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Now that the pandemic has ended, researchers are urging
regulatory agencies to consider the safety issues associated with
the rapid approval of COVID-19 vaccines—and to correctly classify
messenger RNA (mRNA) vaccines as gene therapy products
(GTPs) to prevent pharmaceutical companies from bypassing
regulatory standards.

According to a paper published in Nature on June 22, COVID-19
mRNA vaccines, by mode and action, are gene therapy products
and should adhere to different regulatory standards. Yet U.S. and
European regulatory agencies have not classified COVID-19 mRNA
vaccines as gene therapy products, which has allowed them to be
regulated as vaccines against infectious diseases instead of being
subjected to the more stringent regulation of GTPs.

Because current regulatory guidelines either do not apply, do not
mention RNA therapeutics, or do not have a widely accepted
definition for these products, regulatory agencies adopted a
modified and accelerated approval process for COVID-19 vaccines
in the form of a “rolling review.”
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A rolling review is a regulatory tool typically used during a public
health emergency to speed up the assessment of data for
medicines or vaccines. It allows data to be reviewed as it becomes
available—without the complete data package or specific controls.

This process led to broad and continuous biodistribution of mRNA
COVID-19 vaccines that were not thoroughly studied and yielded
tests with noncompliant results regarding purity, quality, and batch
homogeneity. Manufacturers are now planning to replace classic
vaccines with mRNA vaccines using the same process—starting
with influenza vaccines.

Vaccines With mRNA Technology Are Gene
Therapies

The Centers for Disease Control and Prevention currently defines a
“vaccine” as a preparation used to stimulate the body’s immune
response against diseases. However, the agency’s definition was
changed in 2021 out of concern it didn’t apply to COVID-19
vaccines.

A vaccine must contain an antigen to trigger the body’s natural
immune response. Pfizer and Moderna’s mRNA vaccines do not
contain antigens. The active substance used to elicit an immune
response in these vaccines is the mRNA—a form of nucleic
acid and the genetic material of the SARS-CoV-2 virus that
provides instructions to the body for producing antigens—spike
proteins.

In other words, the mRNA is not the substance causing active
immunization. Instead, the mRNA must be translated into protein by
the cells of the person vaccinated, and that person’s immune

mRNA COVID-19 Vaccines Should Be Labeled Gene Therapy Products... about:reader?url=https%3A%2F%2Fwww.theepochtimes.com%2Fhea...

2 of 7 7/1/23, 7:43 AM

https://www.vennlifesciences.com/wp-content/uploads/2021/04/Speder-Bruno-Rolling-Reviews-Feature-May-2021.pdf
https://www.vennlifesciences.com/wp-content/uploads/2021/04/Speder-Bruno-Rolling-Reviews-Feature-May-2021.pdf
https://www.cdc.gov/vaccines/vac-gen/imz-basics.htm#:~:text=Vaccine%3A%20A%20preparation%20that%20is,body%27s%20immune%20response%20against%20diseases
https://www.cdc.gov/vaccines/vac-gen/imz-basics.htm#:~:text=Vaccine%3A%20A%20preparation%20that%20is,body%27s%20immune%20response%20against%20diseases
https://www.theepochtimes.com/cdc-changed-definition-of-vaccine-because-of-covid-19-vaccines-emails_4083638.html?utm_source=News&utm_medium=email&utm_campaign=breaking-2021-11-03-1&mktids=aad4291dd26bc1faef5c4c15f72787d9&est=dBtaiPzlOIqZkkpfKYoXrD8c2h5yZ%2Bynyv67Yuu8L1erjLYqkLcUAGvlURGFhzPC2CMu
https://www.theepochtimes.com/cdc-changed-definition-of-vaccine-because-of-covid-19-vaccines-emails_4083638.html?utm_source=News&utm_medium=email&utm_campaign=breaking-2021-11-03-1&mktids=aad4291dd26bc1faef5c4c15f72787d9&est=dBtaiPzlOIqZkkpfKYoXrD8c2h5yZ%2Bynyv67Yuu8L1erjLYqkLcUAGvlURGFhzPC2CMu
https://www.cdc.gov/vaccines/hcp/conversations/understanding-vacc-work.html
https://www.cdc.gov/vaccines/hcp/conversations/understanding-vacc-work.html
https://www.cdc.gov/vaccines/hcp/conversations/understanding-vacc-work.html
https://www.cdc.gov/vaccines/hcp/conversations/understanding-vacc-work.html
https://www.genome.gov/genetics-glossary/messenger-rna#:~:text=Messenger%20RNA%20or%20mRNA.,read%20by%20the%20cellular%20machinery.
https://www.genome.gov/genetics-glossary/messenger-rna#:~:text=Messenger%20RNA%20or%20mRNA.,read%20by%20the%20cellular%20machinery.
https://www.genome.gov/genetics-glossary/messenger-rna#:~:text=Messenger%20RNA%20or%20mRNA.,read%20by%20the%20cellular%20machinery.
https://www.genome.gov/genetics-glossary/messenger-rna#:~:text=Messenger%20RNA%20or%20mRNA.,read%20by%20the%20cellular%20machinery.
https://www.mdpi.com/2673-8449/1/3/20
https://www.mdpi.com/2673-8449/1/3/20


system must produce its own antigens to trigger an immune
response.

