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Opinion Article

This is a follow-up to my in-depth investigative report
for Trial Site News entitled, 'On what basis are
pregnant women being encouraged to take the P!zer
vaccine?' My May report revealed alarming data buried
in the court-ordered release of P!zer's trove of
documents, which the FDA relied on to grant
emergency use authorization of the P!zer-BioNTech
Covid-19 vaccine on December 11, 2020.

An extract from P!zer's post-authorization safety

https://www.trialsitenews.com/p/sonia_elijah
https://www.trialsitenews.com/a/on-what-basis-are-pregnant-women-being-encouraged-to-take-the-pfizer-vaccine-6e3730c1
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report (which was disclosed around December 2021
thanks to FOIA request) reads as follows, 'Pregnancy
outcomes for the 270 pregnancies were reported as
spontaneous abortion (23), outcome pending (5),
premature birth with neonatal death, spontaneous
abortion with intrauterine death (2 each), spontaneous
abortion with neonatal death, and normal outcome (1
each). No outcome was provided for 238No outcome was provided for 238
pregnancies.pregnancies.''

In the Spring of 2021, Health authorities such as the
CDC and the NHS in the UK gave the green light for
pregnant and lactating women to be administered the
Covid-19 vaccine, despite the fact that phase1/2/3 of
P!zer’s clinical trials excluded pregnant and lactating
women.

Vaccine sheddingVaccine shedding

In P!zer's own clinical protocol,  the criteria for
exposure during pregnancy (EDP) is described in great
detail on page 67-68, implying that exposure of
pregnant women to the study intervention (vaccine)
was something P!zer and BioNTech were concerned
about. Given that no reproductive toxicity or
genotoxicity reports were ever done, perhaps there was
something of concern on their radar. What is shocking
is that the intramuscular injection of the study
intervention was not the only form of exposure which

https://cdn.pfizer.com/pfizercom/2020-11/C4591001_Clinical_Protocol_Nov2020.pdf
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concerned them but the possibility of vaccine shedding,
too.

(See screenshot below)

'A female family member or healthcare provider reports
that she is pregnant after having been exposed to the
study intervention (the P!zer-BioNTech mRNA
vaccine) by inhalation or skin contactinhalation or skin contact.' 

‘A male family member or healthcare provider who has
been exposed to the study intervention by inhalationby inhalation
or skin contactor skin contact then exposes his female partnerthen exposes his female partner
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prior to or around the time of conception.’prior to or around the time of conception.’

These speci!cations reveal that the trial sponsor
(BioNTech) and the company conducting the trial
(P!zer) were very much aware of the possibility of
vaccine shedding and considered it to be a serious
adverse event (SAE) with the need of the immediate
reporting of it by a trial investigator to‘P!zer Safety
within 24 hours of the investigator’s awareness.’

In contrast, we have the mainstream media and
platforms such as Wikipedia branding vaccine shedding
as a wild conspiracy theory .

The skewed retrospective study ofThe skewed retrospective study of
pregnant womenpregnant women

CDC based their recommendation of the COVID-19
vaccines for pregnant women on a limited
retrospective study of roughly 10,000 pregnant
women, with over 60% vaccinated during their third
trimester (only 1% were in their !rst trimester)
undeniably this could have led to bias in the results.
The results of this study paved the way for health
authorities around the world to say that the Covid-19
vaccines (Moderna, P!zer, Janssen) were safe for
pregnant women.

Con"icts of interestCon"icts of interest

https://en.wikipedia.org/wiki/Vaccine_shedding
https://www.cdc.gov/mmwr/volumes/71/wr/mm7101e1.htm?s_cid=mm7101e1_w
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The lead authors of a report analysing this study stated,
‘‘COVID-19 vaccination during pregnancy was not
associated with preterm birth or small-for-gestational-
age at birth overall, strati!ed by trimester of
vaccination, or number of vaccine doses received
during pregnancy, compared with unvaccinated
pregnant women'  had received institutional research
funding from P!zer and Johnson & Johnson (the
makers of the Janssen Covid-19 vaccine).

