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DO NO HARM

Protect Pregnancy & Breastfeeding

It’s easy to forget that
pregnancy is a unique and
exquisitely normal phase of
health. If you’re pregnant or
breastfeeding, you may feel
overloaded by information
and advice. Public messaging
repeatedly tells you to get a
COVID-19 shot, one of the
genetic mRNA products being
used as vaccines. What do
you know about these
products? Do you have all the
information you need to make
an informed decision?

This Resource Guide was prepared to
sort through the many questions
expecting parents and their healthcare
providers may have about use of these
products in pregnancy and lactation. A

team of experts in maternal care,
clinicians, data analysts, and individuals
who understand how challenging it can
be to make informed choices have
extensively reviewed available scientific
research to produce this resource.
Scientific studies on COVID-19 itself as
well as information on the safety,
necessity, and usefulness of the
COVID-19 mRNA products in
pregnancy are examined. The
importance of adhering to ethical
principles regarding the use of any
product in pregnant and lactating
women is discussed and the historical
harms when these principles were
ignored are noted. It may be reassuring
to learn that up-to-date evidence
suggests that healthy pregnant women
with naturally acquired immunity are not
at an increased risk of severe
COVID-19, and that data shows that
naturally acquired immunity is more
protective than the mRNA products.

You will likely want to know how mRBNA
products might affect the reproductive
system, pregnancy and lactation — and
what little safety testing was done on
these products before they were
recommended in pregnant women. You
may also want to know of the
accumulating real-time safety concerns
since the roll out of these mMRNA
products, the lack of evidence for short
and long-term safety of mRNA products
in pregnancy, and the risk of harms that
you can see and cannot yet see. Finally,
you may want to have a sense of the
entangled interests that direct public
health officials to promote these
products in pregnant women. This
Resource Guide has been developed to
empower you as your baby’s primary
advocate to make an informed decision
on how to protect your pregnancy. The
reality is that consequences of your
choices — whatever they are — will be
borne by you and your baby.
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Pregnancy - in fact the whole reproductive continuum
- can be a beautiful, stressful, and/or a chaotic time -
but it is undoubtedly a significant time in the life of a
woman and her family. With the ongoing
medicalization of life, it’s easy to forget that
pregnancy, childbirth, and lactation are all normal
phases of life and are distinctly balanced states of
health.

So much of well-being rides on healthcare choices, and this is especially
true of the decisions made during pregnancy. Over the past three years,
the level of stress has trended higher, and the emotional, physical and
social support we used to be able to count on may feel more uncertain.
Parents are often told what to think and feel when it comes to protecting
their health and the health of their babies. Further complicating matters,
healthcare professionals may not always be aware of available research
to understand how it translates to individual persons and situations. This
is a time when it is especially important that parents’ questions,
uncertainties, and concerns are taken seriously.

The quality of preghancy and of reproductive health has critical
implications for the future of humanity. It is important to ensure that any
products used during pregnancy are safe. However, over the past two
decades there has been increasing pressure from pharmaceutical
companies to relax the regulatory guidelines’-2— often at the expense of
ethical principles regarding clinical research, approval procedures, and
the promotion of new drugs. Particularly concerning is the promotion of
pharmaceutical products in women who are pregnant, breastfeeding or of
childbearing age, without adequate safety or ethical considerations. The
latest frenzied push is for the COVID-19 mRNA products being promoted
as vaccines that continue to be recommended — sometimes even
mandated in this group despite a lack of proven safety, known
mechanisms of potential harm, and clear real-world safety signals.

We are a group of professionals and community members with decades
of expertise in healthcare and research who care deeply about the
physical and mental health of parents, their children and extended
families. We believe that the life and health of our children — our future and
their future — is too precious to risk by inaccurate messaging and
uncertainties from inadequate science. We understand that it might be
hard for expecting parents and healthcare providers to make sense of all
the messaging regarding these products and their impact on the
developing child. To address this gap, we have developed this Resource
Guide — outlined with questions and considerations — aimed to sort
through scientifically accurate and relevant information and present it in a
way that is clear and understandable to parents and healthcare

providers. It is our hope that making this information accessible may
validate concerns and empower parents with the understanding they
need to make informed decisions that respect their autonomy and honour
the preciousness of life.
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1. The pregnancy continuum - Why is pregnancy
important?

Pregnancy, birth, and the transition to
parenting are among the most significant
periods of life and may be experienced as
intense, intimate, and challenging. At the
same time, parents are often overwhelmed
by messages that challenge their natural
physiology as well as their capacity to make
decisions about ways to best protect their
children.

Humans have survived for eons without modern technology;
and yet the medicalization of natural physiological processes
has become a burden and sometimes interferes with
parents’ ability to protect young humans.

The natural capacity for the human body to heal and grow is
reassuring. The generation of new life is formidable —
whether that happens through spontaneous means or
assisted reproduction and is an intricate, dynamically-timed
web of encounters and connections. This continuum goes
from preconception to fertilization to implantation through
multiple critical as well as sensitive stages of differentiation,
development, and growth in pregnancy followed by birth,
breastfeeding, and postnatal development.3-6

Pregnancy is a unique and distinctly normal period. A
mother’s body naturally changes to provide for and
accommodate the human being growing within her. Her
immune system shifts to a healthy balance? 8 that protects
her and adapts to the unique life inside her with its distinct
DNA (only half of which comes from her).

The main contributor to neonatal wellbeing is parental health, Pregnancy is a sensitive period and also a time when the
supported by nutrition and embracing positive environmental body is particularly vulnerable to substances, medications,
elements like sunshine and fresh air.9.10 and environmental toxins.511
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2. Ethics — Why is ethical care so important during
pregnancy and breastfeeding?

