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Welcome to The Informant, our new monthly 
magazine offering curated news and exclusive 
content to supporters of the Informed Consent 
Action Network. We really wanted to provide 
something more to those supporters who give 
something more.  The Informant features exclusive 
interviews, articles, and a breakdown of our most 
impactful work over the past month. 

When The HighWire premiered in 2017, we 
imagined a news program where we could 
report on the important news ICAN was making, 
but we hadn’t considered at the time that there 
would be too much news for us to cover in our 
weekly show.  During production meetings, we 
are often faced with the difficult decision of 
cutting important stories simply because there is 
not enough time to cover every breaking story, 
and every action ICAN is taking. The Informant 
provides a platform to bring you those important 
stories, highlight ICAN’s most significant actions, 
and direct your eye to informative content you 
may have missed in the previous month. 

ICAN’s legal footprint is vast, spanning thousands 
of FOIA requests, numerous lawsuits & petitions 
to regulatory agencies, in-depth investigations 
of important health issues facing the public, 
publication of white papers, and more.

Also, expect to find behind-the-scenes interviews 
with our CEO, Del Bigtree, a breakdown of 
things we aren’t able to cover extensively on The 
HighWire, and other articles only available here, 
for you. 

Part of what I think makes ICAN unique is our 
relationship with our supporters, who make 
all that we do possible.  Our team really has a 
passion for providing information directly to the 
public, so they can make truly informed decisions 
for themselves and their families.  We have all 
been on a journey together since our founding 
in 2016, and The Informant is another exciting 
path along that journey.  I hope that you find it 
insightful, interesting and informative. 

Catharine Layton
COO, ICAN
Supervising Producer,
The HighWire  
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4 ICAN’S RECENT LEGAL UPDATES

FDA REFUSES TO ENFORCE EUA ADVERTISING RESTRICTION — BUT ALSO 
INSISTS IT MUST KEEP THE PROVISION!

During the pandemic, 
ICAN witnessed many 
instances where state 
and federal public health 
entities falsely referred 
to COVID-19 vaccines 
released under Emergency 
Use Authorization (EUA) 
as “approved” or “safe 
and effective” in direct 
violation of federal law 
and the conditions of the 
vaccines’ EUAs. ICAN’s 
attorneys sent two petitions 
to the FDA demanding it 
either enforce the terms of 
its own EUAs that prohibit 
advertisements with this 
illegal language or rescind 
the advertising restrictions 
entirely. FDA chose to do 
neither.

The COVID-19 vaccine 
EUAs issued by the FDA 
includes an important 
advertising condition that 
states:

All descriptive printed 
matter, advertising, and 

promotional material 
relating to the use of the 
COVID-19 vaccines clearly 
and conspicuously shall 
state that: This product 
has not been approved or 
licensed by FDA.

However, in the early days 
of the COVID-19 vaccines, 
ICAN documented and 
took action on numerous 
instances where this 
provision being blatantly 
violated. For example, in 
January 2021, the New 
York State’s COVID-19 
website included a graphic 
for government officials, 
health care providers, and 
the public to use on social 
media that said, “The 
COVID-19 vaccine went 
through the same rigorous 
approval process that all 
vaccines go through.” New 
York removed this claim 
after ICAN’s attorneys 
wrote a letter pointing out 
they were violating federal 
law.

In March 2021, the 
Michigan Department 
of Health and Human 
Services posted a message 
on its Facebook page 
which stated, in part, “[E]
ach COVID-19 vaccine 

from the COVID-19 vaccine 
EUAs entirely.

One of these two citizen 
petitions should have been 
granted—either enforce 
the condition of the FDA’s 
own EUAs or remove the 
condition. So, what did 
FDA ultimately do? In a 
combined response to 
both petitions, it chose 
neither. To the first petition, 
it declared, “The Agency 
makes decisions regarding 
whether to pursue 
enforcement actions on 
a case-by-case basis, 
considering all relevant 
facts and circumstances… 
At this time, we are not 
taking the actions you 
requested.” To the second 
petition, it stated, “[T]
he August 2022 Petition 
does not identify any legal 
requirement for FDA to 
remove this condition of 
authorization from any of 
the Authorized COVID-19 
vaccines as requested. For 
these reasons, FDA denies 
this request.”

The FDA wants to have 
its cake and eat it too. It 
doesn’t feel the need to 
enforce the provisions, 
but it also wants to give 
the appearance of caring 
about safety by keeping 
them in place—its response 
to ICAN’s two petitions 
reveal this for exactly what 
it is: theater.

