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Anne McEnerny-Ogle, Mayor « Bart Hansen - Ty Stober « Erik Paulsen - Sarah J. Fox - Diana H. Perez - Kim D. Harless

April 14, 2025

Council Dinner / Executive Session Re: Real Estate Negotiations and Potential
Litigation (5:30 - 6:30 PM)

Mayor McEnerny-Ogle announced the Council would be entering into executive
session from 5:30-6:00 p.m. to discuss Real Estate Negotiations and Potential
Litigation.

Councilmember Hansen joined the Executive Session remotely.

Regular Council Meeting

6:30 PM
Vancouver City Hall - Council Chambers - 415 W 6th Street, Vancouver WA

This meeting was conducted as a hybrid meeting with in person and remote viewing
and participation over video conference utilizing a GoToMeeting platform. Members of
the public were invited to view the meeting in person, via the live broadcast on
www.cvtv.org and CVTV cable channels 23 or HD 323, or on the City's Facebook
page, www.facebook.com/VancouverUS. Public access and testimony on Consent
Agenda items and under the Community Forum were also facilitated in person and via
the GoToMeeting conference call.

Vancouver City Council meeting minutes are a record of the action taken by Council.
To view the CVTV video recording, including presentations, testimony and discussion,
for this meeting please visit:
https://www.cvtv.org/vid_link/37317?startStreamAt=0&stopStreamAt=4655

Electronic audio recording of City Council meetings are kept on file in the office of the
City Clerk for a period of six years.

Pledge of Allegiance

Call to Order and Roll Call

The regular meeting of the Vancouver City Council was called to order at 6:30 p.m. by
Mayor McEnerny-Ogle. This meeting was conducted as a hybrid meeting, including


https://www.cvtv.org/vid_link/37317?startStreamAt=0&stopStreamAt=4655
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both in person and remotely over video conference.

Present: Councilmember Harless, Councilmember Perez, Councilmember Fox,
Councilmember Stober, Councilmember Hansen, Mayor McEnerny-Ogle

Absent: Councilmember Paulsen

Motion by Councilmember Stober, seconded by Councilmember Fox, and Yes: 0,
No: 0, Abstaining: 0, to excuse Councilmember Paulsen from the Council
meeting. Absent from vote: Councilmember Paulsen.

Councilmember Hansen joined the meeting remotely.

Approval of Minutes

Minutes - April 7, 2025

Councilmember Fox asked to amend the minutes to include Councilmember Harless
exiting the April 7, 2025, Council meeting before Items 8 and 9 were discussed by
Council.

Motion by Councilmember Stober, seconded by Councilmember Perez, and
Yes: 6, No: 0, Abstaining: 0, to approve the April 7, 2025, minutes as amended.
Absent from vote: Councilmember Paulsen.

Proclamations

Autism Awareness Month

Mayor McEnerny-Ogle read and presented a proclamation to Karen Krejcha, Executive
Director, Autism Empowerment, and Sumi Dyment, Lead for Autism Serves, Helping
Hands, proclaiming April 2025, as Autism Awareness Month.

National Volunteer Week

Mayor McEnerny-Ogle read and presented a proclamation to Sherry Braga, Volunteer
Coordinator Fort Vancouver Regional Library, proclaiming April 21-26, 2025, as
National Volunteer Week.

Community Communication

This is the place on the agenda where the public is invited to speak to Council
regarding any matter on the Agenda not already scheduled for Public Hearing.
(Separate instructions are provided for offering testimony on Public Hearing when
applicable.) This includes the option to testify about Workshops. Members of the public
addressing Council are requested to give their name and city of residence for the audio
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record. Speakers are to limit their testimony to a total of three minutes for all items
combined.

Mayor McEnerny-Ogle opened Community Communication and received testimony
from the following community members regarding any matter on the agenda not
scheduled for a Public Hearing:

e Carmen DeLeon, Vancouver

There being no further testimony, Mayor McEnerny-Ogle closed Community
Communication.

Consent Agenda

The following items will be passed by a single motion to approve all listed actions and
resolutions. There will be no discussion on these items unless requested by Council. If
discussion is requested, the item will be moved from the Consent Agenda and
considered separately — after the motion has been made and passed to approve the
remaining items.

Council pulled items 1, 2, 7, 9, 11 and 13 for discussion.
Councilmember Harless recused herself from Item 11.

Motion by Councilmember Perez, seconded by Councilmember Fox, and Yes: 6,
No: 0, Abstaining: O, to approve Items 1-10 and 12-14 on the Consent agenda.
Absent from vote: Councilmember Paulsen.

Motion by Councilmember Fox, seconded by Councilmember Stober, and Yes: 5,
No: 0, Abstaining: 1, to Approve Item 11 on the Consent agenda. Absent from
vote: Councilmember Paulsen. Councilmember Harless recused herself and
abstained from the vote.

1. Construction Acceptance - Water Station 5 Reservoirs and Booster Station -
ITB 21-28

Staff Report: 067-25

Request: On Monday, April 14, 2025, accept the facilities as constructed by
Rotschy, Incorporated, (Rotschy) of Vancouver, Washington, and
authorize release of the contractor’s bond, subject to receipt of all
documentation required by law.

Patrick Craney, Water Resource Engineer,
patrick.craney@cityofvancouver.us

Page 3 of 9 — Vancouver City Council Meeting Minutes — April 14, 2025



Docusign Envelope ID: 5AE44C6B-7B2C-47E9-8315-9091896589DE

Motion approved the request.

2. Construction Acceptance - 2024 Joint Agency Road Preservation Project -
ITB 24-23

Staff Report: 068-25

Request: On Monday, April 14, 2025, accept the 2024 Joint Agency Road
Preservation Project as constructed by One Way Trigger of Sacramento,
California at the amended contract amount of $1,027,540.85, and
authorize release of bond, subject to receipt of all documentation required
by law.

Charles Fell, Senior Civil Engineer, charles.fell@cityofvancouver.us

Motion approved the request.

3. Construction Acceptance - 2024 East Curb Ramps Project - ITB 24-19

Staff Report: 069-25

Request: On Monday, April 14, 2025, accept the 2024 East Curb Ramps project as
constructed by Advanced Excavating Specialists LLC of Kelso,
Washington, and authorize release of bond, subject to receipt of all
documentation required by law.

Charles Fell, Senior Civil Engineer, charles.fell@cityofvancouver.us

Motion approved the request.

4. Construction Acceptance and Release of Retainage - 2024 Crack Sealing and
Mastic Repair Project - ITB 24-26

Staff Report: 070-25

Request: On Monday, April 14, 2025, accept the 2024 Crack Sealing and Mastic
Repair Project as constructed by BCV Inc. of Wenatchee, Washington,
and authorize release of the retainage in the amount of $19,219.63,
subject to receipt of all documentation required by law.

Charles Fell, Senior Civil Engineer, charles.fell@cityofvancouver.us

Motion approved the request.

5. Construction Acceptance and Release of Retainage - 2024 Joint Agency
Slurry Seal Project - ITB 24-22
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Staff Report: 071-25

Request: On Monday, April 14, 2025, accept the 2024 Joint Agency Slurry Seal

Project as constructed by Blackline Inc., of Vancouver, Washington, and
authorize release of retainage in the amount of $18,925.05, subject to
receipt of all documentation required by law.

Charles Fell, Senior Civil Engineer, charles.fell@cityofvancouver.us

Motion approved the request.

6.

Bid Award - Marine Park Wastewater Treatment Facility Influent Pumps 2 and
5 Replacement - ITB 25-09

Staff Report: 072-25

Request: On Monday, April 14, 2025, authorize the City Manager, or designee, to

award and execute a construction contract and any required
amendments with Western United Civil Group., of Yacolt, WA for Marine
Park Wastewater Treatment Facility Influent Pumps 2 and 5 Replacement
at the Marine Park Wastewater Treatment Facility at their bid price of
$853,295, which includes Washington State sales tax.

Frank Dick, Wastewater Treatment Program Manager,
frank.dick@cityofvancouver.us

Motion approved the request.

7.

Bid Award - Fruit Valley Park Playground Replacement - ITB #25-15

Staff Report: 073-25

Request: On Monday, April 14, 2025, award a contract and authorize the City

Manager, or designee, to execute the same to Allcon LLC, of Brush
Prairie, Washington for construction of the Fruit Valley Park playground
replacement project for the bid amount of $734,815.26 including
Washington State sales tax.

Terry Snyder, Park Development Manager,
Terry.Snyder@cityofvancouver.us

Motion approved the request.

8.

Contract - Increase the Purchasing Threshold on the Contract with Peterson
Machinery - C-101549

Staff Report: 074-25
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Request: On Monday, April 14, 2025, approve the Pederson Machinery agreement
amendment to increase the contract threshold to $426,991 for the
purchase of a Caterpillar mini excavator and authorize the City Manager,
or designee, to execute the contract amendment.

Jacob Mahan, Senior Management Analyst,
jacob.mahan@cityofvancouver.us

Motion approved the request.

9. Agreement Amendment - Approval of the Kuni Foundation to Fund an
Accessible Playground at Fruit Valley Park

Staff Report: 075-25

Request: On Monday, April 14, 2025, authorize the City Manager, or designee, to
approve the Kuni Foundation agreement amendment to increase the
amount to $1,200,000 for the development of the Elizabeth Austin
Playground at Fruit Valley Park.

David Perlick, Director of Parks, Recreation and Cultural Services, Terry
Snyder, Park Development Manager, david.perlick@cityofvancouver.us,
Terry.Snyder@cityofvancouver.us

Motion approved the request.

10. Lease Agreement between City of Vancouver and KPFF, Inc
Staff Report: 076-25

Request: On Monday, April 14, 2025, ratify the attached Lease Agreement
between City of Vancouver and KPFF, Inc. for office space located at 415
W. 6th Street, Suite 605 and authorize the City Manager, or designee, to
execute associated document(s).

Linda Carlson, Property Management Specialist,
linda.carlson@cityofvancouver.us

Motion approved the request.

11. Waterfront Gateway Affordable Parcel Purchase and Sale Agreement
Staff Report: 060-25

Request: On Monday, April 7, 2025, approve the City’s conveyance of the Parcel
pursuant to the Waterfront Gateway Land Disposition and Development
Agreement ("Development Agreement") and through the Purchase and
Sale Agreement ("PSA"). Authorize the City Manager, or designee, to
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issue and execute the PSA in substantially the form attached and
execute all other documents and related agreements necessary to
implement the PSA.

Chim Chune Ko, Principal Project Manager,
ChimChune.Ko@cityofvancouver.us

Motion approved the request.

12. Interlocal Agreement - City of Vancouver and Clark County Corrections
Staff Report: 077-25

Request: On Monday, April 14, 2025, authorize the City Manager, or designee, to
finalize and execute an Interlocal Agreement with Clark County
Correction Services for offender restitution crew labor/maintenance
services.

Michael Cero, Operations Superintendent,
michael.cero@cityofvancouver.us

Motion approved the request.

13. Grant to Provide Training Services through the Million Coaches Challenge
Grant Program

Staff Report: 078-25

Request: On Monday, April 14, 2025, approve a grant for $1,750 plus in-kind
training services from the National Recreation and Park Association
(NRPA) Million Coaches Challenge Grant program.

David Perlick, Director of Parks, Recreation and Cultural Services,
david.perlick@cityofvancouver.us

Motion approved the request.

14. Approval of Claim Vouchers
Request: Approve claim vouchers for April 14, 2025.

Motion approved claim vouchers in the amount of $3,733,038.58.