Healthcare systems are
based on ethical codes that
outline the obligations that
healthcare professionals
have to the people they
serve. Traditionally clinicians
have understood the weighty
responsibility that comes
with the unique relationship
involved in providing health
services to another human
being. The four guiding
principles of ethical practice
are autonomy, beneficence,
justice, and non-
maleficence.2

Autonomy refers to a fundamental
understanding of and respect for the
dignity of each person as a worthy
being with rightful values, decisions and
choices. In practice, this means acting
with the person’s wellbeing at heart
(beneficence), avoiding harm (non-
maleficence), assuring the right to a
fully informed consent that reflects one’s
dignity, values, and choices (autonomy),
and also assuring that services are
equally accessible for all (justice).13-15

Clinicians demonstrate compassionate
and ethical care when they respect the
physiological wonder of life and help a
mother tune in to her own innate
wisdom to make health decisions that
are in line with her values and goals.
This is done by providing valid, reliable,
and accurate information for all
interventions in the form of a risk-benefit
analysis that outlines the potential short-
term and long-term risks for mother and
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her offspring during a critical
developmental period. Support for
informed decision making is especially
important during pregnancy. The
multiple concurrent critical
developmental processes, and the
unique functions which take place
during pregnancy, are exquisitely
sensitive to environmental influences.
Therefore, interference of any kind may
have dire consequences for the current
and future wellbeing of mother and
child.5

Central to non-maleficence is the
application of the precautionary
principle’t — that is, to err on the side of
caution or “first, do no harm”. This
means not recommending any
intervention or substance without first
undertaking extensive testing to prove
its safety.

The history of harmful effects of
substances and medications on
mothers, and their children’s health and
longevity is undeniable. Fetal Alcohol
Spectrum Disorder (FASD) is a well-
known risk of alcohol consumption
during pregnancy.'” The link between
the use of the acne drug isotretinoin
(Accutane) and severe birth defects is
now clearly understood.®

Despite the importance of following the
precautionary principle, inadequately
tested medications and substances
have been recommended to pregnant
mothers with disastrous effects.
Thalidomide was prescribed in the early
1960s as a means of preventing
morning sickness. This drug interfered
with proper fetal limb development
which resulted in devastating

deformities that only became apparent
at birth.1® The destructive effects of
diethylstilbestrol (DES), considered to be
a “safe and effective” drug to help
prevent miscarriage and avoid preterm
labor, was prescribed to pregnant
women from 1940-1971.20-22
Reproductive abnormalities and/or
cancers, only identified decades later,
proved to be the consequences of this
drug in mothers and their children.
These effects may continue to have
multigenerational impacts.23  These
real-life examples demonstrate why any
research study involving pregnancy
must be based on an ethical
framework that ensures that the
study prioritizes and demonstrates
short and long-term safety of both
mother and unborn child.2*

Limb defects caused by Thalidomide.

Health service providers and policy
makers involved in maternal care are
obligated to practice the precautionary
principle in order to safeguard the
immediate as well as the future health
and wellbeing of mothers, their unborn,
their newborn and young children. They
must ensure that any substance
recommended for use in pregnancy and
breastfeeding has first undergone
rigorous testing to clearly establish its
safety before widespread use in the
general population.

Page 4 of 27



Protect Pregnancy & Breastfeeding

July 26, 2023

3. Science — What role does science play in
maternal-child healthcare?

Scientific research is only
one aspect of medicine or
healthcare. It is meant to
support clinical expertise and
the client-practitioner
therapeutic relationship. This
relationship ideally respects a
client’s values and
understands the relevant
context, variables, and
history of a client’s health.

A respectful and caring therapeutic
relationship is especially important
during the intense and intimate
experiences surrounding pregnancy and
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childbirth. Prioritizing “the science” to
the exclusion of other critical factors in
the healthcare relationship is
problematic.25

Scientific inquiry involves the open
questioning and investigation of
uncertainties, hunches, and
assumptions that need to be reviewed,
investigated, and carefully reexamined.
Furthermore, it is important to recognize
that there are different types of studies,
each with different designs, sample
sizes, measures, strengths, and
limitations to name a few. Research
needs to be constructed to fit the
situation and context being studied.
Product safety cannot merely be

assumed or declared. The randomized
controlled trial (RCT) has been
traditionally used as a gold standard
and is generally needed to prove safety
before a product is brought to
market.26 Demonstration of safety is
determined through numerous carefully
researched studies which have
accurately assessed short and long-
term outcomes. Other important
considerations are the quality of the
outcomes prioritized in addition to the
length of the trial. Evaluating studies
based on these research elements is
essential in order to discern whether a
safety claim is accurate or not.
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4. Are the COVID-19 mRNA products like other

vaccines?

The COVID-19 mRNA
products are unlike previous
vaccines.

These novel substances are actually
synthetically altered foreign genetic
material designed to modify the normal
functioning of human cells.2 In
particular, they force human cells to
produce the spike protein of the SARS-
CoV-2 virus using information encoded
in a highly modified messenger RNA
(mRNA) version of the original viral spike
gene.28-30 The spike protein is a part of
the SARS-CoV-2 virus that determines
its infectivity and host immuno-
inflammatory response31-33 and it has
been implicated in viral and non-viral
inflammatory, immunological and
thrombotic iliness-causing
mechanisms.34-50 The presence of this
foreign protein alarms the immune
system, causing it to develop antibodies
that will help identify and attack the
spike protein on next presentation either
as part of the SARS-CoV-2 virus or on
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the surface of human cells following viral
exposure or the next mMRNA
injection.29.51

The Food and Drug Administration
(FDA) defines gene therapy, or gene
therapy products (GTPs), as any
product that instructs cells to produce
genetic material or a protein for
treatment of a disease.52.58 The FDA
warns that GTPs can put people at an
increased risk of undesirable,
unpredictable, and delayed adverse
outcomes and recommends up to 15
years of testing to establish safety.54
The same testing standards should
similarly be applied to the mRNA
products being promoted as vaccines.
These GTPs also utilize foreign DNA or
RNA molecules in order to produce the
desired responses. More recently, it has
also been discovered that the mRNA
products can be reverse transcribed
into DNA3® and that they may also
contain plasmid DNA that can be
translated into RNA.36.37 Given our
current understanding of the COVID-19

mRNA products, one might reasonably
categorize them as products that
modify genetic material regardless of
their application.