Rest assured that ICAN will 
continue to expose this kind 
of hypocrisy.

WHAT YOU NEED
TO KNOW:

• ICAN documented 
instances where state 
& federal public health 
entities falsely referred 
to COVID-19 vaccines 
under Emergency Use 
Authorization (EUA) as 
“approved” or “safe and 
effective,” which directly 
violated federal law and 
EUA conditions

• ICAN’s attorneys 
petitioned the FDA 
to enforce EUA 
conditions prohibiting 
advertisements with 
illegal language or to 
rescind the advertising

had to pass through the 
same thresholds of research 
and testing as every other 
vaccine. And it’s important 
to know that all three of 
the approved COVID-19 
vaccines were proven to be 
safe and 100% effective…” 
Once again, Michigan 
promptly removed the 
information after ICAN’s 
attorneys wrote to them 
demanding its removal.

But when it became 
clear that correcting 
this misinformation was 
becoming a game of 
whack-a-mole, ICAN’s 
attorneys submitted 
a petition to the FDA 
demanding it take steps to 
enforce federal law and 
the conditions of the EUAs 
it issued by ensuring that 
the COVID-19 vaccines 
were not to be promoted as 
“approved.”

When FDA failed to take 
any substantive action, 
ICAN’s attorneys submitted 
a second petition on 
August 12, 2022, this time 
requesting that FDA, in light 
of the confusion caused by 
its refusal to enforce its own 
EUA conditions, remove 
the advertising condition 

https://icandecide.org/press-release/fda-refuses-to-enforce-eua-advertising-restriction-but-also-insists-it-must-keep-the-provision/
https://www.fda.gov/media/144636/download#page=27
https://www.fda.gov/media/144636/download#page=27
https://web.archive.org/web/20210107093711/https:/covid19vaccine.health.ny.gov/education
https://icandecide.org/article/nys-dept-of-health-removes-false-covid-19-vaccine-information-in-response-to-ican-demand/
https://www.law.cornell.edu/uscode/text/21/360bbb-3
https://www.law.cornell.edu/uscode/text/21/360bbb-3
https://icandecide.org/article/false-covid-19-vaccine-information/
https://icandecide.org/wp-content/uploads/2023/09/FDA-Response-FDA-2021-P-0337-and-FDA-2022-P-1913-Nov-15-2022_Redacted.pdf
http://
http://
https://icandecide.org/article/false-covid-19-vaccine-information/
https://icandecide.org/wp-content/uploads/2023/09/Final-Petition-and-Cover-Letter.pdf
https://icandecide.org/wp-content/uploads/2023/09/Final-Petition-and-Cover-Letter.pdf
https://icandecide.org/wp-content/uploads/2023/09/Citizen-Petition-Removal-of-Disclaimer-from-EUA-Draft-v.32.pdf
https://icandecide.org/press-release/fda-refuses-to-enforce-eua-advertising-restriction-but-also-insists-it-must-keep-the-provision/
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WHAT YOU NEED TO 
KNOW:
• Sept 2023 - an FDA 

advisory committee 
labeled the drug 
phenylephrine (Sudafed 
PE) as “ineffective,” noting 
extremely small sample 
sizes, bias, & data integrity 
issues

• Just a day prior, the FDA 
issued guidance stating 
a manufacturer can 
show evidence of the 
effectiveness of a product 
with a single investigation 
in animals alone

• Dec 2023 - ICAN filed 
a formal comment in 
opposition to the draft 
guidance, reminding the 
FDA of its refusal to stick to 
its own standards

With public faith in FDA 
continuing to decline, the 
agency published draft 
guidance stating that a 
single animal study could 
be sufficient to demonstrate 
a vaccine’s effectiveness. 
ICAN’s attorneys submitted 
a comment in opposition to 
this draft guidance which 
comes shortly after FDA 
approved a COVID-19 
booster based on trials 
performed solely in mice.

Back in 2007, an FDA 
advisory committee met 
to re-review the safety, 
effectiveness, and dosing 
of phenylephrine (Sudafed 
PE), which has been on the 
market for nearly 50 years. 
At the 2007 meeting, the 
committee considered its 
efficacy data “borderline” 
but nonetheless voted 11-1 
in favor of its efficacy, 
although it did vote in favor 
of additional studies being 
done.