The U.S. Food and Drug Administration (FDA) states that gene
therapy seeks to “modify or manipulate the expression of a gene or
to alter the biological properties of living cells for therapeutic
use.” Moderna’s Q2 2020 filing with the Securities and Exchange
Commission acknowledged that mRNA is “considered a gene
therapy product by the FDA.” In addition, BioNTech founder Ugur
Sahin, in a 2014 article stated, “One would expect the classification
of an mRNA drug to be a biologic, gene therapy, or somatic cell
therapy.”

According to the FDA, mRNA vaccines are comparable to the
TypeIA of prodrugs—substances that, after administration, are
converted in the body into pharmacologically active drugs.

This “prodrug property” could suggest that additional controls
should be applied in addition to those required for
vaccines. However, neither the FDA nor the European Medicines
Agency (EMA) have referenced these qualifications for mRNA
COVID-19 vaccines.

Your Health Matters
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“With a conventional vaccine, you have the antigen, and you inject
it into a person, and that is the thing that your immune system looks
at and says, ‘ah ha,’ we need to make antibodies, T-cells, and other
immune system components to what’s being injected,” said Dr.
David Wiseman, a research scientist with a background in
pharmacy, pharmacology, and experimental pathology, in an
interview with The Epoch Times.

“The prime reaction of an mRNA vaccine is that it instructs the body
how to make the antigen of interest. So, it’s similar to a prodrug,
which is converted inside the body via metabolism and enzymes
into the desired drug effect. The substance you’re injecting isn’t
doing the final action; it leads to the thing that does the final
action. With a prodrug, the molecule you inject does not get
changed into the final molecule of the antigen, it simply provides
instructions because it’s gene therapy.”

Wiseman said the FDA and EMA guidance and regulations that
discuss gene therapy all define gene therapies “more or less” the
same way. However, a number of years ago, the FDA decided to
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exclude vaccines for infectious diseases from its various guidance
for unknown reasons, including vaccines made from gene therapy
technology. Vaccines, in essence, were given their “own set of
rules.”

However, the FDA can “change or exclude whatever they want from
regulatory guidance, but it doesn’t change the biologic definition of
the product,” said Wiseman. “Since Pfizer and Moderna COVID-19
vaccines meet the definition of gene therapy, they should be
handled according to gene therapy guidelines.”

mRNA COVID-19 Vaccines Bypassed Essential
Studies

According to the paper, because mRNA COVID-19 vaccines were
not classified as gene therapy, necessary tests required for GTPs
were not performed for the following:

!"Genotoxicity.

!"Genome integration.

!"Germ-line transmission.

!"Insertional mutagenesis.

!"Tumorigenicity.

!"Embryo/fetal and perinatal toxicity.

!"Long-term expression.

!"Repeated toxicity.

!"Excretion in the environment, such as shedding through seminal
fluid or breast milk.
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“The long-term safety monitoring of GTPs is required over several
years whereas, for vaccines, it is generally only carried out over a
few weeks,” wrote Dr. Helene Banoun with the French Institute of
Health and Medical Research in the paper. “This should not be
acceptable, given the persistence of the drug product and the
expressed protein.”

In addition, known results of anti-cancer therapies that use gene
therapy technology and mRNA vaccines could lead us to anticipate
safety and efficacy problems, she added.

In the EU, gene therapy medicinal products are required to undergo
“tests or trials to evaluate the risk of genome integration and germ-
line transmission, even if this integration is unlikely,” and tests and
clinical trials to evaluate the risk of “insertional mutagenesis,
tumorigenicity, embryo/fetal and perinatal toxicity, and long-term
expression.”

EMA requires “extensive studies on both the nucleic acid and the
vector particle/delivery system that includes biodistribution, dose
study, potential target toxicity, the identification of the target organ
to obtain biological activity, toxicity linked to the expression of
structurally altered proteins.”

It is necessary to insist pharmacokinetic studies be performed to
determine how the body interacts with the administered substance
during the entire duration of exposure—even though they are
generally not required for vaccines unless there’s a new formulation
or a vaccine contains novel adjuvants or excipients (inactive
substances such as preservatives).

For GTPs, shedding studies are also needed to determine
excretion and dissemination in the body, and biodistribution studies
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are needed to assess where injected compounds—such as lipid
nanoparticles, the delivery system used to deliver mRNA—travel in
the body and which tissues or organs they accumulate in.

After assessing Pfizer and Moderna’s COVID-19 vaccine
documents obtained by attorney Aaron Siri through the Freedom of
Information Act, Wiseman noted many studies listed in nonclinical
summaries that should have been performed but were not.

“Several studies should have been done but weren’t done because
they fell under the auspices of vaccines. But if you read the
guidelines, it doesn’t say these studies are unnecessary, just that
circumstances may deem them unnecessary,” Wiseman said. “We
need laws for products that say you can’t just exclude them from
regulations because you feel like it—because they are still gene
therapies,” he said.”We are hijacking the machines of our bodies to
produce spike proteins in an uncontrolled, undefined way—there
are too many things we don’t know about.”
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