At the time when the COVID-19 mRNA
products were recommended for
pregnant women, there were only two
months of RCT data for adults, which is
considerably shorter than the
recommended 15 years for GTPs. In
fact, the manufacturer, Moderna,
indicated at the time that experience
with the mRNA products was limited
and suggested that their use should be
restricted to research settings: “...
mRNA drug development has
substantial clinical development and
regulatory risks due to the novel and
unprecedented nature of this new class
of medicines.”®® Hence, the research,
especially around pregnancy and
breastfeeding, seems to indicate that
the current recommendation to use the
COVID-19 mRNA products lack
sufficient evidence of safety.
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5. Are pregnant women at an increased risk of

severe COVID-19?

5.1) The CDC'’s declaration that pregnant women are at
increased risk of severe COVID-19 is primarily based on a
large observational study done early in the pandemic.
Observational studies look at how things change over time.
While they may be good at detecting patterns, they are not
very helpful in determining what is causing the trend. This
study was conducted at a time when more aggressive strains
of SARS-CoV-2 were circulating and levels of immunity in the
general population were low. It found that pregnant women
with symptomatic COVID-19, although at low risk of severe
COVID-19 overall, had a higher risk of ICU admittance,
invasive ventilation, and death compared to non-pregnant
women with symptoms of the same age.®¢ The study results
were quickly used as a basis for classifying pregnant women
as being at a high risk of severe outcomes even though the
study was unable to prove that COVID-19 was the cause of
their severe disease. Additionally, this study was poorly
designed. The worst flaw was how it calculated rates of
severe COVID-19 outcomes. The researchers only considered
the confirmed symptomatic cases registered in their database
rather than the total number of infections occurring in the
population at that time. Using this smaller number, rather
than the total number, as the denominator, inflated the rate of
severe events making it seem like pregnant women were
more at risk than they actually were. The analysis was also
performed with large amounts of missing data; only a third of
the pregnancy status and a quarter of the ICU status data
were available for analyses. These factors bring the results of
this study and others, conducted in a similar fashion, into
question. The study also failed to emphasize that many of the
severe outcomes occurred in women who were older, obese
or had other health problems. Thus, the study results don’t
apply to most healthy pregnant women today.

5.2) More recent observational studies conducted early in the
pandemic on obstetric wards with careful universal SARS-
CoV-2 screening and well-designed databases capable of
capturing very reliable pregnancy and ICU data came to a
different conclusion.57-59 The studies found that most women
presenting for childbirth early in the pandemic tested negative
(63% to 90%) and of those who tested positive most were
without symptoms (72.6% to 98.1%). One very large
prospective study assessed the outcomes of women without
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COVID-19 symptoms,® comparing those who tested positive
for COVID-19 to those who tested negative and found
comparable outcomes between the two groups. Only a small
percentage of pregnant women actually tested positive for
COVID-19 over the course of their pregnancy (2.4% of a total
of 11,728 patients). Among those who did test positive, the
majority (62%) did not have any symptoms. The pregnancy
outcomes of asymptomatic test-positive pregnant women
were comparable to those who tested negative. The authors
conclude “pregnant women testing positive for SARS-CoV-2
at admission for delivery should be reassured by their
healthcare workers in the absence of symptoms.”60 We now
know with a high degree of certainty that better quality studies
indlicate that the majority of pregnant women are at very low
risk of severe COVID-19.

5.3) During the past three years, most people have been
either vaccinated, infected with SARS-CoV-2 and/or have
recovered from COVID-19 at least once.6' Close to 80% of
Canadians have infection-acquired antibodies indicating that
most have developed robust, broad, and long-lasting
immunity.61 A recent matched cohort trial from Qatar showed
that immunity acquired by natural means dramatically reduces
the risk of severe, critical, or fatal COVID-19 by 76%
compared to the Pfizer or Moderna mRNA products.62

This means that studies that are used to designate pregnant
women as at high risk of COVID-19 are outdated or no longer
clinically relevant — given that now most pregnant women
likely now have naturally acquired immunity that provides
much better protection than mRNA products.

5.4) Additionally, it is well established that there are measures
pregnant women can take to further bolster their healthy
immune systems. An optimal vitamin D level supports a
person’s immune system to better fight respiratory
illnesses.63-68 Treatments such as hydroxychloroquine have
also shown benefits and may be an option for those who do
contract COVID-19.69-76 Moreover, hydroxychloroquine has
decades of safety data in pregnant women.71.76
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6. Safety — Are these mRNA products safe for pregnant
or breastfeeding women and their babies?

When evaluating
pharmaceutical products -
such as drugs, medications,
vaccines, or other
substances - for use during
pregnancy or lactation,
determining safety (for the
mother, embryo, fetus, and
nursing child) should take
priority over considerations
of their effectiveness (or
whether the drug works).24.77

6.1) The thalidomide tragedy directly
led to regulatory reforms in the U.S., the
UK, and Canada, with laws that
recognize the need to establish the
safety of a product intended for humans
prior to widespread use.”8.79 Regulatory
authorities (such as Health Canada)
require that manufacturers prove the
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safety (and efficacy) of a medical or
pharmaceutical product before it goes
on the market. This requires robust and
scientifically sound data from highly
regulated pre-clinical, clinical and finally
RCT studies — the only type of study
that is able to prove drug safety. Novel
products first need to be assessed in
non-pregnant people, then extensively
in pregnant women and only then
should the outcomes be used as the
basis for any recommendation. In
addition, these trials need to rigorously
monitor both mother and child for major
harms as well as for more subtle injury
through the full length of the pregnancy
and thereafter. The unfortunate
generational harms of DES clearly
indicated the need for long term follow
up.2923 Anything less than this falls far
short of the evidence needed to
establish safety.