Public Hearings

The following item(s) are scheduled for public hearing. Members of the public
addressing Council are requested to give their name and city of residence for the audio
record. Unless otherwise announced by the Presiding Officer, speakers are to limit
their testimony to three minutes for each public hearing.
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15. Section 30 Development Code Changes

AN ORDINANCE amending chapter 20.690 Vancouver Municipal Code (VMC) to
expand the land use development choices for Section 30 property owners that
entered into pre-annexation development agreements (PADAS) with Clark County,
which are now binding on the City of Vancouver (City); to provide clarity to other
existing provisions; to provide for severability; and setting an effective date.

Staff Report: 066-25

Request: On Monday, April 14, 2025, upon second reading and a public hearing,
approve the ordinance amending VMC 20.690 entitled "Section 30
Employment Center Plan District".

Chad Eiken, Community Development Director, Chim Chune Ko,
Principal Project Manager, chad.eiken@cityofvancouver.us,
ChimChune.Ko@cityofvancouver.us

Chad Eiken, Community Development Director, Chim Chune Ko, Principal Project
Manager, provided an overview of the Section 30 Development Code Changes.

Council discussed the item briefly with staff.

Mayor McEnerny-Ogle opened the public hearing and received testimony from the
following community members:

e Kimberlee Goheen Elbon, La Center, WA

There being no further testimony, Mayor McEnerny-Ogle closed the public hearing.

Motion by Councilmember Fox, seconded by Councilmember Perez, and Yes: 6,
No: 0, Abstaining: 0, to approve Ordinance M- 4499. Absent from vote:
Councilmember Paulsen.

Communications
A. From the Council
B. From the Mayor
C. From the City Manager

Adjournment
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7:28 p.m.
DocuSigned by:
Qe Wofnmyy—ﬂ;k
T Anne McEnerny-Ogle, Mayor
Attest:
DocuSigned by:
ﬁ/afmsw Kamras

Natasha Ramras, City Clerk
The written comments below are those of the submitter alone and are not

representative of the views of CVTV or the City of Vancouver, its elected or appointed
officials, or its employees.
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From: Dollar Sarah

To: Dollar_Sarah

Subject: FW: BREAKING: EPA and CDC Initiate Federal Action on Fluoridation
Date: Tuesday, April 8, 2025 12:18:08 PM

Testimony

Sarah Dollar | Executive Assistant to the City Council
Pronouns: She/Her /Hers

CITY OF VANCOUVER, WASHINGTON

City Manager’s Office (CMO)

Primary (Cell): 360-624-2949 | Desk: 360-487-8641

www.cityofvancouver.us

From: wynn Greich -
Sent: Tuesday, April 8, 2025 11:54 AM

To: City Council <council@cityofvancouver.us>; Rebecca Messinger _>

Subject: Fwd: BREAKING: EPA and CDC Initiate Federal Action on Fluoridation

CAUTION: This email originated from outside of the City of Vancouver. Do not click links or open attachments unless you recognize the sender and
know the content is safe.

Put on public record. Send to council members and Melnick. Confirm that you did
Thanks from Wynn

---------- Forwarded message ---------

From: Wynn Greion N

Date: Tue, Apr 8, 2025, 11:53 AM
Subject: Fwd: BREAKING: EPA and CDC Initiate Federal Action on Fluoridation

—
o

-

---------- Forwarded message ---------
From: Fluoride Action Network
Date: Tue, Apr 8, 2025, 9:13 AM

\%
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BREAKING:
EPA and CDC Initiate Federal Action on Fluoridation

Dear Wynn :

As the practice of water fluoridation currently faces unprecedented opposition and rejection at both the local and state
levels following our recent victory in federal court and the publication of the National Toxicology Program’s review of
fluoride neurotoxicity, federal officials have now dealt it another major blow.

Last night, at a joint press conference held in Salt Lake City at the University of Utah, U.S. Health Secretary Robert F.
Kennedy, Jr. and U.S. Environmental Protection Agency (EPA) Administrator Lee Zeldin highlighted their concerns about
fluoridation and announced initial actions their respective agencies will take to address known and potential side-effects of
the practice.

During his presentation, the HHS Secretary condemned fluoridation and called on state legislators to pass laws banning it,
reflecting a major positive change within HHS leadership on this issue. He went on to say:

“In the era of fluoridated toothpaste and mouthwash, it makes no sense to have fluoride in our water. The evidence
against fluoride is overwhelming. In animal models and in human models we know that it causes IQ loss. Profound
IQ loss. And it's dose-related. So the more fluoride you get, the higher the levels in your drinking water and your
urine, the more likely it is you'll lose 1Q, and also other neurological injuries like ADHD. Science indicates that it
affects kidney health, it affects liver health, it causes hypothyroidism, and it causes osteoarthritis. Women who are
more exposed have up to 50% more hip fractures than women who are unexposed. It causes fluorosis in between
40-80% of our kids. It makes no sense to have it in our water supply.”

Secretary Kennedy officially announced that he will direct the Centers for Disease Control and Prevention (CDC) to take
two immediate steps: 1) stop recommending fluoridation in communities nationwide, and 2) convene a community
preventative services task force made up of independent health experts to study fluoridation and make new
recommendations, which should include a new “optimal” level.

The current “optimal” level of 0.7 ppm is neither a law nor a regulation but only a recommendation that most states and
municipalities choose to follow. Moreover, the CDC'’s prior endorsement of fluoridation and their recommendations have
historically had a major influence on state and local decision makers during debates on whether to continue or ban the
practice, so a change to CDC policy will have a significant and widespread effect as more elected officials can point to
updated guidance to support the case for ending it.

As evidence of how seriously the new administration is taking the issue, they have already initiated action to stop the CDC'’s
promotion of fluoridation. This past week, the CDC'’s Division of Oral Health, the main promoter of water fluoridation in the
U.S. government, was completely dissolved. This was the CDC department that named fluoridation as "one of the top 10
public health achievements of the 21st Century." The Chief Dental Officer role was also eliminated, and 17% of staff were
laid off at the National Institute of Dental and Craniofacial Research (NIDCR), another main promoter of water fluoridation.

After the HHS Secretary made his announcements, EPA Administrator Lee Zeldin spoke, sharing that Kennedy met with
him as soon as he was confirmed, and the first priority they discussed was protecting the public from water fluoridation. He
pointed out that the Safe Drinking Water Act (SDWA) requires the EPA to review each national primary drinking water
regulation at least once every six years and revise them, if appropriate. This is the process that EPA uses to develop
maximum contaminant levels (MCLs) and maximum contaminant level goals (MCLGs), which limit the levels of potentially
harmful contaminants--such as fluoride--that water treatment operators can have in public water supplies. The current MCL
for fluoride is 4.0 ppm and the MCLG is 2.0 ppm. While the EPA did publish a poorly conducted review of fluoride in July of
2024 that made no changes, it did include a note that regulations ought to be reassessed again once the federal court
made a ruling and the NTP published their review, two events that have since occurred.

Zeldin announced that the EPA will use this process to “expeditiously review new scientific information on potential health
risks of fluoride in drinking water," adding that "When this is completed, we will have an updated foundational scientific
evaluation that will inform the agency’s future steps," which will likely include a new MCL and MCLG.

Read EPA 's Press Release

Watch the full press conference below:
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The Federal Lawsuit

An official response by the EPA to the federal court ruling was not provided during the press conference. The EPA under
the previous administration filed a notice of intent to appeal but have yet to file an actual appeal or a brief justifying their
position. The EPA has until this Friday (April 11th) to either file their appeal or file for an extension. Inaction will let the ruling
stand and require the EPA to initiate the TSCA rulemaking process to eliminate the health hazard posed to children by
fluoridation. It's important to note that even if the EPA does follow through with an appeal later this week, it can still be
rescinded at any point by EPA officials.

It's our belief, based on our experience with the EPA, that while the ruling is bullet-proof and can stand up to appeal, the
EPA has had a long-standing history of delaying any action on the issue of adequately regulating fluoridation, and their
letter of intent to appeal is just an unscientific continuation of that policy. We've called on Zeldin and the new EPA
administrators to let the ruling stand without appeal.

| also want to note that while the ruling gives the EPA the ability and justification to promulgate rules banning the use of
fluoridation chemicals in public water supplies under the Toxic Substances Control Act (TSCA) and could justify Zeldin
lowering the MCL unilaterally, the EPA's announced approach of using the SDWA to reassess fluoridation doesn't conflict
with the court ruling. Instead, it offers a second avenue to potentially achieve the same result concurrently.

Stay tuned! We'll provide an update on the TSCA ruling once the Friday deadline arrives.
Why Didn't They Just Ban Fluoridation?

Just days before the election in November, Kennedy posted a message on Twitter stating that "on January 20, the Trump
White House will advise all U.S. water systems to remove fluoride from public water." In that Tweet, he tagged FAN
attorney Michael Connett and shared a link to Connett's interview with Jefferey Jaxen. This post was seen by at least 24
million people, and President Trump later confirmed to reporters that he would support such an advisory. However, this was
misreported by media outlets that Kennedy and Trump would unilaterally ban fluoridation on day one, a promise they never
made and a policy that FAN wouldn't support since executive orders carry little scientific weight or long-term influence and
can so easily be overturned by future administrations. We've already won the fluoridation debate overwhelmingly with the
science, so there's no benefit to politicizing the issue with federal mandates or dictates.

FAN tried to correct the media misstatements in many interviews, and our representatives reached out to the new
administration, suggesting ways in which the federal government could move forward with a science-based approach that
would produce a more permanent solution. This included, 1. EPA promulgating rules under TSCA based on our lawsuit
victory, 2. ending the CDC's promotion of fluoridation, 3. HHS ending fluoridation grants and funding, 4. EPA using the 6-
year review process to reassess the MCL for fluoridation, and 5. CDC changing their fluoridation recommendations and
providing new advice to communities based on modern research rather than politics.

At this point, | want to note that FAN has always been and will continue to remain a non-partisan organization. We've also
always been a single-issue organization. We don’t take a position on any other issue or ideology; our goal is to end water
fluoridation. That was our promise 25 years ago when FAN was founded, and that remains our promise today. We've also
promised to do so grounded in science, bringing only the strongest, most credible research to the forefront of any
discussion on fluoridation. We've worked to inform every presidential administration and their CDC/EPA/FDA administrators
since FAN's inception, with now being no different.

For some years, RFK has been following FAN’s work and has made it publicly known. He's shared our work in his social
media posts, he’s interviewed Michael Connett, and the nonprofit he founded, Children's Health Defense, has consistently
reached out to FAN for information and quotes on fluoridation for their news coverage on the issue. He understands our
issue, and we've worked with him just as we've worked with other environmental, civil rights, and community leaders such
as Ralph Nader, Erin Brockovich, and Rev. Bernice King.

While January 20th passed without action from the Trump administration on fluoridation, now only two and a half months
after that date:
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1. The CDC is going to convene an independent task force to start the process that could and should lead to a new
science-based advisory on fluoridation, as opposed to the current CDC advice based on politics and corrupted by
dental-lobby influence.

2. The CDC is no longer going to promote fluoridation or recommend that communities practice it, and the CDC's
primary lobbyists for fluoridation, the Oral Health Division and the NIDCR Chief Dental Director are now gone.

3. The EPA is going to use the 6-year review process under the SDWA to reassess the MCL/MCLG for fluoride.

4. The Secretary of HHS has called on state legislators and local decision makers to pass laws proh biting fluoridation.
So while | know supporters are eager to see a quick end to fluoridation, we're clearly seeing immediate action that keeps
our movement on track to produce lasting change based on the most cred ble science and following the accepted federal
processes to do so.

Does This Mean The Battle Is Over?