On September 12, 2023, 
the same FDA committee, 
possibly attempting to 
bolster its image as a tough 
regulatory watchdog, 
voted unanimously to label 
phenylephrine “ineffective” 
as a nasal decongestant. 
The committee noted 
“significant methodological 
and statistical issues with 
the design and conduct 
of the original studies 
submitted to and evaluated 
by the Panel…All but 
one evaluated extremely 
small sample sizes, none 
adequately controlled for 
bias…and none performed 
appropriate sample 
size calculations,” and 
observed, “After a thorough 
review of all the available 
evidence, it is also possible 
that there may have been 
bias and/or data integrity 
issues at [at] least one 
study center…where five of 
the seven positive oral PE 
studies were conducted.”

If FDA follows the panel’s 
advice, the drug will be 
pulled from the market, 
despite the long-standing 
indications of its inefficacy, 
most of which were known 
in 2007. It’s too bad the 
committee didn’t perform 
this “thorough review” at 
any point prior to the last 
50 years, before Americans 
wasted billions of dollars 

on an ineffective treatment 
(nearly $2 billion in 2022 
alone) that apparently only 
exposed them to potential 
harm without benefit.

Ironically, on September 11, 
2023, just one day before 
the committee met to clamp 
down on this “ineffective 
drug” with shoddy clinical 
trials, FDA issued draft 
guidance stating that, under 
certain circumstances, a 
manufacturer can show 
evidence of effectiveness 
for a biological product 
with a single clinical 
investigation conducted in 
animals, giving the example 
of “[w]hen the product is 
a preventive vaccine, and 
there is a well-established 
model of infection for a 
relevant infectious disease, 
and use of the vaccine 
in the animal model 
demonstrates prevention 
of disease.” Notably, this 
occurred shortly after FDA 
authorized the newest 
Pfizer COVID-19 vaccines, 
which are as Dr. Paul Offit 
notes, “new product[s],” 
even though Pfizer tested 
this brand-new shot only in 
mice—not humans.

Thus, on December 18, 
2023, ICAN, through its 
attorneys, filed a formal 
comment in opposition 
to the draft guidance. 

ICAN CHALLENGES FDA’S MOVE TO WEAKEN ITS ALREADY PALTRY 
CLINICAL TRIAL REQUIREMENTS FOR VACCINE APPROVAL

Despite urging by ICAN 
in its November 2020 
petition, FDA refused to 
amend the Phase III trials 
of the COVID-19 vaccines 
to ensure they met the 
required standard of 
“substantial evidence” of 
effectiveness. As a result, 
we now have generations 
of new vaccines being 
approved based on 
those original ineffective 
products.

Now, FDA is doubling 
down on its malfeasance 
by authorizing COVID-19 
vaccines without human 
trials while simultaneously 
creating guidance to 
excuse its lack of oversight. 

As ICAN’s comment notes:

[I]t is apparent that FDA 
is tailoring guidance 
based on the vaccine 
manufacturers’ clinical 
trials instead of requiring 
that these trials comply 
with what any reasonable 
licensing agency should 
and would require. 
FDA has seemingly 
forgotten that its function 
is to regulate the 
pharmaceutical industry, 
not rubber stamp it. The 
Draft Guidance does not 
provide oversight, and even 
worse lends illegitimacy 
to the FDA when there is 
clearly insufficient evidence 
to support authorization or 
licensure. This is especially 
troubling for products that 
will be injected into healthy 
humans—including babies, 
children, and pregnant 
women.