6.2) There is a concerning lack of robust
and reliable RCT safety data showing
that the COVID-19 mRNA genetic
products as well as other
recommended injections are safe in
pregnant women. Notably, the UK
Government Medicines & Healthcare
products Regulatory Agency (MHRA)
document dated December 2020 and
updated January 6, 2023, still advises
that pregnant women and women who
are breastfeeding should avoid the
mRNA BNTa62b2/ Pfizer/ BioNTech
products due to insufficient reassurance
about the safety of those products.8o
Preclinical studies are required to ensure
that the injections don’t harm the
mother’s or baby’s genome, cause
cancer, or harm reproductive health.
Such studies were not conducteds? 82
and pregnant women were excluded
from the RCTs needed to prove
safety.83.84 Of the women who later
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were identified as pregnant over the
course of Pfizer's study (n=50) and a
total of 8 miscarriages were reported.85
The studies used to support claims of
reproductive and developmental safety
found a statistically significant higher
mean percentage pre-implantation loss
in rats receiving the Pfizer mRNA
product compared to controls. The
studies also found a rat fetus with a
malformed mouth and another with a
malformed aorta in the mRNA product
group and not the controls. Yet, these
concerning findings were dismissed by
authors.86 Another report identified
“wavy ribs” in those receiving the
Moderna’s mRNA products,87:88 and the
manufacturer’s report acknowledged
their connection to the mRNA
injections.8” These findings are at odds
with FDA claims regarding Moderna
mRNA products that there were “no
vaccine-related fetal malformations or
variations and no adverse effect on
postnatal development”.8° The human
RCTs were conducted in non-pregnant
persons and the randomized
assignment was dismantled at two
months so there is no longer a control
group for comparison. Thus, it is
impossible to see if these genetic

canadiancovidcarealliance.org

products are associated with short- and
long-term harm in humans.® Health
officials declared these COVID-19
mMRNA products to be “safe” and
recommended their use in pregnant
women after they had only been on the
market for four months. This
declaration was done without proper
supporting evidence and despite
indicators that these products were
associated with an increased risk of
injury. Potential harms to mothers and
offspring — our children — do not seem
to have been considered.

6.3) Moreover, FDA's February 28,
2021, review of Pfizer’s early
pharmacovigilance safety database
clearly showed that mRNA product
(BNT162b2) injections may cause harm
to mothers, pregnancy, lactation, and
breastfeeding infants.9! This review
makes clear that this database cannot
be used to calculate incidence rates or
test hypotheses, but that it should be
used to detect potential indicators of
harm or safety signals. This raises the
question of how much harm is
acceptable before halting use of these
products.

6.4) Despite a deficiency of safety data,
these products continue to be declared
as “safe” in pregnancy. Studies used to
support these claims are generally of
poor quality, consisting mainly of
observational studies and voluntary
registries. As such, they are only able
to speculate that associations seen
between suspected injuries and the
mRNA product are not due to the
COVID-19 mRNA products. The
primary limitation of most of these
studies is that they focus on short-term
harms to the mother or only highly
observable immediate harms such as
miscarriage, stillbirth, preterm birth, or
infant size at birth.92-97 None of the
studies monitored the health of the
mother and child carefully enough — or
long enough — to detect subtle but
significant changes to maternal or infant
bodily systems, including but not limited
to, the reproductive, immune, or
cardiovascular system. Additionally,
these studies have significant statistical
issues that further bring their findings
into question: they lacked any reliable
denominators; they lacked
standardization; they lacked
stratification of significant variables; they
lacked adequate tracking and follow-up
of participants; and they incorrectly
interpreted what data is available.92-97
Recently meta-analyses of these same
observational trials have been published
and have failed to establish safety risks
for these COVID-19 mRNA products in
pregnant women.98-100 However, these
analyses suffer from the same
limitations as the observational trials
and are no substitute for the robust and
long-term RCT data that is required to
prove product safety.
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7. Effectiveness - Do these products work in

pregnancy?
The claims made regarding the effectiveness immunity. It should be noted that the randomized part of
of COVID-19 mRNA products promoted as the study was dismantled after two months, compromising

its integrity as an RCT and making it impossible to know
whether any benefits are long-lasting. Even so, the mRNA
products did not prove to be very beneficial. Through 6

vaccines in pregnant women are as
unreliable as the safety claims. Consistent

with ethical guidelines, pregnant women months of follow-up, the net benefit (Absolute Risk
were not included in RCTs. The only Reduction, ARR) seven days or more after the second dose
information is on non-pregnant people was negligible; only 4% for symptomatic COVID-19 and

whose immune system is distinctly different 0.1% for severe COVID-19.10-107

than that of pregnant women.101-103
Therefore, one cannot draw conclusions
about the impact these products would have
on the immune system of a pregnant
woman. Any statement about how well the
COVID-19 products work in pregnant
women based on RCTs conducted in non-
pregnant persons is largely speculative.