In short, no. If the EPA chooses to move forward with an appeal, we'll have to defend the ruling in court. If the EPA chooses
instead to promulgate rules based on the ruling, FAN will need to provide public comment and serve as a watchdog
throughout the process. As the EPA moves forward with the reassessment process, FAN will have to provide public
comment and submit credible research for consideration. As the CDC convenes their task force, FAN will have to provide
information and guidance to the committee. FAN will have to continue our work to ensure that hundreds of millions in
taxpayer dollars is no longer spent by HHS on fluoridation infrastructure and pro-fluoridation public relations campaigns.
And if HHS sends out an advisory to communities setting the "optimal” level at or near 0.0 ppm, we'll have to continue our
work organizing and assisting campaigns at the state and local level to ban the practice. FAN will also continue to
communicate with the new FDA/HHS/EPA administrators additional ways to adequately regulate fluoride to ensure that
U.S. citizens are protected from overexposure.

So let us all take a moment to celebrate these major victories and pat ourselves on the back for the significant and
meaningful progress we've all made together over the past 25 years. Then, it's time to prepare to work harder than ever to
follow through on our promise to create a world safe from fluoride. We're almost therel

Sincerely,
Stuart Cooper

Executive Director
Fluoride Action Network

Fluoride Action Network
North Sutton, New Hampshire I I l | l J l |
info@fluoridealert org
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GREEN RELIGION

World-government shills plan to replace traditional religions with a new global eco-ethic,
co-opting trusted world leaders to promote their depopulationist agenda.
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UNITED NATIONS CONFERENGE ON
ENYIRONMENT AND DEVELOPMENT

Aio de Janeim 3-14 Juns 1992

Globalist launchpad: UN Secretary-General Boutr

-

0s Boutros-Ghali and conference organizers

|

open the Earth Summit in Rio de Janeiro on June 3, 1992. Leaders from 178 countries and
representatives of more than 1,000 nongovernmental organizations attended.

by William F. Jasper

he United Nations’ 27th Confer-

I ence of Parties (COP27), which
took place November 6-20 in

Sharm El Sheikh, Egypt, has been yet an-
other predictable exhibition of political,
corporate, and bureaucratic elites push-
ing global-warming hysteria, population
control, global wealth redistribution, and
world government. Also predictable was
the globalists’ hijacking of the world’s
religions to promote pagan eco-theology
and the dystopian future envisioned in the
Great Reset of the Davos billionaires club
known as the World Economic Forum

William F. Jasper is a senior editor of
The New American.

Call 7-800-727-TRUE to subscribe today!

(WEF). This was all so predictable be-
cause we have seen it so many times be-
fore, and The New American has reported
on it repeatedly and extensively over the
past three decades.

On site at the recent COP27 summit in
Egypt (November 14-18), The New Ameri-
cans Alex Newman reported on the on-
going globalist push to harmess the moral
authority of religious leaders to promote
the radical UN agenda under the guise
of “climate justice™ and “‘climate repara-
tions” and of saving the planet from the
non-existent emergency of so-called man-
made climate change (formerly known
as global warming, until the warming
alarmists found they were losing public
trust with their exaggerated and false
claims).

(To see videos of our live, on-site
COP27 reporting from Sharm El Sheikh,
£0 to https://thenewamerican.com/world-
news/un/climate-conference/.)

Eyewitness to Earth Summit Lunacy
This writer was an eyewitness reporter in
Rio de Janeiro for the 1992 UN Confer-
ence on Environment and Development
(UNCED) — better known as the UN
Earth Summit — from which the clam-
orous, clangorous climate-change cabal
emerged. From start to finish, the Rio
Earth Summit was suffused in pagan-
pantheist-New Age “spirituality,” and
enshrined a new dogma of the “Sacred
Earth” and “Divine Nature.” I described
this in detail in my reports from Rio and in
my 1992 book Global Tyranny...Step by
Step: The United Nations and the Emerg-
ing New World Order.

The following excerpt is one small ex-
ample taken from that book, in the chapter
titted “The New World Religion™:

In his opening address to the UNCED
plenary session, Earth Summit Secre-
tary-General Maurice Strong directed
the world’s attention to the Declara-
tion of the Sacred Earth Gathering,
which was part of the pre-Summit
ceremonies. “[T]he changes in be-
havior and direction called for here,”
said Strong, “must be rooted in our
deepest spiritual, moral and ethical
values.”

According to the declaration, the
ecological crisis, “transcends all na-
tional, religious, cultural, social, po-
litical, and economic boundaries. ...
The responsibility of each human
being today is to choose between
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the force of darkness and the force
of light. We must therefore transform
our attitudes and values and adopt a
renewed respect for the superior law
of Divine Nature.”

I noted further:

On the eve of the opening of UNCED,
a midnight-to-dawn homage to the
“Female Planet” was held on Leme
Beach. After dancing all night, the
worshippers followed 2 Brazilian
tribal high priestess to the water’s
edge where they offered flowers and
fruits to “lemanje, mae orixa, mother
of the powers, queen of the seas,” and
then invoked the blessings of the sea
goddess upon the summit’s delibera-
tions. At the first plenary session, Uri
Marinov, Israel’s Minister of the En-
vironment, issued a New Ten Com-
mandments on Environment and De-
velopment....

The Union for Natural Environ-
ment Protection, an environmental
group based in 540 Leopoldo, Bra-
zil, declared the following about the
work of the summit: “A world-wide
citizens’ movement is born around
the UN system and will be in the

years ahead a central focal point for
the New World Order which Alice
Bailey wrote about many decades
ago and which is going to be po-
litically free, socially fair, economi-
cally efficient and environmentally
sustainable.”

The Alice Bailey referred to above by the
UN acolytes is the infamous Luciferian
occultist-theosophist, publisher of Luci-
fer magazine, and an avid proponent of
the United Nations. Her pagan-New Age
vision for 2 New World Order aligned
closely with the apparent designs of the
globalist elites, as demonstrated by the UN
Earth Charter and Ark of Hope; the 2017
World Government Summit in the United
Arab Emirates (with UN, WEF, and CFR
elites meeting under the Arch of Ba’al, the
demonic ancient Phoenician-Carthaginian
god that demanded child sacrifice); the
bizarre and diabolical ceremony of Euro-
pean Union elites for the grand opening of
Switzerland’s Gotthard Base Tunnel; the
opening of the 2010 UN climate summit
in Cancun with Christiana Figueres, who
was then the UN climate boss, offering a
prayer to Ixchel, the Mayan goddess as-
sociated with war, human sacrifice, and
cannibalism; and the World Economic Fo-

Maurice
Strong

The would-be gods: Billiona

ire Maurice Strong an

Mikhail
Gorbachev

d Mikhail Gorbachev at the 1997 UN Rio-

Plus-Five Conference in Rio de Janeiro. Along with Steven Rockefeller, they drafted the UN

Earth Charter.

rum’s launch of its Young Global Leader
Druid Collective.

And those are but a few examples of th
many that could be offered to illustrate thi
disturbing trend amongst the occult oligar
chy that seeks to “transform” the worl
spiritually in a direction that leads to th
infernal abyss.

Earth Charter: Gorbachev’s Holy Writ
Ten years after the 1992 Earth Summit, tt
UN reprised its Rio extravaganza at th
2002 World Summit on Sustainable D
velopment (WSSD, also known as Ear
Summit II or Rio+10) in Johannesbur
South Africa, unveiling the Earth Chart¢
the new “global ethic” crafted by Mikh:
Gorbachev and Maurice Strong, assist
by a “Commission of Eminent Person:
Among the 23 “eminent” cOMMIssic
ers aiding this subversive endeavor we
Leonardo Boff, a leading voice of Marx
liberation theology; Steven Rockefelles
radical environmentalist, New Age p
Josopher, and scion of the uber-weal
Rockefeller clan; Shridath Ramphal of
Commission on Global Governance; &
Federico Mayor Zaragoza, member of
Club of Rome, former director-genera
UNESCO, and a co-chair of Mikhail C
bachev’s State of the World Forum.
Reporting on the J ohannesburg sum
we noted in a 2002 article titled “The T
World Religion™:

According to the Charter, humanit
must undergo a global “change ¢
mind and heart.” And the UN’s al
wise seers visualize themselves
the lead change agents for this glot
undertaking. The Earth Charter Ir
tiative, however, candidly adm
that it intends to recruit your childr
as change agents, as well. “We se
to increase the participation of you
people in utilizing the Earth Char
as a guideline in their work as act:
agents of change,” says the Ea
Charter Initiative website. They h
been doing precisely that, and will
accelerating their program throu
out the world — including in schc
in your neighborhood. The U
Conference of Mayors is but ont
hundreds of organizations, scho
municipalities, and other entities
have signed on as supporters of

AP Images
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declaration of a new “global ethic”
for the world.

“My hope is that this charter will be a kind
of Ten Commandments, a ‘Sermon on the
Mount,” that provides a guide for human
behavior toward the environment in the
next century and beyond,” said co-author
of the document Mikhail Gorbacheyv. In-
teresting, is it not, that the globalist hier-
archy would entrust to the late Comrade
Gorbachey, a self-professed atheist-mate-
rialist-communist, the task of playing God
and coming up with a new Decalogue to
replace the one written in stone by the fin-
ger of (the real) God and the Eight Beati-
tudes by our Lord Jesus Christ? Popular
media-driven perceptions to the contrary,
Gorbachev never gave up his atheist-ma-
terialist-communist beliefs. After all, the
bloody-handed former dictator unequivo-
cally stated, “I am a Communist, a con-
vinced Communist! For some that may be
a fantasy. But for me it is my main goal.”
Furthermore, he explained his materialist/
pantheist “theology” in these terms: “I be-
lieve in the cosmos. All of us are linked
to the cosmos. So, nature is my god.” He
restated this “Nature is my god/Cosmos
is my god” personal creed in various in-
terviews and public statements, and it is
proudly posted on the website of Green
Cross International, which he founded.
Gorbachev’s main Earth Charter co-
author Maurice Strong was more em-
phatic than Gorbachev, stating, “The
real goal of the Earth Charter is that it
will in fact become like the Ten Com-
mandments.” Like Gorbachev, Strong
suffered no lack of hubris when it came
to assuming divine wisdom to correct
the supposed deficiencies in the biblical
pronouncements of the Almighty. Like
Klaus Schwab, Prince/King Charles, Bill
Gates, George Soros, Mark Zuckerberg,
and the rest of the megalomaniacal, lux-
ury-loving plutocrats of the World Eco-
nomic Forum, the late Maurice Strong
was an unconvincing “environmentalist.”
Although he railed against carbon foot-
prints, air conditioning, fossil fuels, meat
consumption, and private automobiles,
the Canadian billionaire owned multi-
ple estates (including the massive Baca
Grande Ranch in Colorado sitting atop
an enormous aquifer) and lived the typi-
cal Davos jet-setting lifestyle. He owed

www. TheNewAmerican.com
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Gaia, of thee we sing: Children indoctrinated in eco-babble are used as propaganda props

at most UN confabs, including the 2002 World Summit on Sustainable Development in
Johannesburg, with youngsters shown here singing beneath Mother Earth.

much of his fortune to boosts froin David
Rockefeller and Edmund de Rothschild.
And, like Rockefeller, Rothschild, Soros,
Gates, and so many other “capitalists,” he
was cozy with the totalitarian communist
regime in Beijing. (Note: His cousin,
communist propagandist Anna Louise
Strong, befriended Bolshevik leaders
Lenin and Trotsky and was an important
mouthpiece for Mao Tse-tung and Zhou
En-lai in China.) Maurice Strong spent
much of his time during the last years of
his life (he died in 2015) at his luxury
residence in Communist China, where he
wrangled business deals and hobnobbed
with Chinese Communist Party prince-
lings and panjandrums.