The contradictory advice between theThe contradictory advice between the
governmental regulatory bodies and thegovernmental regulatory bodies and the
health authoritieshealth authorities

Buried within the FDA package insert for
COMIRNATY (marketing name for the P!zer-
BioNTech mRNA vaccine) states,  ‘‘Available data onAvailable data on
COMIRNATY administered to pregnant womenCOMIRNATY administered to pregnant women
are insu#cient to inform vaccine-associatedare insu#cient to inform vaccine-associated
risks in pregnancy.’risks in pregnancy.’  

Below is a screenshot of the Long Version (Full EUA
Prescribing Information) which was last revised on 31
August 2022.

https://www.fda.gov/media/153713/download
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Not only is the fact, 'available data on P!zer-BioNTech
COVID-19 vaccine administered to pregnant women
are insu#cient insu#cient to inform vaccine-associated risks in
pregnancy', there's nonenone available 'to assess the e$ects
of P!zer-BioNTech COVID-19 vaccine on the
breastfed infant or on milk production/excretion.'

Yet, this did not appear to bother health authorities
around the world like the NHS in the UK and the
CDC in the US, which have strongly encouraged
pregnant and lactating women to have the COVID-19
vaccines, stating they are ‘safe and e$ective’- even when
those countries' governmental regulatory bodies (the
US FDA and the UK’s MHRA) have not apparently
authorised their use in those speci!c populations.

Across the pond in the UK, this signi!cantly
contradictory pattern of advice to pregnant women has
been the same. The public assessment report of P!zer-

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1101992/COVID-19_mRNA_Vaccine_BNT162b2__UKPAR___PFIZER_BIONTECH_ext_of_indication_11.6.2021_banner_020922.pdf
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BioNTech COVID-19 vaccine (BNT162B2) which
was only recently updated as of 16 August 2022,
includes the alarming toxicity conclusions on page 21
of the document.

Just like the FDA, the MHRA makes a similar
conclusion of there being insu#cient data to authorise
the safe use of the vaccine in pregnant women.
However, the MHRA goes even further by stating that
‘healthcare professionals are advised to rule out‘healthcare professionals are advised to rule out
known or suspected pregnancy prior toknown or suspected pregnancy prior to
vaccination. Women who are breastfeedingvaccination. Women who are breastfeeding
should also not be vaccinated.’should also not be vaccinated.’

In my earlier report, I included the document,
Regulation 174 Information for UK healthcare
professionals, which was also last updated 16 August
2022. The screenshot below is taken from that
document.

https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19/information-for-healthcare-professionals-on-pfizerbiontech-covid-19-vaccine
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The acknowledgement of the 'limited experience' and
'unknowns' does not promote certainty in the safety of
the mRNA vaccines for pregnant women or for breast-
fed babies either.

The MHRA appears to side-step to quell aThe MHRA appears to side-step to quell a
social media stormsocial media storm

Now, on or around Friday September 2, the MHRA
slapped on a notice to its public assessment report of
the P!zer-BioNTech COVID-19 vaccine.

This is how it appeared before Friday September 2 on
the UK government website, as you can see it was last
updated 16 August 2022.



2022-09-08, 2(26 PMCOVID-19 mRNA vaccines for pregnant women? The contradictory advice between the regulatory and health authorities

Page 10 of 19https://www.trialsitenews.com/a/covid-19-mrna-vaccines-for-pregnant…tory-advice-between-the-regulatory-and-health-authorities-46564925

 

This is what it looks like now.

https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19/summary-public-assessment-report-for-pfizerbiontech-covid-19-vaccine
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As you can see, there is a notice stating that the
assessment report ‘summarises the initial assessment at
the time of approval in December 2020.’  It is unusual
that the MHRA inserted a notice around September 2,
when it only updated the document on 16 August
2022. Could it be because of the social media storm
created after this post below went viral, highlighting
the contradictory advice between the NHS and the UK
government’s MHRA?
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The post here is not accurate when they state the ‘UK
government quietly removes approval’- the document’s
toxicity conclusions has always been there from the
beginning.

The fact that the NHS was ‘strongly recommending’
pregnant and breast-feeding women to have the
COVID-19 vaccines against the authorisation of the
MHRA for that speci!c population, is nothing but
scandalous.

This story was picked up by Prof Norman Fenton and
Dr John Campbell who has over 2 million subscribers
and made a YouTube video about it. Following the

https://www.nhs.uk/conditions/coronavirus-covid-19/coronavirus-vaccination/pregnancy-breastfeeding-fertility-and-coronavirus-covid-19-vaccination/
https://www.normanfenton.com/post/breaking-news-uk-government-says-vaccine-not-safe-for-pregnant-or-breastfeeding-women
https://metatron.substack.com/p/how-should-pregnant-and-breastfeeding?utm_source=email
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posting of that video, Campbell was issued with a strike
against his YouTube channel.