7.1) Furthermore, the six-month RCT data for non-pregnant
persons that was used as the basis for approving these
COVID-19 mRNA products is now clinically irrelevant,
because the studies were conducted when people had little
exposure to COVID-19 and more virulent strains of SARS-
CoV-2 were circulating. The virus changed over time. Also,
many more people were likely exposed and developed
natural immunity after the original RCT.1%4 To assess
whether the mRNA products are any better than naturally
acquired immunity, a study would have to compare those
who received two doses of the COVID-19 products to
those who had recovered from COVID-19 twice. The actual
RCT compared those who had had two COVID-19 doses
to those who had never been exposed to COVID-19. As it
is well established that immunity helps fight infection, this
comparison would favor the mRNA products, but would fail
to assess how they compare to naturally acquired
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7.2) Most public health authorities now recognize that the
COVID-19 mRNA products are minimally effective. The
CDC recently reported that the primary series - first two
doses of the products — “provide minimal protection
against infection and transmission”1%8 and that the
benefits of boosters are transient — in other words, these
products do not work to previously accepted vaccine
standards. They simply transiently restore the levels of
spike-targeting antibodies, but for only a few months.
These mMRNA products continue to be promoted with the
expectation that they protect against severe outcomes
from COVID-19 and a presumed hope that some
protection might extend to the unborn or newborn
children via transfer of spike-antibodies through the
placenta or breastmilk.1% However, the evidence for
these claims is shaky, especially given the widespread
acquired natural immunity in the population and
predominance of more benign variants of SARS-CoV-2.
Antibody levels are not always indicative of durable
protection from severe outcomes.19.111 Further, these
COVID-19 mRNA products have not been adequately
tested in RCTs with pregnant women.83.84,112-116
Limitations of the research include:

A) The observational studies considered are inadequate
to establish a causal relationship between the benefits
of the COVID-19 mRNA injections and prevention of
severe infections in mothers or their (unborn)
children.117-120

B) Most of these studies are less informative since they
were assessing product effectiveness against variants
that are no longer in circulation.117-121

C) The absolute number of hospitalizations in mothers
was so low that when calculating the absolute risk
reduction in hospitalization the decrease was as low
as 0.1-0.2% despite reportedly large reductions in
relative risk.119

D) The studies did not account for differences in natural
immunity, type of birth, and whether mothers were
breastfeeding or not — all of which have impacts on
immunity and health. In other words, these
COVID-19 products do not clearly show additional
protection against severe infection.
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7.3) Given that the apparent benefits of the COVID-19 mRNA
products are short-lived, boosters have been promoted as a means
of preventing severe COVID-19. However, claims of booster
effectiveness have not been based on quality RCTs, but rather on
poor-quality observational studies that used an unreliable measure
for determining COVID-19 infection status'22-128 or studies that
measure spike antibody levels.129-132 Studies promoting boosters
during pregnancy also failed to take into account the cumulative
impact that receiving multiple doses of these products may have on
the immune system and the developing child. Each additional
booster may decrease immune function and the body’s ability to
protect itself. The bivalent booster being advised for pregnant
women is particularly problematic. For the BA.4/5 booster, no
clinical trials were done at all, but recommendations relied on data
from 8 mice and poor-quality clinical data from an entirely different
booster, the BA.1 booster. Additionally, the BA.1 study was of
incredibly poor quality: the authors asked the wrong questions,
measured the wrong endpoints, misinterpreted effectiveness, and
misrepresented safety. Beyond that, the data presented in the
BA.1 study actually shows an increased level of COVID-19
infection with the Omicron booster as compared with the
original booster in those not recently infected.133
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8. What are some of the known factors of concern
and plausible ways they might cause harm?

There are known factors about these
COVID-19 mRNA injections that are
worrisome - especially around issues of
fertility, pregnancy, and the health and
development of the born/unborn babies.
These COVID-19 mRNA products are
designed to cross naturally protective
barriers to get into cells, to interact with the
cells’ protein producing machinery, and to
stimulate inflammation to cause an immune
reaction. The strength of the inflammatory
response to these injections, and the
resulting tissue damage may be greater if the
mother already has natural immunity, or has
already received a previous dose of an
mRNA product.

8.1) Lipid nanoparticles (LNPs) are unnatural “fat pockets”
used to import the synthetic mBNA cargo into cells. LNPs
are specifically designed to cross protective barriers in the
body. Two of the protective barriers that keep people healthy
are the blood-brain barrier and the placental barrier. Pfizer's
own data established that LNPs distribute throughout the
body and concentrate in particular organs, including the liver,
spleen, adrenal glands and ovaries (Table 1).134 Widespread
distribution of these products to multiple organs, including
the brain, heart, lungs, liver, eyes, and testes was also seen
in Moderna’s biodistribution data.135 Given these
products’ engineered ability to breech protective
barriers, and given that certain LNPs have been shown
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Table 1

SARS-CoV-2 mRNA Product (BNT162, PF-0 7302048): 2.6.5.5B.
Adapted from Pharmacokinetics: organ distribution, report number:
185350, Pages 6-7

to selectively accumulate in mice placentas, there is
legitimate concern that — in the case of pregnant or
breastfeeding mothers — the LNPs and their harmful cargo
might get into the bodies of born or unborn babies at
potentially critical phases of their development. The data in
this regard is equivocal. Interference during the development
of the brain, organ, and immune system could directly impact
the survival, health, and wellbeing of these young ones over
a lifespan. Apart from whatever substance they carry into
specific organs and cells, the LNPs themselves are known
to be inflammatory and toxic.136.137
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8.2) The mRNA material carried into the
cells by the LNPs is also a known cause
for concern. Even the manufacturer,
Moderna, acknowledged that actual
experience with their mBNA products
was limited at the time of rollout and use
should have been restricted to research
settings. Moderna specifically noted, “...
mMRNA drug development has substantial
clinical development and regulatory risks
due to the novel and unprecedented
nature of this new class of medicines.”