https://onlinelibrary.wiley.com/doi/10.1002/hast.1525
https://www.fda.gov/media/172166/download
https://www.fda.gov/media/172166/download
https://icandecide.org/wp-content/uploads/2023/12/ICAN-Comment-Re-Docket-No-FDA2023D2318-1.pdf
https://archives.federalregister.gov/issue_slice/1976/9/9/38248-38441.pdf#page=110
https://www.fda.gov/media/171915/download#page=31
https://wayback.archive-it.org/7993/20170404050459/https:/www.fda.gov/ohrms/dockets/ac/07/minutes/2007-4335m1-Final.pdf
https://wayback.archive-it.org/7993/20170404050459/https:/www.fda.gov/ohrms/dockets/ac/07/minutes/2007-4335m1-Final.pdf
https://www.medpagetoday.com/publichealthpolicy/fdageneral/106309
https://www.fda.gov/media/171915/download#page=32
https://www.fda.gov/media/171915/download#page=61
https://www.fda.gov/media/171915/download#page=68
https://www.fda.gov/media/172166/download
https://www.fda.gov/media/172166/download
https://www.youtube.com/watch?v=BFdzNUus_CE&t=23704s
https://www.fda.gov/media/159496/download#page=20
https://www.fda.gov/media/159496/download#page=20
https://icandecide.org/wp-content/uploads/2023/12/ICAN-Comment-Re-Docket-No-FDA2023D2318-1.pdf
https://icandecide.org/wp-content/uploads/2023/12/ICAN-Comment-Re-Docket-No-FDA2023D2318-1.pdf
https://icandecide.org/press-release/ican-challenges-fdas-move-to-weaken-its-already-paltry-clinical-trial-requirements-for-vaccine-approval/
https://icandecide.org/wp-content/uploads/2020/11/2020-11-06-Final-Cover-Letter-and-Petition.pdf
https://icandecide.org/wp-content/uploads/2020/11/2020-11-06-Final-Cover-Letter-and-Petition.pdf
https://icandecide.org/press-release/exclusive-ican-obtains-uk-safety-update-reports-for-the-astrazeneca-covid-19-vaccine/


6 ICAN’S RECENT LEGAL UPDATES

NEW CASE REPORTS RELEASED FOR PFIZER AGES 12-15 AND 
MODERNA AGES 18+ SHOW MYOCARDITIS, APPENDICITIS, INTESTINAL 

PERFORATION, AND MORE

FDA released another 
180,000 pages of 
COVID-19 vaccine 
documents in January, 
as required by court 
order. Many files in this 
production are case reports 
of individual clinical trial 
participants. According to 
FDA, this is the final batch 
of documents related to the 
authorization of the Pfizer 
vaccine for ages 12-15.

The January 2024 release 
of documents related to 
the Pfizer vaccine for ages 
12-15 consisted of 67,924 
pages. While FDA says 
this is the last batch for this 
age group, rest assured 
ICAN will be reviewing the 
documents to determine 

if anything critical is 
missing or was improperly 
redacted. Here are some 
areas of interest in this 
month’s release:

There were 4 separate case 
reports of appendicitis, 
which was a prespecified 
adverse event of special 
interest. Appendicitis 
adverse events included an 
approximately 14-year-
old boy (18 days after 
second placebo dose), an 
approximately 15-year-old 
boy (nearly 5 months after 
second vaccine dose), an 
approximately 16-year-
old boy (nearly 6 months 
after second vaccine dose), 
and an approximately 
13-year-old girl (3 days 
after second vaccine 
dose). The first 3 cases 
were deemed “unrelated” 
but on the final one there 
was disagreement: “In the 
opinion of the investigator, 
there was a reasonable 
possibility that the 
appendicitis was related 
to the study intervention... 
Pfizer did not concur…”

An approximately 16-year-
old boy developed 
myopericarditis 2 days 
after his second dose 
of the vaccine (prior to 

that he had two placebo 
doses). Pfizer admitted that 
“there was a reasonable 
possibility that the 
myocarditis was related to 
the study intervention….” 
FDA also stated that 
“FDA agrees that this SAE 
[serious adverse event] 
was possibly related to 
vaccination.”

A Pfizer Pharmacovigilance 
Plan reported the results 
of a myocarditis survey 
of approximately 360 
individuals ages 12-29: 
“Thirteen (4%) patients 
reported readmission to 
the hospital, including 8 
of 13 (62%) patients who 
were readmitted because 
of a concern with the 
heart. Seventy-one (20%) 
patients were prescribed 
medication for their heart 
as of their last appointment 
with the provider.”

An sBLA Clinical Review 
Memorandum dated July 
8, 2022, contained an 
FDA reviewer’s praises of 
the vaccine efficacy of the 
12-15 age group, which 
was assessed for only 7 
days post-second dose: 
“Additionally, descriptive 
VE analyses, the VE after 
7 days post Dose 2 was 
100% (95% CI: 86.8; 
100.0) in participants 
12-15 years of age 
without prior evidence 
of SARS-CoV-2 infection 
and provided compelling 
direct evidence of clinical 
benefit in addition to the 
immunobridging results.” 
She enthusiastically 

concluded her report with: 
“[C]urrently available 
data support a benefit-
risk balance that is clearly 
favorable for approving 
Comirnaty for use in 
individuals 12-15 years of 
age.”