Although Strong went to his eternal re-
ward seven years ago, Gorbachev shuffled
off this mortal coil only this past August. It
is not likely that the huzzahs and eulogies
of “the great and the good” here on this
earthly realm impressed the Divine Judge
when they stood before Him. It likely did
not go well for them. The Lord God is a
jealous God (Exodus 20:5) and is not one
to brook impostors peddling a syncretic
pseudo-gospel as a spiritual cover for their
own political empowerment.

The globalist “transformation,” as put

forth in the Great Reset — resetting all hu-
manity economically, politically, biologi-
cally, socially, morally, and spiritually —
requires buy-in from a whole lot of people.
This is why the would-be world rulers have
expended so much capital and energy on
creating, seducing, bribing, bullying, and
extorting thought leaders and influencers to
promote their subversive globalist schemes.

Using Churches to

Spread the Gospel of Marx

Since the vast majority (roughly 85 percent,
according to the Pew Research Center) of
Earth’s inhabitants identify as religious, a
crucial part of the globalist cabal’s strategy
involves co-opting trusted religious leaders
to promote their agenda. Thus the aggressive
recruitment of “mainstream” Christian, Jew-
ish, Muslim, Hindu, and Buddhist leaders
over the past several decades. The National
Council of Churches (NCC) and World
Council of Churches (WCC) have long been
the leading forces in promoting globalist and
communist objectives among Protestant
member churches. Prominent communist
churchmen such as “social gospel” populizer
Reverend Harry F. Ward (identified as a So-
viet agent by former top communists Man-
ning Johnson, Leonard Patterson, Zach Ko-

15



Docusign Envelope ID: 5AE44C6B-7B2C-47E9-8315-9091896589DE

iy —

GOVER
~ CLIMATE

Since the vast majority (roughly 85 percent, according to

the Pew Research Center) of Earth’s inhabitants identify as
religious, a crucial part of the globalist cabal’s strategy involves
co-opting trusted religious leaders to promote their agenda.

mfeder, and Benjamin Gitlow) played key
roles in leading NCC/WCC churches down
the Marxist path. The revelations of Soviet
KGB archivist Vasili Mitrokhin in 1999
(The Sword and the Shield: The Mitrokhin
Archive and the Secret History of the KGB)
confirmed the long-held and well-founded
suspicions of knowledgeable WCC observ-
ers that Metropolitan Nikodim Rotov of the
Russian Orthodox Church, a WCC presi-
dent, was a KGB agent assigned to subvert
Christian churches and lead them in support
of socialist and environmentalist causes. Mi-
trokhin also identified at least four additional
high-level WCC officials as KGB agents.
Bulgarian historian Momchil
Metodiev added to this in 2010
with his meticulously researched
book (Between Faith and Com-
promise), which utilized the ar-
chives of the communist Bulgar-
ian intelligence (junior partners
of the Soviet KGB). Among the
important disclosures by Meto-
diev is the confirmation that Bul-
garian WCC official Todor Sabev
was a longtime communist agent.
Sabev held high WCC posts for
decades, including WCC deputy
general secretary and special
WCC representative to the Vati-
can for Orthodox-Catholic unity.
Members of the WCC include
Eastern Orthodox, Pentecostal,
Anglican, Methodist, Presbyteri-
an, Lutheran, Mennonite, Mora-
vian, and Baptist World Alliance
churches. At COP27, the WCC
held a special “side event” with
its partners (ACT Alliance, All
Africa Conference of Churches,
Brahma Kumaris World Spiritual
University, Bread for the World,
and Lutheran World Federation)
to double down on its calls for
“climate justice” and funding for
“adaptation” and “loss and dam-
ages” (euphemisms for “climate
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reparations,” i.e., wealth redistribution
from U.S. and EU taxpayers to UN glo-
bocrats, international organizations, and
Third World kleptocrats).

“COP 27 is a critical occasion for gov-
ernments to together re-envision, develop,
commit to and implement a roadmap to-
wards a fossil fuel-free, post-growth, eq-
uitable and sustainable tomorrow, and to
tackle the greatest existential challenge
to life on the planet,” the WCC said. The
WCC executive committee also urged
a “loss and damage financing facility to
compensate communities and countries
on the frontline of climate impacts and

to support their efforts in building resi
ience.” Of course, true resiliency require
affordable, reliable energy, something th
renewables (solar and wind) have prove
they won’t deliver. The WCC oppos
tion to coal, oil, natural gas, hydro, an
nuclear energy guarantee poverty, privz
tion, hunger — and even starvation — ft
the world’s poor they claim to be helping

Like the WCC, the National Council ¢
Churches tilts reliably to the left and e»
pends a great deal of its influence preachin
against “the Christian Right” and for “r¢
productive rights” (i.e., abortion), LGBT!
rights, “inter-religious dialogue,” radic:
environmentalism, and other liberal-le
hobby horses. Besides working hand i
hand with communist organizations an
front groups, the NCC is funded not s
much by its church congregations as by th
usual leftist-globalist tax-exempt founde
tions: Rockefeller, Ford, Tides, Kellogg
Knight, et al.

Pope Francis

Red wolf in sheep’s clothing: Soviet KGB agent Metropolitan Nikodim
Rotov was made a top prelate of the Russian Orthodox Church with the
assignment of subverting Christianity. He became a president of the
World Council of Churches and a key Kremlin agent inside the Vatican.

Gives Blessing to
UN-Glohalist Agenda
The Roman Catholic Churc
is by far the largest Christia
church to remain outside th
World Council of Churches
However, in recent decades th
Vatican has worked more closel
with the WCC, as well as othe
“ecumenical” organization
promoting inter-religious unity
Because the pope of the Roma
Catholic Church speaks wit
unique moral authority — inas
much as he is the most widel
recognized and respected spir
tual leader and speaks for th
largest Christian denominatio
— both the communists an
the globalists have worked as
siduously to infiltrate and sut
vert the Catholic Church, fror
the local parishes and diocesa
seminaries all the way up to th
highest levels of the Vatican. D
Bella Dodd in the 1950s an
Vasili Mitrokhin in the 1990s ar
among the top ex-communist
who have testified concernin
the alarming Soviet penetratio
of the Church.

Recent popes, going back t

Wikipedia/Outch National Archives
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the Second Vatican Council (1962-1965),
have weakened the Church’s stance against
communism and socialism while showing
ever-greater affinity for the communist-
dominated United Nations and a general
drift toward the globalist agenda. However,
the pontificate of Pope Francis has amounted
to nothing less than a wholesale revolution
within the Catholic Church, openly embrac-
ing communist leaders and communist-so-
cialist causes and causing enormous scandal
and confusion with myriad heretical actions
and statements that blatantly contradict
Church doctrine and dogma.

Cardinal Gerhard Muller, former prefect
of the Congregation for the Doctrine of the
Faith, the Vatican’s oldest department of
the Roman Curia, has gone so far as to call
Francis’ ongoing Synod on Synodality “a
hostile takeover of the Church of Jesus
Christ” that is aimed at “the destruction
of the Catholic Church.” “And we must
resist it like the old heretics of the Arian-
ism,” he said.

In addition to repeatedly undermining
— by word and action — Church teach-
ing on the sin of homosexual acts, Francis
has undermined Church teaching on mar-
riage; supported pro-abortion “Catholic”
politicians (Joe Biden, Nancy Pelosi, Em-
manuel Macron, and Justin Trudeau, to
name a few); removed or demoted stalwart
traditionalist and conservative prelates

and replaced them with radical bishops
and cardinals; suppressed the traditional
Latin Mass while promoting pagan/pan-
theist worship; appointed notoriously pro-
abortion, pro-euthanasia, and pro-LGBTQ
non-Catholics (and even atheist anti-Cath-
olics) to the Pontifical Academy for Life
and the Pontifical Academy for Social Sci-
ences; agreed to allow the Chinese Com-
munist Party to appoint communist “bish-
ops”; and refused to meet with or support
the heroic, 90-year-old Cardinal Joseph
Zen while he was persecuted by the CCP.

These and other unprecedented scandals
too numerous to mention here have caused
Catholic cardinals, bishops, priests, and
prominent lay people to declare themselves
in resistance to Pope Francis’ auto-demoli-
tion of the Church. Among Pope Francis’s
many heterodox obsessions is his fanatical
preoccupation with the supposed “existential
crisis” of global warming. At the beginning
of COP27, Vatican Secretary of State Car-
dinal Pietro Parolin delivered Pope Fran-
cis” message of support for the UN’s 2015
Paris Agreement and the UN’s Framework
Convention on Climate Change. “Climate
change will not wait for us,” Cardinal Paro-
lin said on behalf of the pontiff. “Our world
is now far too interdependent and cannot
permit itself to be structured into unsustain-
able isolated blocks of countries. This is a
time for intemational and intergenerational

Call 1-800-727-TRUE to subscribe today!
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solidarity.” Secretary Parolin reminded
the COP27 attendees and the world audi-
ence that in 2020 Pope Francis had made
a commitment to net zero emissions before
2050. In that video message to the UN vir-
tual Climate Ambition Summit marking the
fifth anniversary of the Paris Agreement, he
promised that the “Holy See is committed
to promoting education in integral ecology.”

The term “integral ecology,” which ap-
peared 10 times in the pope’s 2015 encyc-
lical Laudato Si, appears to mean lifelong
indoctrination in radical environmentalism
disguised as Christian theology. The title
Laudato Si (“Praise to You”) is an Italian
phrase taken from St. Francis of Assisi’s
“Canticle of the Sun” praising God for
his gifts of creation. Although defenders
of Laudato Si point out that it is sprinkled
with statements condemning abortion and
defending core Catholic teachings, there
is no question that its central message is
aimed at dramatically shifting Catholic
theology to the left and placing a papal im-
primatur on radical green activism. This has
been made perfectly clear with the pope’s
subsequent actions, statements, and ap-
pointments, including the launching of the
Laudato Si Movement, an international net-
work of hundreds of Catholic organizations
mobilized to “care for our common home
and achieve climate and ecological justice.”

The leftward tilt of Laudato Si is not
surprising considering the major input
provided by atheists, pantheists, Marxists,
and-globalists such as UN factotum (and
George Soros minion) Jeffrey Sachs, UN
climate propagandist and climate com-
puter-model worshipper Hans Joachim
Schellnhuber, and Brazilian ex-priest and
Liberation Theology zealot Leonardo
Boff, to name but a few.

Most disturbing of Laudato Si’s mes-
sages is its call for world government to
deal with the “crises” of climate change,
pollution, migration, poverty, wealth dis-
tribution, war, and other “global prob-
lems.” In his claim that these crises and
problems show “there is urgent need of a
true world political authority,” Pope Fran-
cis demonstrates that he is in step with the
globalist-communist Great Reset of the
World Economic Forum, by which Klaus
Schwab, Bill Gates, George Soros, Xi Jin-
ping, and other WEF oligarchs intend to
play God and remake the world in their
own image.
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On top of all that, the masses are being lobotomized with mercury in flu shots (yes, there’s still mercury
in vaccines), aluminum in foods, and toxic TV programming that assaults the mind with fake news like
“the Russians stole the election” or “carbon dioxide is bad for plants.”

The capacity to remember is being “zapped” away, so that no
one can remember what happened just a few months ago

Where individuals were once intelligent, self-reliant and had functioning memories and logical thinking,
the masses are now stupid, entirely dependent and have no memories whatsoever. The average
American can’t even remember the news headlines from six months ago, which is why the corporate-
controlled media can flip the narrative every few months and no one seems to notice. For example,
remember when CNN and the Democrats all claimed that illegals crossing the border was a “fabricated
crisis” invented by Trump? A few months later, they flipped the script and claimed it was a huge crisis
and that “children are being held in concentration camps at the border.” So which is it?