8.2.1) The mRNA material (carried into
the cells by the LNPs) is not natural and
has been synthetically engineered to be
longer lasting than natural viral mMRNA.
With each injection, an overwhelming
amount of spike protein is produced in
the body, much more than what would
occur with SARS-CoV-2 infection. Tens
of trillions of LNPs may be injected with
each COVID-19 mRNA injection and
each single LNP can carry multiple
copies of the longer-lasting spike
mMRNA. In turn, individuals receiving
these injections could produce
hundreds of trillions of copies of the
spike proteins throughout their bodly.138
This is a matter of concern as the spike
protein is highly bioactive and can trigger
hyper-inflammation. 139 It is also similar to
numerous other biotoxins, 40 and may
contribute to autoimmune inflammatory
responses’#! such as those associated
with myocarditis.’42 Circulating spike
proteins have been found in the
bloodstream for months after injection. 143

8.2.2) A recent research letter in JAMA
Pediatrics highlighted that the COVID-19
mRNA product has been detected in
breast milk.1%4 The clinical significance
of these inflammatory compounds
passing into a child’s digestive system
has not been fully investigated. Previous
studies on nursing mothers who have
received these mRNA products have
shown adverse events in 7.1% of
breastfed infants, 99 and an observational
safety study conducted in U.S., 1.2% of
pregnant or lactating women reported
unexplained “issues” with their
breastmilk-fed infant after vaccination. 145
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The FDA review of Pfizer’s early
pharmacovigilance safety data base
demonstrates similar concerning
findings. 134 Multiple factors in
breastfeeding, including but not limited to
maternal antibodies passed through
breastmilk, contribute to immune
function and development in nursing
babies.46.147 The complexity and the
uncertainty about the duration and
impact of all of the products, mRNA or
other, or byproducts including spike
protein, that may be secreted in
breastmilk should be cause for pause —
especially for any products that have not
been proven safe in infants. Although
JAMA authors suggest that mothers
interrupt breastfeeding for two days
following vaccination, this
recommendation seems rather arbitrary
and the precautionary principle would
dictate that vaccination should be
avoided until extensive safety testing is
conducted to protect the breastfeeding
continuum.

8.2.3) There are variations in the sizes
of the synthetic mRNA molecules and
other apparent “impurities” in
COVID-19 injection vials.148  The degree
to which these “impurities” are
immunoreactive and the impact the
varied-sized mRNA molecules have on
the human immune system is also
unknown. 149,150  |n addition, there is
mounting evidence that the bacterial
plasmid DNA used to manufacture the
mRNA in the lipid nanoparticles is a
significant contaminant.151.152

8.2.4) Molecular mimicry occurs when
a protein attacked by the immune
system resembles a human protein. This
may lead to an increased risk of
autoimmune (an immune reaction
against a person’s own healthy proteins)
conditions. 53 Similarities between the
spike protein and human proteins may
lead to an autoimmune reaction, which
may affect reproduction. A study
published in American Journal of
Reproductive Immunology found that the
spike protein shares partial similarities
with 27 human proteins that relate to

essential reproductive functions
necessary for achieving and maintaining
a successful pregnancy — oogenesis,
uterine receptivity, decidualization, and
placentation.’® As reported by a
Finnish whistleblower, 155 an
autoimmune-type reaction against some
of these 27 proteins could potentially
impair reproduction and may account for
the observed decrease in health of
oocytes, sperm cells, and embryos in in-
vitro fertilization clinics following the mass
rollout of these mRBNA products. In men,
two doses of the Pfizer/BioNTech
COVID-19 product was associated with
a 15.4% temporary decline in total
sperm concentration and motility. 156

8.2.5) The controversial question of
whether mRNA sequences delivered
by vaccination can become part of
the human genome needs to be
addressed. There is evidence that it can
occun81.157.158 that production of DNA
copies of vaccine mRNA inside cells has
been demonstrated, 159 and that genome
integration has occurred with SARS-
CoV-2 sequences.’60 These events have
been associated with increased levels of
biological elements that promote
genomic instability and inflammation and
their continued stimulation can lead to
immune disorders.81.159.160 A study
published in PLOS Pathogens showed
that in mice, “the mRNA-LNP vaccine
platform induces long term
immunological changes, some of which
can be inherited by the offspring”
(emphasis added).16" The effect on the
immune system in human offspring —
including defence against infections as
well as a propensity toward allergy and
autoimmune disorders — is at this stage
completely unknown.

As noted, multiple studies indicate that
there are many concerning mechanisms
of action and potential harms associated
with mRNA substances and similar
products. The precautionary principle —
“first, do no harm” — would suggest that
the best course of action for pregnant
and/or breastfeeding mothers would be
to avoid these products all together.
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9. What are some of the disturbing safety signals?

Most concerning are the accumulating safety
signals — and the apparent reluctance to fully
investigate them. In the first 3 months of the
rollout, Pfizer submitted a worldwide safety
report to the Food and Drug Administration
(FDA) in April 2021 reporting on the safety of
the COVID-19 mRNA products. This report
documented 1,223 mRNA product-suspected
adult deaths and 28 fetal or newborn deaths.*1
Based on these findings, Pfizer concluded that
there was insufficient information to establish
the safety of these products in pregnant and
lactating women.

Vaccine surveillance systems like the U.S. Vaccine Adverse
Events Reporting System (VAERS),62 UK Medicines &
Healthcare Products Regulatory Health Research Agency
(MHRA) Yellow Cards, 163 European Medicines Agency (EMA)
EudraVigilance, 64 and World Health Organization (WHO)
VigiAccess'65 were established to monitor suspected adverse
events in the general population following the approval of
vaccines that had been previously exhaustively studied for five
to ten years and had fully characterized safety profiles. These
passive systems were not designed to properly determine the
safety profile of a drug or determine the frequency of an
adverse event. The VAERS database may only capture as few
as 1% of actual adverse events.166 [f you look at this chart
going back to 1990, the miscarriages/stillbirths related to
vaccines by year were low until the mRNA injections came out
in 2021, then they absolutely skyrocketed (Figure 1).