The January release of 
documents related to 
Moderna’s Spikevax 
consisted of 112,345 
pages, including several 
case reports noting 
gastrointestinal adverse 
events. Notably, intestinal 
perforation has been 
linked to thrombosis and 
COVID-19 infection and, 
yet, in each of the following 
cases, the adverse event 
was deemed “unrelated” to 
the clinical trial:

A 60-year-old man with a 
health history that included 
IBS, high blood pressure, 
and testicular cancer was 
hospitalized with a “2 cm 
ulcer in the duodenal bulb 
[small intestine] with clot 
present” 22 days after his 
second vaccine dose.

A 73-year-old man 
whose pre-existing 
conditions included 
heartburn, hypertension, 
high cholesterol, hernias, 
and blood clots, had 
emergency surgery for 
a “closed loop bowel 
obstruction” 2 days after 
his second vaccine dose.

As always, we encourage 
those interested to 
download the productions 
and review the data. 

WHAT YOU NEED
TO KNOW:

• Jan 2024 - FDA released 
the final180,000 pages 
of documents including 
case reports of individual 
clinical trial participants 
in the Pfizer COVID 
vaccine for ages 12-15

• Reports included four 
separate case reports of 
appendicitis & a case of 
teenage myopericarditis 

• The vaccine efficacy of 
the 12-15 age group 
was assessed for only 7 
days post-second dose

https://icandecide.org/press-release/new-case-reports-released-for-pfizer-ages-12-15-and-moderna-ages-18-show-myocarditis-appendicitis-intestinal-perforation-and-more/
https://icandecide.org/pfizer-12-15-and-moderna-documents/?t=full-pfizer-12-15-productions
https://icandecide.org/pfizer-12-15-and-moderna-documents/?t=full-pfizer-12-15-productions
https://icandecide.org/pfizer-12-15-and-moderna-documents/?t=full-pfizer-12-15-productions
https://bestinitiative.org/wp-content/uploads/2021/02/C19-Vaccine-Safety-AESI-Background-Rate-Protocol-FINAL-2020.pdf#page=12
https://bestinitiative.org/wp-content/uploads/2021/02/C19-Vaccine-Safety-AESI-Background-Rate-Protocol-FINAL-2020.pdf#page=12
https://bestinitiative.org/wp-content/uploads/2021/02/C19-Vaccine-Safety-AESI-Background-Rate-Protocol-FINAL-2020.pdf#page=12
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1147-11471281.pdf#page=50
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1147-11471281.pdf#page=50
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1005-10051449.pdf#page=59
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1005-10051449.pdf#page=59
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1091-10911447.pdf#page=87
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1091-10911447.pdf#page=87
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1156-11561357.pdf#page=70
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-interim-ado-mth6-narrative.pdf#page=6
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1223-12231273.pdf
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1223-12231273.pdf
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-1223-12231273.pdf#page=75
https://icandecide.org/wp-content/uploads/2024/02/125742-45_S211_M5_c4591001-interim-ado-mth6-narrative.pdf#page=50
https://icandecide.org/wp-content/uploads/2024/02/Courtesy-Copy_BLA-125742-45_07-08-2022_Memo_Committee-Memo-Clinical-Review.pdf#page=49
https://icandecide.org/wp-content/uploads/2024/02/125742-45_05-06-2022_Memo_Review.pdf#page=13
https://icandecide.org/wp-content/uploads/2024/02/Courtesy-Copy_BLA-125742-45_07-08-2022_Memo_Committee-Memo-Clinical-Review.pdf
https://icandecide.org/wp-content/uploads/2024/02/Courtesy-Copy_BLA-125742-45_07-08-2022_Memo_Committee-Memo-Clinical-Review.pdf
https://icandecide.org/wp-content/uploads/2024/02/Courtesy-Copy_BLA-125742-45_07-08-2022_Memo_Committee-Memo-Clinical-Review.pdf#page=58
https://icandecide.org/wp-content/uploads/2024/02/Courtesy-Copy_BLA-125742-45_07-08-2022_Memo_Committee-Memo-Clinical-Review.pdf#page=59
https://icandecide.org/pfizer-12-15-and-moderna-documents/?t=full-moderna-productions
https://icandecide.org/pfizer-12-15-and-moderna-documents/?t=full-moderna-productions
https://pubmed.ncbi.nlm.nih.gov/35139794/
https://pubmed.ncbi.nlm.nih.gov/35139794/
https://icandecide.org/wp-content/uploads/2024/02/125752_S3_M5_CRF_mrna-1273-p301-us3142268.pdf#page=355
https://icandecide.org/wp-content/uploads/2024/02/125752_S3_M5_CRF_mrna-1273-p301-us3142185.pdf#page=342
https://icandecide.org/pfizer-12-15-and-moderna-documents/
http://
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• ICAN’s legal team sent 
FOIA requests to the 
FDA after learning about 
quality control lapses at 
a Moderna COVID-19 
vaccine manufacturing 
facility