E Discover how to prevent and reverse heart disease (and other cardio related events)

s with this free ebook: Written by popular Natural News writer Vicki Batt, this book includes
everything you need to know about preventing heart disease, reversing hypertension, and
nurturing your cardiac health without medication. Learn More.

Remember when Barack Obama, in 2016, claimed it would be impossible for a foreign power to
influence U.S. elections because our election process was so decentralized? He said that when
everybody was sure Hillary Clinton would win. After she lost, the media flipped the script and now
absurdly claimed the Russians somehow altered votes in all 50 states when there isn’t a single shred of
evidence to support such a bizarre notion. Had Hillary won, the media would have called any hint of
“election meddling” a baseless conspiracy theory.

The mass dumbing down is deliberate... and dangerous. In fact, it's how globalists control populations.
intelligent citizens are the enemy of authoritarian regimes. The people can never be allowed to think
for themselves, or they might realize that the government is largely a fraud that's run by pedophiles,
murderers and crooks. (Read MindControl.news for more articles on this very point.)

Watch my 5-minute video report to hear the rest of this story. It's available exclusively on Brighteon.com,
since YouTube, Facebook and Twitter have all banned any information that would encourage people to
think for themselves:

Brighteon.com/60574154 11001

httne:/Anaw natiirainaws.cnm/2019-07-3 1-mahile-ohones-accelerating-mass-dumbinc-down-of-humanitv.htmi 213
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said Bruce Wolfe, executive %

cer of the board.
contaminant in the Ba

oy

water and in- ing of the source of mercury pol- mercury
e — or face lution — the most serious toxic nu

Y.

On Thursday, staff members Environmentalists think much

the regional water board plan of the m

to order all five Bay Area re- as afr po

es of $1,000 a

where it goes after the oil is re-
fined into. gasoline.

lid-‘waste slu

Sierra Nevada were considered of

Hundreds of pounds of mer- the Bay’s main sources of mer-

. roughly 3,700 pounds of mercury
Until now, old mercury mines a year is coming into the five Bay mystery. We're trying to connect

in the hills of San Jose and the

g public Regional Water Quality Control so

regulators said Board has concluded that fin

MEDIANEWS STAFF

By Paul Rogers
ies are unaccounted for and up in fish and can cause brain concentrations in théir crude oil the Bay when it rains. If

Panel fears merc

@ Refineries handle 3,700 pounds of substance yearty,
but no one can account for where it goes, regulators say
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Mercury

FROM PAGE 1

The 3,700 pounds represents
more than 15 times the-amount-
estimated to be leaching from the
old Almaden Quicksilver Mines
near San Jose,
Chevron, Conoco Phillips, Shell,

s ¢ 3

how much mercury is in their air |
emissions. The oil compenies told §
the board on Feh: 19, however, £
that they would not be finished
with the study until 2008. © |
Tupper Hull, 2 spokesman for |
the Western States Petroleum As-

“We’re going to know the an-
4 swer to that when the air study-
| is completed,” Hull saig. “Tt’s re-
ally not useful to speculate until
we have the data. We are in.the:
pmmdgaﬂnsﬂwmf
Mercury is a naturally occur-
ring metal that is harmful to fish,
wildlife and humans in high con+
centrations. It does not degrade
Young children and
women are most at risk from its
fects. For children, long-term ex-
posure to mercury can impair
ical coordination, decrease
brain function and even cause
mental retardation. In adults, it
can impair hearing and speech,
blur vision and damage the kid-

neys.

Around the Bay Area, gov-
ernment signs warn that it is un-
safe to eat fish because of mer-
cury poisoning. Health officials
longﬁavebemconcemedabmt

immigrant communities and the |

lowest-income residents who eat
fish from the Bay as a staple of !
their diets.

'Cc;i/ay o

AsS 7

Until now, the main sources :
of mercury in the Bay are
thought to have been long-closed:
mines in the Sierra Nevada and:
Almaden Hills — which gave the!
San Jose Mercury News it name. |
Mercury from those mines was
used to separate gold from th
ore during the Gold Rush. |,

Along with the mines, other!
mercury sources include con-
sumer products such as ther-
mometers — and even smog coal
burning in China that drifts:
across the Pacific Ocean.

“The Bay is- very pol-
“The mercury problém is so bad'
that fish in the Bay are unsafe to
eat. We really rieed to get to the
bottort of figuring out what is
causﬁ the problem.”

Hull said the air study is be-
hind schedule because “it was
found to be a much more diffi-
cult and t}oc!n.&_ologieally chal-
lenging pro than originalty
thought.

“We have worked collabora-
tively with the water board up to
this point to fully understand
mercury dis es from the re-
fineries;,” he “Onice this air
study is completed, we will have
a very good and clear picture of
the refineries’ discharges into the

_ The board's new order this
week will give the refineries un-
til Oct. 31, 2008, to coinplete their
studies: But it requires much
more than the old order. It man-
dates that test their oil for

= e :
water emissions and solid waste.

In a report that will be pre-
sented to the water board
iiédll&dﬂ!, Wblfeandoﬂlﬂwa—
ter board staff members note that.
the oil Bay Area refineries use
has higher mercury concenira-
tions than oil from other areas. -

Most oil has mercury levels of
10 parts per billion. But oil from
the San Joaquin Valley, where 40
percent of the crude oil used by
the Bay Area refiners comes from,
has mercury levels of 80 to 30,000
parts per billion, they concluded.
Using a conservative number, 100
parts per billion, the water board
concluded that the oil contains
3,747 pounds of mercury.

Water board staff members
know that about 1,000 pounds of
that goes to hazardous waste
landfills out of the Bay Area as
sludge when the refineries per-
form maintenance. The fate of
rest is a mystery.

“We're saying it looks like this
might be more significant than
we thought before,” Wolfe said.
“We want a better understand-
ing.”
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Lirite IR Ethylene oxide
Safety Data Sheet P-4798

This SDS conforms to U.S. Code of Federal Regulations 26 CFR 1910.1200, Hazard Communication.
Issue date: 01/01/1982  Revision date: 07/27/2021 Supersedes: 10/24/2016 Version: 1.0

SECTION: 1. Product and company identification

P

Ll Lo TR 3 e ¢

Substance name . Ethylene oxide

Chemical name . Ethylene oxide

CAS-No. . 75-21-8

Other means of identification . Dihydrooxirine, dimethylene oxide, ethene oxide, epoxyethane, oxane, oxacyclopropane,

oxidoethane, oxiran, oxirane, 1,2 epoxyethane

- Rejevant identified uses &fthe substance orimixuirs and uses advised agdinsi sSSP A SR AR TP L

Use of the substance/mixture . Industriai use; Use as directed.
©. . Details of e Supplic of the ssfety dath shost: 3
Linde Inc.

10 Riverview Drive
Danbury, CT 08810-6268 - USA
Emargency number ' Onsite Emergency: 1-800-645-4633

CHEMTREC, 24hr/day 7days/week
— Within USA: 1-800~424-8300, Outside USA: 001-703-527-3887
(collect calls accepted, Contract 17729)

SECTION 2: Hazard identification

GRSt P RS RBRRAGE or MR P B S R R I R

GHS US classification

Flam. Gas 1 H220
Press. Gas (Liq.) H280
Acute Tox. 3 (Inhalation:gas) H331
Skin Irrit. 2 H315
Eye Irrit. 2A H319
Skin Sens. 1B H317
Muta. 1B H340
Carc. 1A H350
Repr. 1A H360
STOTRE 1 H372

GHS US labeling

Hazard piclograms (GHS US) :: @ ’ @ ‘

GHS02 GHS04 GHS08 GHS07
Signal word (GHS US) : Danger
Hazard statements (GHS US) 1 H220 - EXTREMELY FLAMMABLE GAS

H280 - CONTAINS GAS UNDER PRESSURE; MAY EXPLODE IF HEATED
H315+H320 - CAUSES SKIN AND EYE IRRITATION
H319 - CAUSES SERIOUS EYE IRRITATION
( H317 - MAY CAUSE AN ALLERGIC SKIN REACTION
X psed on Newsel —=PH331 - TOXIC IF INHALED
sweaebs o H335 - MAY CAUSE RESPIRATORY IRRITATION

CoyiRId +ests H340 - May cause genetic defects
EN (English US) SDS ID: P-4798 1111

This document is only controlled whils on the Linde US website and a copy of this contralled version is available for download. Linde cannot assure the integrity or
accuracy of any version of this document after it has been downlcaded or removed from our website.
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Children’s §
Health Defense

May 16, 2021

Division of Dockets Management
Department of Health and Human Services
Food and Drug Administration

Acting Commissioner Janet Woodcock, M.D.
5630 Fishers Lane, Room 1061

Rockville, MD 20852

Dear Acting Commissioner Woodcock:

Enclosed is a Citizen Petition filed on behalf of Children’s Health Defense by Meryl
Nass, M.D., Scientific Advisory Board member, and Robert F. Kennedy, Jr., Board Chair and
Chief Litigation Counsel, requesting that the FDA revoke Emergency Use Authorizations for
existing COVID vaccines and refrain from approving and licensing them.

Dr. Nass and Mr. Kennedy look forward to your timely review of this petition. They are
available to answer questions and to provide any additional relevant information.

Sincerely yours,

Ay S

Mary Holland

President and General Counsel

(845) 445-7807
mary.holland@childrenshealthdefense.org

1227 North Peachtree Parkway, Suite 202. Peachtree City, GA 30269
www.childrenshealthdefense.org
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VIA ELECTRONIC FILING
May 16, 2021

Division of Dockets Management
Department of Health and Human Services
Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND THE FOOD AND DRUG ADMINISTRATION

PETITION FOR ADMINISTRATIVE I
ACTION REGARDING COVID-19 | Docket No.
VACCINES

CITIZEN PETITION

On behalf of Children’s Health Defense, the undersigned submit this petition under 21
CF.R. § 10.20, § 10.30, § 50.23, § 600 — 680, § 601.2; 10 U.S.C. § 1107(f), § 1107a; 21 US.C.
§ 355(1)(4), § 360bbb-3; 42 U.S. Code § 247d; § 564 of the Federal Food, Drug, and Cosmetic Act
(FDCA); the Public Readiness and Emergency Preparedness Act; the Public Health Service Act,
and § 553(e) of the Administrative Procedures Act.

We request the Acting Commissioner of the Food and Drugs Administration (FDA) to
issue, amend, revoke, or refrain from taking the administrative actions listed below regarding
emergency use authorizations (EUAs), current and future new drug applications (NDAs), and
biologics license applications (BLAs) for all COVID vaccines.

L ACTIONS REQUESTED

1. FDA should revoke all EUAs and refrain from approving any future EUA, NDA or
BLA for any COVID vaccine for all demographic groups because the current risks of serious
adverse events or deaths outweigh the benefits, and because existing, approved drugs provide
highly effective prophylaxis and treatment against COVID, mooting the EUAs.

2. Given the extremely low risk of severe COVID illness in children, FDA should
immediately refrain from allowing minors to participate in COVID vaccine trials, refrain from
amending EUAs to include children, and immediately revoke all EUAs that permit vaccination of
children under 16 for the Pfizer vaccine and under 18 for other COVID vaccines.

3. FDA should immediately revoke tacit approval that pregnant women may receive
any EUA or licensed COVID vaccines and immediately issue public guidance to that effect.
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4, FDA should immediately amend its existing guidance for the use of the chloroquine
drugs, ivermectin, and any other drugs demonstrated to be safe and effective against COVID, to
comport with current scientific evidence of safety and efficacy at currently used doses and
immediately issue notifications to all stakeholders of this change.