Figure 1
Reports of miscarriage and stillbirths from VAERS162

That said, all four major adverse event surveillance
databases contain significant numbers of reproductive-
related and pregnancy-related adverse outcomes.
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VigiAccess EudraVigilance

AERS MHRA (WHO) (Pfizer only)
Total
Reports 1,424,789 464,072 4,429,975 1,132,795

Pregnancy /

Puerperium 12,413 2876

/ Perinatal
M'Scas"'age 5055 821 5959 1994
Fetal deaths 548 150

Stillbirths 193 23 231 60

Table 2

Reported Pregnancy-related Adverse Events on International
Databases up to October 10, 2022 (source: HART's Open Letter to
RCOG, RCM & UKHSA)167

9.1) A study currently in preprint by Dr. James Thorp (a U.S.
specialist in fetal-maternal medicine) compares VAERS
reported suspected pregnancy-related adverse outcomes
after the COVID-19 mRNA products to those reported after
influenza vaccinations.18 The study found much higher rates
of miscarriages, fetal disorders, fetal growth abnormalities, low
amniotic fluid, and fetal death/ stillbirth following the mRNA
injections as compared to the traditional flu vaccines.168 As
shown in Figure 2, adverse event (AE) reporting ratios ranged
from 5 to more than 1,000 times with most between 10- and
100-fold greater — this means the sheer number of events
being reported after mRNA product administration is
considerably higher than anything previously seen with other
vaccines. There is no question that comparing adverse
outcomes of two different products has its limitations.
Nevertheless, the number of reports indicating the possibility of
fetal injury is truly troubling and should alone prompt an urgent
halt to the use of MRNA products during pregnancy.

Figure 2
Global Reporting Ratios (RRs) of Adverse Events (AEs) for
COVID-19 Vaccination vs. Influenza Vaccination by Dose Given.
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9.2) An increased infant mortality rate was seen in Scotland in
2021 (Figure 3). This increase mostly related to spikes in
neonatal deaths, which seem to have followed closely with
recent maternal injections of the mRNA products (Figure 4). This
correlation is especially remarkable considering not all pregnant
women were vaccinated with these products. These spikes in
neonatal deaths continued into 2022 and have been
acknowledged as concerning.'®9 In May 2022, unsupported
assertions were made that the “the COVID-19 mRNA product,
which studies have consistently shown to be safe in pregnancy,
was not a factor [in these neonatal deaths].”170 This cannot be
known from the available evidence. Such an assertion would
require transparent studies free from the unexamined biases that
often plague most publications on this subject to date. Given
how closely the increase in neonatal deaths followed the mRNA
product rollout, it would seem the most ethical response would
be to halt the manufacture and distribution of the mRNA
products and immediately identify and investigate potential
causes.

This phenomenon of increased neonatal deaths is not limited to
Scotland. Spikes in neonatal death rates in 2021 were also
observed in analysis of data from a major Israeli health insurer.
Quarterly rates nearly tripled in Q2 and Q4, following
recommendation of COVID-19 mRNA products in February
2021 and 2021’s booster vaccination campaign, respectively.”?

Figure 3
Infant Mortality Rates by Week in Scotland 2015 — 2022172

Figure 4
Neonatal Deaths and COVID-19 mRNA product (dose (D) 1 - 3) in
Pregnancy in Scotland172
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9.3) Several studies have reported fetal heart stress after
the mother received the COVID-19 mRNA product. These
fetal heart issues appear to be similar to the myocarditis and
pericarditis known to occasionally follow COVID-19 injections
in children.173.174  Historically, myocarditis in babies has been
exceedingly rare and yet between June 2022 and March
2028 there was an unprecedented surge of severe
myocarditis in newborns and infants in the UK.'75 The
important question of whether the babies and/ or their
mothers had received any mRNA product will likely go
unaddressed. 75

9.4) According to a CDC study, there has been a significant
increase in U.S. maternal mortality rates of about 50% in
2021 relative to previous years (2019 and 2020).176 This
represents the largest increase in recent years and happened
despite the introduction of the COVID-19 mRNA products
purportedly meant to protect pregnant women.

9.5) Menstrual abnormalities and bleeding are among the
adverse effects known to be associated with the COVID-19
mMRNA injections in women.177.178 “Symptoms” of immune
thrombocytopenia (ITP), an immune mediated drop in
platelets that can cause bruising and/ or bleeding, have been
found in young Saudi women (ages 19-29 years) after
receiving the COVID-19 mRNA vaccines, and were more
severe with Moderna than Pfizer. Authors emphasize that
these results were similar to findings of studies carried out in
Germany, Israel, and Africa.’”® These types of immune issues
and clotting disorders are particularly concerning for young
women as these have been associated with infertility and
recurrent miscarriages.1€0

9.6) The global drop in birthrates in countries with highly
COVID-19 vaccinated populations is another concerning
indicator of potential harm. In the first half of 2022, birth rates
appear to have fallen significantly in highly vaccinated
countries throughout Europe, with a decline of more than 4%
in 15 countries and more than 10% in seven countries.181-184
At least two analyses have identified a temporal association
between large declines in birthrate and COVID-19
vaccination.182.184 Continuing to vaccinate without fully
investigating whether the drop in birthrate is linked to the
mass roll-out of MRNA injections is unsettling.

9.7) ltis important to question whether there are increased
safety risks with repeated shots. Currently, some pregnant
or lactating women have received a 4th or 5th shot and the
FDA has recently approved the 4th shot (i.e., first booster) for
infants (> 6 months).185 This is occurring without adequate
safety data.
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10. Does the messaging and medical advice follow
scientific evidence?