• The FDA inspected 
Moderna’s Norwood, 
MA facility from Sept 
11-21, 2023, and found 
numerous quality control 
lapses

• Issues include ignored air 
and temperature alarms, 
use of expired materials 
in the mRNA vaccines, 
failure to collect cleaning 
verification samples, and 
inadequate design and 
control of air handling 
equipment to reduce 
contamination risk

After hearing about 
quality control lapses at 
a Moderna COVID-19 
vaccine manufacturing 
facility, ICAN’s legal team 
immediately sent FOIA 
requests to FDA for more 
details. ICAN has now 
obtained FDA’s inspection 
report, which includes 
detailed descriptions about 
the conditions at the plant. 

On December 15, 2023, 
news broke that FDA found 
numerous quality control 
lapses during its September 
11-21, 2023 inspection 
of Moderna’s Norwood, 
Massachusetts facility, 
where it manufacturers its 
COVID-19 vaccine.

ICAN’s attorneys 
immediately submitted 
several FOIA requests to 

get more details on the 
inspection’s findings. In 
response, FDA recently 
produced this report to 
ICAN which has some 
stunning findings, including 
air and temperature alarms 
that were ignored, use of 
expired materials in the 
mRNA vaccines, failure to 
collect cleaning verification 
samples, and failure to 
design and control air 
handling equipment 
to reduce potential for 
contamination.

Incredibly, the report 
notes that Moderna 
“does not ensure that the 
equipment used for drug 
substance manufacturing 
are appropriately cleaned 
prior to the manufacturing 
of mRNA-1273 drug 
substance” and then 
proceeds to list the drug 
substance batch numbers 
that were manufactured 
using equipment utilized 
“without confirming the 
cleaning verifications test 
results for bioburden and 
endotoxin prior to the 
usage for subsequent batch 
manufacturing.”  

It also contains the 
following disturbing 

observations:

“Expired materials were 
found utilized beyond 
their expiration date and 
restricted materials were 
utilized in mRNA drug 
substance production. 
There are more than 
two thousand expired 
items stored in your 
GMP Warehouse and 
Cold Storage at time of 
inspection. These materials 
are currently stored at the 
same location with released 
or in-used materials. There 
was no clear demarcation 
between these items in the 
GMP Warehouse and cold 
storage.”

“Equipment and Facilities 
are not designed to 
minimize potential for 
contamination. Specifically, 
the air handling systems 
were not adequately 
designed and controlled 
to assure appropriate 
air quality in the Grade 
C cleanroom in which 
mRNA drug substance 
is manufactured. The 
positive pressure was not 
consistently maintained 
between the grade C 
cleanrooms and grade D 
Airlocks. Monitoring data 

from [redacted] system 
showed frequent drops 
of Grade C Cleanroom 
pressure to negative values 
between January 2023 
and September 2023. The 
negative DPs (differential 
pressure) were not assessed 
for potential impact.”

“Your firm [Moderna] 
failed to respond and 
follow up on the alarm 
responses within the 
timeframe established per 
SOP-0416.”

“Cleaning Validation 
studies of non-dedicated 
manufacturing equipment 
did not include challenges 
with actual conditions used 
in routine manufacturing 
processes.”

“A cleaning procedure 
update was implemented 
based on the change 
control and a six-month 
effectiveness check through 
cleaning verification after 
each equipment usage 
(due date: 14Mar2023) 
was required after the 
implementation of change 
actions to review cleaning 
verification data to ensure 
automated method change 
was effective. However, 
the cleaning verification 
samples were not collected 
after 06Feb2023.”

Given the deficiencies 
revealed in this report, 
ICAN’s attorneys have 
already submitted 
additional FOIA requests to 
dig deeper and will keep 
you posted on the results.