5. The FDA should issue guidance to the Secretary of the Defense and the President
not to grant an unprecedented Presidential waiver of prior consent regarding COVID vaccines for
Servicemembers under 10 U.S.C. § 1107(f) or 10 U.S.C. § 1107a.

6. The FDA should issue guidance to all stakeholders in digital and written formats to
affirm that all citizens have the option to accept or refuse administration of investigational COVID
vaccines without adverse work, educational or other non-health related consequences, under 21
U.S.Ci § 360bbb-3(e)(1)(a)(i)(I) ' and the informed consent requirements of the Nuremberg
Code.

7. Pending revocation of COVID vaccine EUAs, FDA should issue guidance that all
marketing and promotion of COVID vaccines must refrain from labeling them “safe and
effective,” as such statements violate 21 U.S.C. § 360bbb-3.

IL. STATEMENT OF GROUNDS

A. Safety

8. Vaccine Adverse Event Reporting System (VAERS) data reveal unprecedented
levels of deaths and other adverse events since the FDA issued Emergency Use Authorizations
(EUAs) for three COVID vaccines. As of May 10, 2021, VAERS reported 4,434 deaths of people
who received at least one COVID vaccination.?

9. FDA and CDC have not responded to these data by issuing any warnings or
restricting the use of these vaccines. Furthermore, the VAERS database is the only safety database
to which the public has access. The government withholds extensive safety information from the
public despite having at least ten additional data sources and expert consultants to analyze these
data, according to Nancy Messonier, MD, the Director of the National Center for Immunization
and Respiratory Discases." Examples include databases from the Centers for Medicare and

121 U.S.C. § 360bbb-3, Authorization for medical products for use in emergencies,

https://www.govinfo.gov/content/pkg/USCODE-2011-title21/pdf/USCODE-201 1-title21-chap9-
subchapV-partE-sec360bbb-3.pdf.

2 Nuremburg Code, BRITISH MEDICAL JOURNAL, No. 7070, Volume 313, p. 1448 (Dec. 7, 1996),

hgps://media.tghn.org/medialibrgijO11/04/BMJ No 7070 Volume 313 The Nuremberg_Co
de.pdf.

3 VAERS Vaccine Adverse Event Reporting System data, available at https://vaers.hhs.gov/.

4 FDA meeting on COVID 19 and Emergency Use Authorization, Part 1 (Video), Dec. 10, 2020,
available at https://www.c-span.org/video/?50705 3-1/fda-meeting-covid-19-vaccine-emergency-

authorization-part-1.
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Medicaid, the Veterans Administration, the Defense Department (DMSS), the Vaccine Safety
Datalink and the “Genesis” database, which is operated in cooperation with the National Institutes
of Health and Brown University and includes 250 long-term care facilities and 35,000 residents.

10.  Dr. Messonier told the FDA and its Vaccines and Related Biological Products
Advisory Committee (VRBPAC) on December 10, 2020 that it had 11 systems that would evaluate
COVID vaccine safety. Five systems would be active at the start of the vaccine program, and an
additional six systems would become active over ensuing weeks. She said that the VAERS system
was being enhanced for long-term care facilities, and added, “Hopefully you’ll understand how
robust these systems are.” Below is the graphic she presented to the VRBPAC and the public on
December 10, 2020.

A 2T e S

Y

11. The CDC website, updated on May 11, 2021 states, "These vaccines have
undergone and will continue to undergo the most intensive safety monitoring in U.S. history. This
monitoring includes using both established and new safety monitoring systems to make sure that
COVID-19 vaccines are safe."”

12.  The CDC website states that “CDC and FDA physicians review each case report of
death as soon as notified and CDC requests medical records to further assess reports.”® By contrast,
a CDC official told a reporter for The Daily Beast that it lacks a "good way to track deaths that
occur after vaccination in real time.” Furthermore, CDC told the reporter, "there are no current
plans to include vaccination data in the current CDC Covid-19 mortality analysis."’

3 CDC, Safety of COVID-19 Vaccines (updated May 11, 2021),
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/safety-of-vaccines.html.

¢ CDC, Selected Adverse Events Reported after COVID-19 Vaccination (updated May 11, 2021),
https://www.cdec.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html.

7 Erin Banco, White House asks CDC to study how many have died after COVID vaccine shots,
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13. Children's Health Defense asked CDC for information on post-vaccination deaths
and injuries in early March 2021 and has yet to receive a response.?

14, Normally, licensed biologics manufacturers review adverse event reports pursuant
to 21 C.F.R. § 600.80, while to date the CDC and the manufacturers appear to dispute most causal
links to COVID vaccines. Any COVID vaccine license applicant “assumes responsibility for
compliance with the applicable product and establishment standards™ according to 21 C.F.R. §
600.3.° CDC asserts that a “review of available clinical information, including death certificates,
autopsy, and medical records has not established a causal link to COVID-19 vaccines,” yet recent
assessments acknowledge “a plausible causal relationship between the J&J/Janssen COVID-19
vaccine and a rare and serious adverse event—blood clots with low platelets—which has caused
deaths.”’ Denmark, among other nations, has banned the EUA J&J/Janssen COVID vaccine,
stating, “the benefits of using the COVID-19 vaccine from J&J do not outweigh the risk of causing
possible adverse effect in those who receive the vaccine.”!!

15. CDC calculated rates of adverse effects for anaphylaxis post-vaccination
improperly, using VAERS reports as the numerator, even though CDC officials have
acknowledged "it is not possible to use VAERS data to calculate how often an adverse event occurs
in a population.”’> When Massachusetts General-Brigham hospitals evaluated the rate of
anaphylaxis in employees post COVID vaccination, they found anaphylaxis rates approximately
50-100 times greater than the rates CDC calculated using VAERS data. (Pfizer rate 2.7/10,000
vaccinees and Moderna rate 2.3/10,000 vaccinees).!> Anaphylaxis after vaccination has led to
deaths. If this degree of underestimation holds true for other adverse events using the VAERS
database, then the safety of COVID vaccines is considerably worse than it currently appears. This
rate could be verified by querying the ten databases whose results have been hidden from the

DALY BEAST (Jan. 28, 2021), https://www.thedailybeast.com/white-house-asks-cdc-to-study-
how-many-have-died-after-covid-vaccine-shots.

¥ Megan Redshaw, 64 Days and Counting — Why Won't the CDC Answer Our Questions? THE
DEFENDER (May 11, 2021), hitps://childrenshealthdefense.org/defender/64-days-why-wont-cdc-
answer-questions/.

? Code of Federal Regulations Title 21 § 600.3,

https://www.accessdata. fda.gov/scripts/cdrh/cfdocs/cfefi/cfisearch.cfm2f=600.3 .

' CDC, Selected Adverse Events Reported after COVID-19 Vaccination (updated May 11,

2021), https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html.

" Vincent West, Denmark ditches J&J COVID-19 shots from vaccination programme, REUTERS
(May 3, 2021), https.//www.reuters.com/world/europe/denmark-excludes-ji-shot-vaccine-
programme-local-media-reports-2021-05-03/.

2 CDC, Vaccine Adverse Event Reporting System (VAERS),
https://www.cde.gov/vaccinesafety/ensuringsafety/monitoring/vaers/index html.
13 Blumenthal K. G., Robinson L. B., Camargo C. A., et al., Acute Allergic Reactions to mRNA

COVID-19 Vaccines. JAMA, Vol. 325, No. 15, pp. 1562-1565 (Mar. &, 2021),
https://jamanetwork.com/journals/jama/fullarticle/2777417.
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public.

16.  Other problems with vaccine safety assessment may exist because of inadequate
animal toxicology and pharmacokinetic studies of COVID vaccines. Animal experiments failed to
measure the quantity, duration and organ distribution of spike protein production. The animal
experiments, incomprehensibly, failed to inject the actual vaccine to be tested during certain
pharmacokinetic and toxicology tests. For example, in study 2.6.5.5B, only 2 of the 4 lipid
nanoparticle (LNP) components were labeled and injected into rats, and their distribution and
persistence in many organs were assessed at animal necropsy, from 15 minutes to 48 hours post-
injection. For most organs, at 48 hours the amount of the two NP components in each organ was
still increasing. Thus, the ultimate distribution and persistence of the LNPs are unknown. And we
have no information regarding duration and persistence of the mRNA or spike protein production
in organs based on this study.™

17. A surrogate for mRNA (coding for spike protein) was an entirely different mRNA
(coding for luciferase) in LNP injected into mice. In study 2.6.5.5A, bioluminescence was
measured in liver through 9 days as a surrogate measure, while no attempt was made to evaluate
the presence of spike protein in animal tissues, including in the brains of the experimental
animals.!® These surprising omissions have significant potential safety implications.

18.  Given that only 1 to 13% of adverse reactions have been reported to the FDA and
CDC via the VAERS passive reporting system, according to Lazarus et al., the high number of
adverse events and deaths following COVID vaccines is alarming.'® While the Pfizer vaccine has
now been used for five months and administered to more than 60 million Americans, FDA has
issued no new guidance about the vaccine based on these troubling data, apart from expanding its
use in children.

19.  The FDA must be aware that the only avenue for an injured party to claim benefits
as a result of a COVID vaccine injury is the Countermeasures Injury Compensation Program
(CICP).)" The CICP requires petitioners to prove that the COVID vaccine caused their injuries;
the program has an extremely short statute of limitations of one year. If the FDA, working with

14 Study 2.6.5.5.B Pharmacokinetics: Organ Distribution. SARS-CoV-2 mRNA Vaccine (English
Portion) (BNT162, PF-07302048), pp. 15-18, hgps://www.pmda.go.jg/drugg/ZOZ1/P20210212001/ 1

574

16 See Lazarus et al., Electronic Support for Public Health-Vaccine Adverse Event Reporting
System, AGENCY FOR HEALTHCARE RESEARCH AND QUALITY, DEPT. OF HEALTH AND HUMAN
SERVICES (Sept. 30, 2010), https://digita l.ahrq.gov/ahrq-funded-proj ects/electronic-support-
public-health-vaccine-adverse-event-reporting-system; Shimabukuro et al., Safety monitoring in
the Vaccine Adverse Event Reporting System (VAERS), VACCINE (Nov. 4, 2015),
ht_tgs://www.ncbi.nlm.njh.gov/pmc/m'gleg/PMC4632204/; S. Rosenthal and R. Chen, The
reporting sensitivities of two passive surveillance systems for vaccine adverse events, AM JPUBLIC

HEALTH (Dec. 1995), https://www.nchi nlm.nih.gov/pme/articles PMC1615 747/.

17 Health and Human Services Administration, Countermeasures Injury Compensation Program
(CICP), https://www.hrsa.gov/cicp.
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the vaccine manufacturers, does not compile and publish an accurate list of adverse reactions,
which is required for licensing, then these petitioners will have virtually no opportunity to prove
injury or receive compensation.

B. Effectiveness

20.  As with safety data on COVID vaccines, effectiveness data continue to evolve.
Recently CDC acknowledged “vaccine breakthrough cases” where vaccinated subjects fall ill and
potentially transmit the virus. CDC acknowledges that a “small percentage of people who are fully
vaccinated against COVID-19 will still get sick and some may be hospitalized or die from COVID-
19. It’s also possible that some fully vaccinated people might have infections, but not have
symptoms (asymptomatic infections).”'

21.  As of April 26, 2021, CDC reported over 9,000 “breakthrough cases” and 132
COVID-caused deaths among vaccinated people.!® CDC tracks reports of breakthrough cases via
the National Notifiable Diseases Surveillance System (NNDSS)?® and has recently stopped
reporting breakthrough cases absent death or hospitalization.’ The British government has also
identified efficacy problems stating, “The resurgence in both hospitalisations and deaths is
dominated by those that have received two doses of the vaccine, comprising around 60% and 70%
of the wave respectively.”??