It does appear that the MHRA, since September 2, has
included this notice to their report to quell the social
media storm and the attention it was getting from the
UK mainstream media. The Independent ran the
headline, ‘Pregnant people targeted with false vaccine
claims on social media.’

It went on to state:

'Inaccurate vaccine claims on social media about the
safety of Covid vaccines for pregnant people have been
discredited by UK health agencies.

False messages shared by thousands alleged that people
who are pregnant or breastfeeding were advised against
taking the vaccine.'

It’s also worth noting that in the MHRA’s Public
Assessment report for the P!zer-BioNTech COVID-19
vaccine it states that two of the four lipids that the
vaccine contains are ‘novel in that they have not‘novel in that they have not
been used in an authorised medicinal product inbeen used in an authorised medicinal product in
the UK.’ the UK.’ 

https://www.independent.co.uk/life-style/health-and-families/pregnancy-false-vaccine-claims-nhs-b2157367.html?utm_content=Echobox&utm_medium=Social&utm_campaign=Main&utm_source=Twitter#Echobox=1662023432
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Not only have these two novel lipid nanoparticles
never been used before in an authorised medicinal
product, they are also known to be toxic.

ALC-0159 is a PEG/lipid conjugate (i.e. PEGylated
lipid). PEG (polyethylene glycol) is known to trigger
serious allergic reactions, including anaphylaxis, which
is potentially life-threatening. An April 2021 study in
the UK linked PEG found in both P!zer and Moderna
mRNA vaccines to be the cause of anaphylaxis. Just
around the same time, health authorities were ‘strongly
encouraging’ pregnant women to have the COVID-19
vaccines.

ALC-0315 is a cationic lipid. There’s extensive
scienti!c literature which states that this type of lipid is
toxic, see screenshot below.

https://pubmed.ncbi.nlm.nih.gov/33825239/
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An alarming study by Fraiman et al, including Dr Peter
Doshi, has just recently been peer reviewed and
published in the journal, Vaccine, entitled ‘Serious
adverse events of special interest following mRNA
COVDI-19 vaccination in randomized trials in adults.' 
The study showed that ‘P!zer and Moderna mRNA
COVID-19 vaccines were associated with an excesswith an excess
risk of serious adverse events of special interestrisk of serious adverse events of special interest.’
The P!zer clinical trial produced a '36% higher risk36% higher risk
of these events in the vaccine groupof these events in the vaccine group.'  The authors
concluded that 'The excess risk of serious adverse
events found in our study points to the need forneed for
formal harm-bene!t analysesformal harm-bene!t analyses, particularly those that
are strati!ed according to risk of serious COVID-19

https://www.sciencedirect.com/science/article/pii/S0264410X22010283#!
https://twitter.com/RhetoricalGirl0/status/1565690735084568576
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outcomes. These analyses will require publicThese analyses will require public
release of participant level datasets.release of participant level datasets.' 

If you look at OpenVaers, you can see that through to
August 26, 2022 a staggering 4,992 miscarriages have
been reported, along with 30,605 deaths, 9,979
anaphlaxis and 175,020 hospitalizations.

For the CDC, NHS and other health authorities around
the world to say these novel mRNA vaccines are 'safe
and e$ective' and to 'strongly recommend' them for
pregnant women is reckless and harmful as the real-
world data is sadly telling another story.
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vaccine?' My May report revealed alarming data buried
in the court-ordered release of P!zer's trove of
documents, which the FDA relied on to grant
emergency use authorization of the P!zer-BioNTech
Covid-19 vaccine on December 11, 2020.

An extract from P!zer's post-authorization safety
report (which was disclosed around December 2021
thanks to FOIA request) reads as follows, 'Pregnancy
outcomes for the 270 pregnancies were reported as
spontaneous abortion (23), outcome pending (5),
premature birth with neonatal death, spontaneous
abortion with intrauterine death (2 each), spontaneous
abortion with neonatal death, and normal outcome (1
each). No outcome was provided for 238No outcome was provided for 238
pregnancies.pregnancies.''
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