WHAT YOU NEED
TO KNOW:

ICAN OBTAINS FDA REPORT WHICH SHOWS SHOCKING 
CONDITIONS AT MODERNA VACCINE FACTORY

https://icandecide.org/press-release/ican-obtains-fda-report-which-shows-shocking-conditions-at-moderna-vaccine-factory/
https://www.reuters.com/business/healthcare-pharmaceuticals/us-fda-finds-control-lapses-moderna-manufacturing-plant-2023-12-15/
https://icandecide.org/wp-content/uploads/2023/12/IR1106A-FDA-CBER-Leadership-Communications-Regarding-Moderna.pdf
https://icandecide.org/wp-content/uploads/2023/12/IR1106B-FDA-Moderna-Form-483.pdf
https://icandecide.org/wp-content/uploads/2023/12/IR1106C-FDA-ORA-OBPO-Leadership-Communications-Regarding-Moderna.pdf
https://icandecide.org/wp-content/uploads/2024/01/ModernaTX-Inc.-Norwood-MA-FEI-3014937058-FDA-483-dtd-9-21-23_Redacted.pdf
https://icandecide.org/wp-content/uploads/2024/01/IR1106D-FDA-Communications-Concerning-Moderna-Contamination.pdf
https://icandecide.org/press-release/ican-obtains-fda-report-which-shows-shocking-conditions-at-moderna-vaccine-factory/
https://icandecide.org/press-release/ican-obtains-fda-report-which-shows-shocking-conditions-at-moderna-vaccine-factory/
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EARLY V-SAFE FREE-TEXT ENTRIES SHOW REMARKABLE 
CONSISTENCY IN THE FREQUENCY OF MENTIONS OF ADVERSE 

EVENTS

In March, CDC released 
the second batch of 
V-safe free-text entries. 
V-safe was the vaccine 
safety monitoring system 
rolled out for COVID-19 
vaccines. It took an order 
from a federal judge for 
the American public to get 
access to these entries, 
wherein users could type 
in up to 250 characters 
about anything they 

wanted, including details 
on the symptoms they were 
experiencing.

At first look, there’s 
remarkable consistency 
between the 390,000 
text entries received in 
February and the 390,000 
text entries received in 
March (made by 523,150 
unique V-safe users) in 
terms of the number of times 
certain symptoms were 
reported. For example, 
in both the February and 
March productions, roughly 
3,200 entries mention the 
symptom of “shortness 
of breath.” For the term 
“heart palpitations” there 
were about 1,900 reports 
in the February batch 
and 1,600 in the March 
batch. Concerningly, these 
are both symptoms of 

myocarditis. In addition, 
in each batch there were 
roughly 1,000 reports 
of “ringing” of the ears 
(tinnitus), which studies and 
news reports have linked 
to the COVID-19 vaccines, 
despite CDC’s refusal to 
recognize it as an adverse 
event.

Here are a few examples 
of the sobering entries 
received and presumably 
ignored by CDC:

“My tinnitus is off the 
charts. It is EXTREMELY 
LOUD. Had I know [sic] the 
vaccination would make 
my tinnitus worse I would 
have NEVER gotten the 
vaccine. Put it this way, if 
I was suicidal I would be 
dead by now thats [sic] 
how bad it is.”

“I had miscarriage after 
2nd dose of Pfizer covid 
vaccine. I felt fine until 
I had the vaccine and 
within 48 hrs pregnancy 
symptoms ceased. I have 
no history of fertility issues 
or complications and 
had 2 healthy uneventful 
pregnancies prior to this.”

“Today, I experienced 
heart palpitations 
accompanied by 
tachycardia, dizziness, and 
weakness. These symptoms 
lasted about 4 hours and 
my heart rate was between 
135-145. I have never 
experienced any of these 
symptoms until today.”

“Loss of consciousness 
and seizure immediately 
following injection. Went to 
ER by ambulance.”

A full analysis of the data 
won’t be possible until we 
have all 7.8 million entries.

In the meantime, we 
encourage those interested 
to download the data and 
review it yourselves. 