10.1) The media has promoted
publications that claim mRNA product
safety. As discussed in section 6.4,
the studies used to support these
claims are observational studies or
meta-analyses of observational trials.
These studies are unable to establish
safety and do not sufficiently monitor
both mother and child for potential
harms through the full length of the
pregnancy and thereafter.
Additionally, conflicts of interest,
where pharmaceutical companies
have vested interests in these
products, may have significantly
impacted the integrity of studies that
are said to suggest mRNA product
safety and effectiveness.

10.2) Problematic publications on
purported safety continue. Here are a
few examples. A large Canadian
study published in The Lancet
concluded that the COVID-19
injections had “a good safety profile in
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pregnancy” based on a follow-up
period of only seven days.%4 An
appropriate analysis would follow
safety through pregnancy and up to
two years of child development. A
BMJ publication that claimed efficacy
of the mRNA injections in pregnancy
for birth outcomes was among other
observational studies. This publication
used a long list of co-variables and
statistical assumptions rather than
actually matching the variables in the
groups of people being compared.92
A systematic review and meta-
analysis, co-authored by the current
president of the Royal College of
Obstetrics and Gynecology UK and
others with significant acknowledged
conflicts of interest, declared the use
of the mRNA products during
pregnancy to be effective in improving
perinatal outcomes.86 However, the
observational studies used to support
these claims were not sufficiently
robust to support these

conclusions.'8” There are no reliable
statistics proving safety in
pregnancy at this time.

10.3) Fundamental ethical
considerations in the research
process have been circumvented in
the past three years. Evidence
overwhelmingly indicates that these
MRNA products marketed as
vaccines to women of childbearing
age — and to pregnant and/ or
breastfeeding mothers — are not
needed, lack effectiveness (i.e., they
don’t work), and have plausible
mechanisms of harm in addition to
glaring, real-world indicators of
potential harm (i.e., they have not
been fully proven safe). Taken
together, all of these issues indicate
that the safety information available to
healthcare providers and the people
they serve regarding these mRNA
products is inadequate,
misunderstood or misleading.
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11. Does the healthcare system prioritize the safety of a
mother and her baby?

Traditionally, health delivery
systems were designed with
the wellbeing of the recipient
in mind.

However, over the years other interests
have taken precedence, shifting the
focus away from person-centered care
to what is broadly deemed “the best
interests of the community”. Healthcare
systems have tended to depersonalize
care in the service of efficiency and
affordability. Large healthcare systems
are complex and have multiple layers
and many profit-minded
stakeholders, 88 including
pharmaceutical companies. Entangled
interests89.190 of safety, efficiency,
influence,191.192 and profit inevitably
complicate matters and can lead to
competing priorities.93

Vaccines are among the most lucrative
pharmaceutical products, as their use
can be rationalized in both the healthy
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and the sick on an ongoing basis,
especially the use of vaccines for
respiratory illnesses.™4 In both the U.S.
and Canada, vaccine manufacturers are
often shielded from liability195 and during
the COVID-19 crisis, the COVID-19
mRNA products received emergency
use approval, such that, unlike other
products, they were not required to
prove safety prior to use in the general
population.18 Even more concerning is
that it appears that government
organizations like the U.S. Department
of Health and Human Services (HHS)
gave millions of dollars to the American
College of Obstetricians and
Gynecologists (ACOG) to participate in
a state of the art marketing campaign
called the COVID-19 Community
Corps, 9 which subverted trusted
relationships to promote these under-
tested mRNA products in pregnant
women rather than uphold informed
consent.197

Pharmaceutical companies and vaccine
manufacturers play a large role in
designing and running the studies
needed for drug approval and
promotion. Intentionally or
unintentionally, competing financial
interests?98,199 can compromise
research design, data collection, and
conclusions leading to an over
emphasis on product benefits and
minimization of product risks. When
there are concerns about the safety of a
pharmaceutical product, it may require
significant legal action to make research
data available for review.200.201 \What
can get lost in the push to develop,
regulate, and deploy incredibly lucrative
new products in record time is the
actual living, breathing human beings
and their born and unborn children who
might be harmed by their use.
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Protecting pregnancy

Pregnant and breastfeeding women, their babies, reproductive health,
and indeed our future, are too precious to risk injury due to under-tested
products. Pregnancy is a unique and exquisitely normal phase of
health. Nature’s intricate design and wisdom have sustained life
throughout the millennia. Relationships and engaging with the living
world around and within are what nourish life.

The precautionary principle: “First, do no harm”, implores practitioners
to avoid interventions, impositions, or interferences in pregnancy and
natural processes that have not been proven safe and without fully
weighing potential consequences to mothers and their babies. Logically,
this principle would lead to an immediate pause to the use of COVID-19
products marketed as vaccines in women of childbearing age, and during
pregnancy and breastfeeding. The clear real-world safety signals and the
absence of data on long-term safety outcomes support the notion that
these substances pose too many risks for mothers and children.

Similarly, the evidence reviewed indicates these mRNA products are not
needed and may be doing more harm than good. Pregnant women,
breastfeeding mothers, or women of childbearing age deserve to know
and to act on this information without fear of how they will be treated in
response to the questions they ask or the decisions they make.

Life is precious. Protect pregnancy and breastfeeding. Do no harm.

canadiancovidcarealliance.org

About Us

The Canadian Covid Care
Alliance provides
independent, science-
based evidence to
empower Canadians.

Quir alliance of independent Canadian doctors,
scientists and healthcare practitioners is
committed to providing top-quality and balanced
evidence-based information to the Canadian
public about COVID-19 so that hospitalizations
can be reduced, lives saved, and our country
safely restored as quickly as possible.

This guide was produced in
association with the Mama Bears
Project.

mamabearsproject.com
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