22.  The UK. data modelers attribute these rates to the high level of vaccine uptake in
the most at-risk clderly age group.?> Overall, the UK. believes “evidence shows vaccines are
sufficiently effective in reducing hospitalisations and deaths in those vaccinated.” The UK.
caveat “sufficiently” is significant compared to the unqualified “effective” label that the FDA
currently permits to be communicated to the public.

'8 CDC, What You Should Know About the Possibility of COVID-19 Iliness After Vaccination;
(updated April 21, 2021), https://www.cdc.gov/coronavirus/2019-

ncov/vaccines/effectiveness/why-measure-effectiveness/breakthrough-cases.html.,
' CDC, COVID-19 Breakthrough Case Investigations and Reporting (updated April 30, 2021),

https://www.cdc.gov/vaccines/covid-19/health-departments/breakthrough-cases.html.
0 CDC, National Notifiable Diseases Surveillance System (NNDSS), https://wwwn.cdc.gov/nndss/.

' CDC, COVID-19 Breakthrough Case Investigations and Reporting (April 30, 2021),
https://www.cdc.gov/vaccines/covid-19/health-departments/breakthrough-cases.html.

2 SPI-M-0O: Summary of further modelling of easing restrictions — Roadmap Step 2, p. 10 (Mar.
31, 2021),

https://assets.publishing. service.gov.uk/government/uploads/system/uploads/attachment _data/file
/975909/81182_SPI-M-O_Summary_of modelling_of easing_roadmap_step 2 restrictions.pdf.

2.

2 Gov.UK; COVID-19 Response-Spring 2021 (Summary) (Feb. 22, 2021),
https://www.gov.uk/government/publications/covid-19-response-spring-2021/covid-19-response-

spring-2021-summary.
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C. Misbranding as “Safe, Effective and FDA Approved”

23.  Recently the FDA sent a warning letter “RE: Unapproved and Misbranded Products
Related to Coronavirus Disease 2019 (COVID-19).”% FDA wamned that labeling COVID therapies
as Safe, Effective or FDA Approved when they are not proven to be so by FDA standards violates
§ 505(a) of the FDCA, 21 U.S.C. § 355(a). The same standard should apply to COVID vaccines,
as any such products are misbranded drugs and violate § 502 of the FDCA and 21 U.S.C. § 352.

24.  The introduction or delivery for introduction of any such product into interstate
commerce is prohibited under § 301(a) and (d) of the FDCA and 21 U.S.C. § 331(a) and (d). The
FDA specifically warmed a vendor: “We advise you to review your websites, product labels, and
other labeling and promotional materials to ensure that you are not misleadingly representing your
products as safe and effective for a COVID-19-related use for which they have not been approved
by FDA and that you do not make claims that misbrand the products in violation of the FD&C
Act”

25.  FDA must ensure against misrepresenting COVID vaccine products as “safe and
effective” when FDA has not so designated them. FDA’s description of COVID vaccines pursuant
to § 564(d)(3) of the Act states: “based on the totality of scientific evidence available to FDA. . it
is reasonable to believe that Pfizer-BioNTech COVID-19 Vaccine may be effective in preventing
COVID-19 when used in accordance with this Scope of Authorization (Section II), pursuant to
Section 564(c)(2)(A) of the Act.” The FDA language on effectiveness provides a qualification
similar to the above-mentioned U.K. regulatory language. FDA’s precise technical language to
manufacturers does not match its unequivocal “effective” claims on official government websites,
including that of the CDC, as illustrated below.?®

25 FDA, Warning Letter to Mercola.com, LLC (Feb. 18, 2021), https://www.fda.gov/inspections-
compliance-enforcement-and-criminal-investi gations/warning-letters/mercolacom-{lc-607 133-
02182021.

26 CDC, Key things to know about COVID-19 vaccines (May 10, 2021),

https:/www. cdc.gov/coronavirs/201 9-ncov/vaccines/keythingstoknow.html;

CDC, Safety of COVID-19 vaccines (udated May 11, 2021),
https://www.cde.gov/coronavirus/2019- ncov/vaccines/safety/safety-of-vaccines.html;

FDA, Letter to Pfizer (May 10, 2021), https://www.fda.gov/media/ 144412/download.
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D. EUA revocation, additional EUAs, and off-label use clarification for COVID
therapies

26. On February 4, 2020 the Secretary of the Department of Health and Human
Services (HHS) determined that there is a public health emergency that has a significant potential
to affect national security or the health and security of United States citizens living abroad and that
involves the virus that causes Coronavirus Disease (COVID-19). Based on this determination, the
Secretary on March 27, 2020 declared that circumstances justify emergency use of drugs and
biological products during the COVID-19 pandemic pursuant to § 564 of the FDCA (21 U.S.C. §
360bbb-3).

27. Since December 2020, several manufacturers have received EUAs for COVID
vacceines. One of the criteria for these authorizations, beyond the existence of an emergency, is that
there are “no adequate, approved, and available alternatives.”?” Many medical professionals and
elected officials have objected to the inconsistent handling of EUAS for alternative treatments. Dr.
Peter McCullough testified to the Texas Senate on March 10, 2021 that an 85% lower mortality
rate from COVID would have been possible if government agencies had publicly recommended

> FDA, Emergency Use Authorization (updated May 11, 2021),
https://www.fda.gov/emergency-preparedness-and-response/mcem-legal-regulat
framework/emergency-use-authorization;

FDA, FAQs on Emergency Use Authorizations (EUAs) for Medical Devices During the
COVID-19 Pandemic (updated April 23, 2021), https://www.fda.gov/medical-
devices/coronavirus-disease-201 9-covid-19-cmergencv-use-authorizations-medical-devices/fags-
emergency-use-authorizations-euas-medical-devices-during-covid-19-pandemic.
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carly treatments.2® Now that COVID cases and deaths are decreasing because many if not mosi
Americans are immune, the relative benefit of COVID vaccines has diminished >

28, Three U.S. Senators asked the FDA to clarify why it revoked the previously granted
EUAs for hydroxychloroquine (HCQ) and chloroquine (CQ) and under what authority it regulates
the practice of medicine. The Senators also asked what authority states have to regulate the
prescribing and dispensing of drugs.* FDA issued and revoked EUAs for HCQ and CQ donated
to the Strategic National Stockpile in a way that confused medical professionals, resulting in their
reluctance to prescribe the drugs, including those not under EUA. FDA improperly reconummended
against the use of chloroguine drugs in outpatients, and against early treatment, which is when
these antiviral drugs are likely to be effective. FDA appears to have collaborated with officials in
dozens of states and even with certain pharmaceutical and pharmacy companies to restrict the
prescribing and dispensing of chloroquine drugs against COVID. These unprecedented actions
require explanation. The FDA must immediately revoke its recommendations for the limited use
and withholding of these drugs during a life-threatening pandemic and must publicize its
revocation widely.

29.  Medical professionals also question FDA's approval of Investigational New Drug
(IND) human trials performed by the University of Pittsburg (REMAP-COVID)*! and the
University of Philadelphia (PATCH)?* using knowingly borderline lethal doses of HCQ in humans.
There were more deaths in the HCQ arm than in the control arm of the REMAP-COVID study and
in the other two large multicenter studies, the Solidarity and Recovery studies, that used excessive
doses. The PATCH study ended after enrolling only 5 subjects.

30. Inother FDA guidance regarding the chloroquine drugs, FDA made the misleading
claim that “Hospitalized patients were likely to have greater prospect of benefit (compared to

2 Dr. Peter McCullough’s testimony to the Texas Senate HHS Committee (Mar. 10, 2021),
https:/www.youtube.com/watch?v=OAHi31X30GM.

2 Dr. Peter McCullough et al., SARS-CoV-2 mass vaccination: Urgent questions on vaccine
safety 2 that demand answers from international health agencies, regulatory 3 authorities,
governments and vaccine developers (May 8, 2021), https://www.andrewbostom.org/wp-
contcnt/gploads/ZOZ1/05/ano-et-al.-VaccingSafeg-Urgent-Mam;gm'pt—Emﬁm-May—S-
2021.pdf.

30 Senators Ted Cruz, Mike Lee, Ron Johnson, Letter to FDA Commissioner Stephen Hahn (Aug.
18, 2020), hitps://www.hsgac.senate.gov/imo/media/doc/2020-08-
18%20RH] %20Letter%20to%20FDA %200n%20HC( 3%20+%20C0.pdf.

31 UNIVERSITY OF PITTSBURG, Department of Critical Care, UPMC Leads Global Efforts to Fast-
track COVID-19 Therapies, hitps://www.ccm.pitt.edu/node/1110.

32 Ponn Launches Trial to Evaluate Hydroxychloroquine to Treat, Prevent COVID-19, PENN
MEDICINE NEWS (April 3, 2020), hitps:/www.pennmedicine.org/news/news-releases/2020/
april/genn-launches-trial-to-evaluag-hygkg_xygh!gm’ng—to-treat-prevent-covid19;

The PATCH Trial (Prevention And Treatment of COVID-19 With Hydroxychloroguine) (PATCH),
CLINICALTRIALS.GOV (updated Dec. 10, 2020), https://clinicaltrials. gov/ct2/show/NCT04329923.
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ambulatory patients with mild illness),” and that chloroquine drugs have a “slow onset of action.”
Inits justification for restricting the use of chioroquine drugs, FDA also opined that “it is no longer
reasonable to believe that oral formulations of HCQ and CQ may be effective in treating COVID-
19, nor is it reasonable to believe that the known and potential benefits of these products outweigh
their known and potential risks.”33

31. These claims fly in the face of substantial evidence of positive effects of the drugs
when used early in the disease at usual, approved, therapeutic doses. FDA has chosen to ignore
the many trials that were properly conducted. The FDA buttresses its contention of the dangers of
these drugs based in part on the FDA-approved trial and other trials that administered excessive,
non-therapeutic doses of HCQ and resulted in more deaths in the treated group than the placebo

group.

32.  Similarly, FDA exhibited bias regarding the effective and safe use of ivermectin
for prophylactic use of COVID. In March 2021, the agency stated: “The FDA has not reviewed
data to support use of ivermectin in COVID-19 patients to treat or to prevent COVID-19; however,
some initial research is underway.”** Yet already on April 10, 2020, FDA had issued a public
warning against the use of ivermectin because, it claimed, Americans were purchasing over the
counter (OTC) veterinary ivermectin as a COVID treatment.?® Research from Australia had been
published online a week earlier, on April 3, 2020, supporting use of ivermectin for COVID based
on in vitro studies.*®

33.  Thus, FDA was aware at least 13 months ago that Americans were using ivermectin
to treat and prevent COVID. How could FDA not have reviewed data on ivermectin during an
entire year after it was informed about this use? That was a year during which dozens of studies
about the drug’s use were available as publications or preprints for both prophylaxis and treatment;
during which there was a Senate hearing on the drug; and during which half a million Americans
died from the disease, who had not been treated with effective medications because of FDA
guidance.

34.  Furthermore, ivermectin has been used OTC for COVID in many countries and
regions with excellent reported treatment success. The drug's safety has been established with at

3 FDA Letter revoking EUA for Hydroxychloroquine (Jun. 15, 2020),
https://www.fda.gov/media/138945/download.

* ¥DA, Why You Should Not Use Ivermectin to Treat or Prevent COVID-19 (updated May 10,

2021), https://www.fda.gov/consumers/consumer-updates/why-you-should-not-use-ivermectin-
treat-or-prevent-covid-19,
> FDA Letter to Stakeholders, Do Not Use Fvermectin Intended for Animals as Treatment for

COVID-19 in Humans (April 10 2020), hitps://www.fda. gov/animal-veterinary/product-safety-

information/fda-letter-stakeholders-do-not-use-ivermectin-intended-animals-treatment-covid-19-
humans.