WHAT YOU NEED
TO KNOW:
• V-safe was the vaccine 

safety monitoring system 
rolled out for COVID-19 
vaccines which included 
a free text field where 
users could type details 
of their post-vaccine 
symptoms

• It took an order from 
a federal judge for the 
American public to get 
access to the free text 
field entries

• ICAN received 780k of 
the 7.8 million entries in 
early 2024 including:
~3,200 mentions of 
“shortness of breath,” 
3,500 reports of “heart 
palpitations,” & 2,000 
reports of “ringing” of the 
ears, or tinnitus

https://icandecide.org/press-release/early-v-safe-free-text-entries-show-remarkable-consistency-in-the-frequency-of-mentions-of-adverse-events/
https://icandecide.org/v-safe-data/
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/v-safe/index.html
https://icandecide.org/press-release/breaking-federal-judge-orders-cdc-to-release-all-v-safe-free-text-entries-in-a-huge-win-for-vaccine-safety-transparency/
https://icandecide.org/press-release/breaking-federal-judge-orders-cdc-to-release-all-v-safe-free-text-entries-in-a-huge-win-for-vaccine-safety-transparency/
https://my.clevelandclinic.org/health/diseases/22129-myocarditis
https://www.sciencedirect.com/science/article/pii/S0264410X2400210X?via%3Dihub
https://www.medpagetoday.com/special-reports/exclusives/97592
https://www.nbcnews.com/health/health-news/covid-vaccine-side-effects-tinnitus-may-linked-inflammation-rcna80675
https://icandecide.org/support-ican/
https://icandecide.org/v-safe-data/
http://
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https://twitter.com/HighWireTalk/status/1773690181486362724
https://twitter.com/HighWireTalk/status/1766189878918672781
https://twitter.com/HighWireTalk/status/1765192323166502990
https://twitter.com/HighWireTalk
https://thehighwire.com/
https://t.me/TheHighWireOfficial
https://www.instagram.com/the_highwire_official/
https://forms.monday.com/forms/8c41d6ee4362171cd4a4d569bf7c0903?r=use1
https://twitter.com/HighWireTalk/status/1773690181486362724
https://twitter.com/HighWireTalk/status/1766189878918672781
https://twitter.com/HighWireTalk/status/1765192323166502990
https://thehighwire.com/
https://twitter.com/highwiretalk?lang=en
https://telegram.me/s/TheHighWire?after=3383
https://www.instagram.com/the_highwire_official
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https://www.paul.senate.gov/
https://twitter.com/RandPaul
https://randpaulreview.substack.com/
https://www.newlouisiana.org/our-team/
https://twitter.com/HealthFreedomLA
https://healthfreedomla.substack.com/
https://thehighwire.com/ark-videos/the-business-of-science/
https://thehighwire.com/ark-videos/justice-for-all-2/
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https://dissolvingillusions.com/
https://home.solari.com/about-us/
https://thehighwire.com/ark-videos/females-on-the-frontline/
https://thehighwire.com/ark-videos/females-on-the-frontline/
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https://thehighwire.com/ark-videos/the-power-game/
https://thehighwire.com/ark-videos/borderline/
https://michaelyon.com/
https://michaelyon.substack.com/
https://twitter.com/Michael_Yon
https://www.europarl.europa.eu/meps/en/197709/ROBERT_ROOS/home
https://twitter.com/Rob_Roos
https://thehighwire.shop/collections/books/products/the-war-on-ivermectin-the-medicine-that-saved-millions-and-could-have-ended-the-pandemic
https://thehighwire.shop/collections/books/products/im-unvaccinated-and-thats-ok
https://thehighwire.shop/collections/books/products/ican-vs-hhs-the-great-vaccine-debate
https://thehighwire.shop/collections/books/products/book-the-indoctrinated-brain-by-michael-nehls-md-phd
https://thehighwire.shop/
https://thehighwire.shop/collections/books/products/book-deception-the-great-covid-cover-up
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http://thehighwire.shop
https://thehighwire.shop/
https://www.facebook.com/ICANdecide/
https://twitter.com/highwiretalk
https://rumble.com/c/TheHighWire
https://gab.com/TheHighWire
https://www.instagram.com/icandecide/
https://twitter.com/icandecide
https://twitter.com/AaronSiriSG
https://www.facebook.com/del.bigtree
https://twitter.com/jeffereyjaxen
https://jeffereyjaxen.substack.com/
https://twitter.com/delbigtree
https://www.facebook.com/ICANdecide/
https://twitter.com/HighWireTalk?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://gab.com/TheHighWire
https://www.instagram.com/icandecide/?hl=en
https://twitter.com/ICANdecide
https://www.facebook.com/del.bigtree/
https://twitter.com/jeffereyjaxen?lang=en
https://substack.com/@jeffereyjaxen
https://twitter.com/delbigtree?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://rumble.com/TheHighWire
https://www.instagram.com/the_highwire_official
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