’s book titled Cancer is a Metabolic Disease. Another 
book which is very approachable is Tripping Over the Truth. Overturning One of 
Medicine’s Most Entrenched Paradigms, by Travis Chrstofferson.8 This also provides 
the history of both theories. 
 
CLINICAL STUDIES BASED ON THE METABOLIC THEORY OF CANCER 
The view that cancer is a metabolic disease carries many therapeutic implications.11 
These have resulted in a number of clinical studies. Those reported have used 
combination chemotherapy, a calorie restricted ketogenic diet, hyperbaric oxygen, and 
hyperthermia, and one clinic uses IV and oral supplements including high-dose IV 
vitamin C. The justification for hyperbaric oxygen is due to the fact that the higher 
concentration of oxygen in the blood stimulates a variety of cellular processes and the 
toxic ones have therapeutic value.12 A sealed chamber is used and involves 
administration of oxygen at elevated pressure. This approach has been shown to inhibit 
tumor growth, reduce tumor blood vessel density and induce preferential expression of 
anti-cancer genes. This therapy also supports normal cells and may increase the quality 
of life for chemotherapy and radiotherapy patients. The chamber used is better known 
for rescuing divers with the bends from too rapid decompression. However, these 
chambers are far from being available in all hospitals. A principal concern with 
hyperbaric therapy is that if something went wrong with the patient while in the high 
pressure chamber such as a heart attack or stroke, it can’t be quickly opened. The 
patient has to be decompressed slowly just like divers. This is because the high 
pressure accommodates a higher concentration of dissolved oxygen in the blood and 
slowly reducing the pressure slowly reduces the gas concentration in the diver’s blood.  
               
Hyperthermia is based on cancer cells being more sensitive to heat than normal ones. It 
can be whole body or localized and uses electromagnetic heating. It also increases the 
effectiveness of the immune response to cancer.13 
 
A typical calorie-restricted ketogenic diet if often started with a water only fast for up to 3 
days. Patients are then restricted to less than 12 grams of carbohydrate per day and 
blood glucose levels monitored along with food intake. Calories are kept lower, but the 
entire approach is individualized. The object is to severely limit the cancer cell’s access 
to glucose while providing alternative fuel for healthy cells.  
 
The clinic most active in this combined therapy approach is ChemoThermia Oncology 
Center in Istanbul, Turkey. They have the latest equipment and even follow the success 
of therapy with PET scans. About 50% of their patients are foreign which is not 
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surprising since for many this is the last chance and they are desperate.  See 
chemothermia.com for details.  
 
They have published more clinical trials using the above protocol than any other 
institution. Their website lists six recent publications and one can download pdfs 
(Google ChemoThermia). The clinical trials address treating  advanced gastric cancer, 
metastatic pancreatic cancer, stage II-IV rectal cancer, metastatic small-cell lung 
cancer, and Stage IV triple-negative breast cancer. Dr. Seyfried is a coauthor of one of 
these papers.14 Note that these are mostly very advanced cancers with well-defined 
dismal prognosis. Remarkable survival times are reported. It is noteworthy that 
therapeutic progress is monitored partly with PET scans which focus on glucose 
metabolism. The changes observed and the therapeutic success supports the theory 
that cancer is a metabolic disease.  
 
It is noteworthy that in the above studies roughly the same protocol added to the 
chemotherapeutic agents is being used for six different primary cancer sites along with 
the associated metastatic sites. Aside from the chemotherapy, targeted are properties 
common to cancer cells in general which offers a huge advantage.  Researchers using 
these protocols also believe there is synergism between chemotherapy and the 
adjunctive therapies. Presumably the use of chemotherapy is dictated by ethical 
concerns.  
 
The ChemoThermia clinic also uses IV infusions including extracts from mushrooms, 
milk thistle, broccoli and green tea. Readers familiar with Salvestrols may wonder why 
they do not include this set of four fruit extracts which are probably vastly more effective 
in killing cancer cells than what is being used.   
 
Dr. Seyfried has reviewed metabolic therapy for managing breast cancer and brain 
cancer (glioblastoma multiforme).15,16 His group was also responsible for a clinical study 
of this brain cancer in a 38-year-old man using metabolic therapy combined with the 
standard of care (surgery, chemotherapy, radiation therapy).17 The diagnosis was 
confirmed with post-surgical histology but only a portion of the tumor could be removed. 
A ketogenic diet interfered with tumor cell metabolism of glucose as did metformin and 
supplements interfered with tumor cell glutamine metabolism. Hyperbaric oxygen 
therapy was used to generate oxidative stress on the tumor. After 9 months of treatment 
seizures and limb weakness resolve. MRI was used to follow the status of the residual 
tumor. Over 24 months a continuous shrinkage of the tumor was observed. The authors 
note that only 20% of middle-age adults survive for two years with the present standard 
of care. The patient is in good health with no evident neurological deficits.  
 
In all of the above clinical studies, either chemotherapy along or combined with radiation 
therapy was used and the other interventions added. The reluctance to try the metabolic 
therapy alone is understandable given the poor prognosis of all the patients due to 
advanced cancer. Patients and families faced with these odds generally want everything 
possible done.  
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Adjunctive use of hyperbaric oxygen therapy and hypothermal therapy requires 
uncommon facilities over extended periods. Few hospitals can offer this. While the 
success of metabolic therapy can be heralded as a major advance, it will most probably 
be a long time before the barriers to change will be overcome, especially since the 
approach ignores the conventional wisdom of cancer being a genetic disease which 
must be fought with this as the guiding principle.  
 
It is a distinct possibility that Salvestrols would also be a significant adjunct to standard 
of cancer care and treatment, no matter what the therapy involved. I have learned from 
the company that in New Zealand, where Salvestrols are being used successfully to 
treat pediatric brain cancer, they are being used along with conventional therapy. I have 
also learned that a physician in the US who used Salvestrols in cancer therapy, found 
that an added ketogenic diet increased success. 
  
An important difference between therapies based on either the genetic disease or the 
metabolic hypothesis is that the latter directly attacks the vulnerability of the cancer cell 
independent of its type and is targeted at its altered metabolic state. The genetic guided 
approach is the opposite, based on a reductionists view, and is generally cancer type 
specific with a narrowly defined target. This is a huge difference.  
 
CONCLUSIONS 
Time will tell if money can be found for a number of clinical trials needed to establish the 
metabolic approach even as an adjunct to the standard of care without resorting to 
compassionate approval from regulators. Omitting the hyperbaric and hyperthermal 
therapies should be studied. Studies on much less advanced cases are needed, 
especially with just diet and supplements. Thus far, only very advanced metastatic 
cases have been studied but already they show increases in survival time that have not 
been achieved with the standard of care or new drugs. The clinic in Turkey provides a 
model and such a clinic in the US or Canada would be a big step forward. There is lots 
of money out there in private hands, but there is significant control by conventional 
medicine advisors and regulators.  
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