% Leon Caly, Julian D. Druce, The FDA-approved drug ivermectin inhibits the replication of
SARS-CoV-2 in vitro, ANTIVIRAL RESEARCH, vol. 178, 104787 (Jun. 2020),

https://reader.elsevier.com/reader/sd/pii/S0166354220302011.
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least 2 billion doses used, and the drug is on the World Health Organization's list of essential drugs.

35,  Many medical professionals suspect FDA's feigned ignorance about the drug was
a prerequisite to issuing EUAs for COVID vaccines, given the EUA requirement that no approved
drug may be available for the same indication. Ivermectin and hydroxychloroquine, both of which
have extremely long biological half lives, can be given infrequently as prophylaxis for COVID.
Hydroxychloroquine or chloroguine are used weekly to prevent malaria, and they have been used
in the same way to prevent COVID. Ivermectin can be used once or twice yearly to prevent river
blindness (onchocerciasis), and it has been used weekly or bi-weekly to prevent COVID. Many
clinical trials have documented the benefits of both drugs for COVID prevention. Yet FDA has
remained silent about these benefits, even though the efficacy of these preventive treatments
probably supercedes that of COVID vaccines.

36.  This petition encourages FDA to expeditiously evaluate existing ivermectin
research and issue accurate guidance for its use against COVID, e.g., where “18 randomized
controlled treatment trials of ivermectin in COVID-19 have found large, statistically significant
reductions in mortality, time to clinical recovery, and time to viral clearance.”” Additional studies
have found it highly effective for both pre- and post-exposute prophylaxis of COVID.*®

37.  Finally, reflecting on the FDA’s regulatory history is helpful: A proven association
between the 1976-1977 swine influenza vaccine and approximately 400 cases of Guillain—Barré
syndrome halted that particular national vaccination campaign.* The reported deaths following

37p. Kory, G. Meduri et al., Review of the Emerging Evidence Demonstrating the Efficacy of
Ivermectin in the Prophylaxis and Treatment of COVID-19, AMERICAN JOURNAL OF
THERAPEUTICS (May-Jun 2021), https://www.ncbi.nlm.nih.gov/pme/articles/PMC8088823/.

Ahmed, Sabeena et al., 4 five-day course of ivermectin for the treatment of COVID-19 may
reduce the duration of illness, INTERNATIONAL JOURNAL OF INFECTIOUS DISEASES, vol. 103, pp.
214-216 (Feb. 2021), https://pubmed.ncbi.nlm.nih.gov/33278625/;

Jans D. A. and Wagstaff K. M., The broad spectrum host-directed agent ivermectin as an
antiviral for SARS-CoV-2? BIOCHEMICAL AND BIOPHYSICAL RESEARCH COMMUNICATIONS, vol.
538, pp. 163-172 (2021), https:/pubmed.ncbi.nlm.nih.gov/33341233/.

Formiga, Fabio Rocha et al., Ivermectin: an award-winning drug with expected antiviral activity
against COVID-19, JOURNAL OF CONTROLLED RELEASE, vol. 329, pp. 758-761 (Jan. 2021),
https://pubmed.nebi.nim.nih.gov/33038449/.

Bhowmick, Subhrojyoti et al., Safety and Efficacy of Ivermectin and Doxycycline Monotherapy
and in Combination in the Treatment of COVID-19: A Scoping Review, DRUG SAFETY, pp. 1-10
(Apr. 16, 2021), https://pubmed.ncbi.nlm.nih.gov/33864232),

38 Jvermectin for COVID-19: real-time meta analysis of 55 studies, COVID ANALYSIS (version 81,
May 15, 2021), hitps:/ivmmeta.com/.

39 See CDC, HIN1 Flu, FACT SHEET: GUILLAIN- BARRE SYNDROME (GBS) (Dec. 15, 2009),
httos://www.cde.gov/h1n1 flu/vaccination/factsheet gbs.htmit:~text=Getting%20GBS %20from
%20a%20vaccination,got%20the%20swine%20flu%20vaccine.
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that swine flu vaccination campaign, 30 out of 40-45 million vaccinees,*® were insignificant
compared to the current reported death toll of 4,434 due to COVID vaccines, Today’s death rate
is more than 50 times higher than that which ended the swine flu vaccine campaign.

38.  Regarding the halted swine flu vaccine program, the CDC’s Emerging Infectious
Diseases Journal concluded, “In 1976, the federal government wisely opted to put protection of
the public first.”*! FDA should learn from this past experience and again put protection of the
public first. It is imperative that the FDA swiftly take action to authorize alternative treatments.

E. Children

39.  According to the National Center for Health Statistics data as of May 5, 2021, 282
children have died “involving COVID,” whereas over 560,000 Americans have died “involving
COVID.”? Three thousand children have been diagnosed with a multi-system inflammatory
disorder, of whom about 1%, or approximately 30, have died. Thus the relative risk for children
due to COVID is very low.

40. By contrast, recent VAERS reports include the deaths of several children following
COVID vaccination.*® Five of the child death reports footnoted below involve apparent cardiac
related deaths, and two were infants. There is one reported death in a 15 year old after receiving
the Pfizer BioNTech vaccine, and another reported death of a 15 year old after receiving a Moderna

40 Rick Perlstein, Gerald Ford Rushed Out a Vaccine. It Was a Fiasco, THE NEW YORK TIMES

(Sept. 2, 2020), https://www.nytimes.com/2020/09/02/opinion/coronavirus-vaccine-trump. htmi:
Donald G. McNeil, Jr., Don’t Blame Flu Shots for All llls, Officials Say, THE NEW Y ORK TIMES

(Sept 27, 2009), hitps://www.nytimes.com/2009/09/28 /health/policy/28vaccine.html.

41 Qencer D. J., Millar J., Reflections on the 1976 Swine Flu Vaccination Program, EMERGING
INFECTIOUS DISEASES, Vol. 12, No. 1, pp. 29-33 (Jan. 2006),

https://wwwnec.cde.gov/eid/article/12/1/05-1007 _article.

42 CDC, Weekly Updates by Select Demographic and Geographic Characteristics, Provisional
Death Counts for Coronavirus Disease 2019 (COVID-19) (updated May 12, 2021),

hitps://www.cde.gov/nchs/nvss/vsrr/covid weekly/index. htm#SexAndAge.
43 VAERS reports include:

A l-year-old,
https://medalerts.org/vaersdb/findfield php?IDNUMBER=1261766&WAYBAC TORY=0N;

a 2-year-old,
https://medalerts.org/vaersdb/findfield. php?IDNUMBER=1255745&WAYBACKHISTORY=ON;

two 15-year-olds, https://www.medalerts.org/vaersdb/findfield. php?IDNUMBER=1187918 and
https://www.medalerts.org/vaersdb/findfield php?IDNUMBER=1242573;

two 16-year-olds, https://www.medalerts.org/vaersdb/findfield.php?IDNUMBER=1 225942;

a 17-year old, https://www.openvaers.com/openvaers/1199455;
and an infant, https:/www.medalerts.org/vaersdb/findfield. php?IDNUMBER=1166062.
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vaccine. Each child must have been enrolled in a clinical trial, since their ages would have
precluded them getting the vaccine legally under the EUA. There were only about 1,000 children
in the 12-15 year age group in the vaccine arm of Pfizer’s trial and probably about the same number
in the vaccine arm of Moderna’s trial. Thus, the death rate following either vaccination in this age
group, assuming these children were trial enrollees, is approximately 2 in 2,000 or 0.1%.

41, There are 74 million children in the United States. So far, 282 have died "involving
Covid." Two hundred eighty-two in 74 million is a rate of 0.00038%. While many children may
not have been exposed to COVID, CDC estimated that 22.2 million children aged 5-17 had had
COVID and 127 had died, at the May 12, 2021 meeting of the Advisory Committee on
Immunization Practices, or 0.00057%.* Available evidence strongly suggests that the vaccine is
much more dangerous to children than the disease.

42. A recent opinion piece in the British Medical Journal noted that “the likelihood of
severe outcomes or death associated with COVID-19 infection is very low for children,
undermining the appropriateness of an emergency use authorization for child covid-19 vaccines.”*
The authors also suggested child vaccinations could strategically harm vaccination efforts and
increase vaccine hesitancy.*

F. Servicemembers' Prior Consent

43,  Certain citizens and elected officials have recently encouraged the President of the
United States to waive U.S. Servicemembers® right to prior consent for COVID vaccines.’
According to 10 U.S.C. §1107(f), only the President of the United States may order such a waiver
if he determines, in writing, that obtaining consent is not in the national security interest. The intent
of any waiver of consent must be related to a member's participation in a “particular military
operation,” as opposed to the broad sweep some are encouraging.

44.  Such a waiver is only permissible when obtaining prior consent is infeasible or
contrary to the best interests of the military member. Clearly, prior consent for current
servicemembers is feasible for COVID vaccines.*® Because the President’s authority is contingent
on the standards set forth in § 505(i)(4) of the FDCA and 21 U.S.C. § 355(i)(4), and since the chain
of command requires consultation with HHS, the FDA may issue guidance to the President on this

“ Helen Branswell, CDC advisory group gives green light to Pfizer’s Covid vaccine for
adolscents,” STAT (May 12, 2021), https://www.statnews.com/2021/05/12/cde-advisory-group-
ives- -light-to-pfizers-covid-vaccine-for-ad

4 W. Pegden, V. Prasad, S. Baral, Covid vaccines for children should not get emergency use

authorization, BMJ (May 7, 2021), https://blogs.bmi.com/bmi/2021/05/07/covid-vaccines-for-
children-should-not-get-emergency-use-authorization/.

“1d

“ Jimmy Panetta, Letter to President Biden (Mar. 24, 2021),
https://www.documentcloud.org/documents/20521870-panetta_dod-covid-vaccine-waiver.

“ 21 U.S.C. § 50.23: Exception from general requirements, https://www.ecfr.gov/cgi-bin/text-
idx?node=se21.1.50_123&rgn=div§.
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matter.*®

45,  The specific law on EUA vaccines was codified in 10 U.S.C. § 11072.%° The
§ 1107a language is similar to § 1107(f) to ensure that troops are granted prior consent and have
the “option to accept or refuse administration of a product.” National leaders should continue to
honor and respect servicemembers’ rights. No President has ever waived servicemembers’ prior
consent under 10 U.S.C. § 1107(f) or 10 U.S.C. § 1107a, and FDA should advise that current
circumstances do not warrant such drastic action.

G. Coercion and Compulsion

46.  COVID vaccines are optional in accordance with 21 C.F.R. § 360bbb-3(e)(1)(a) as
BEUA products.®’ Yet throughout the United States, schools, businesses, government and industry
are using coercive tactics to encourage, incentivize and compel COVID vaccination as a condition
of employment, education and daily living. It is unlikely that most Americans would support such
coercion if they were fully informed that COVID vaccines are for emergency use only,
investigational, unapproved, and that individuals have the explicit right to refuse by law. Some
states are considering or have approved legislation or executive action to bar vaccine mandates.>
Some professional medical associations also have expressed opposition to these coercive tactics.>®

47.  Coercion and compulsory vaccination are inconsistent with the legal requirements
to inform both healthcare workers administering EUA vaccines and vaccine recipients of the
significant known and unknown benefits and risks of such use. Most importantly, the FDA must
ensure all parties are aware of the “option to accept or refuse” administration of all EUA products
and that alternatives are available. These disclosure requirements are entirely inconsistent with
coercion, and government agencies should not publish information that violates the law.
Information on the government websites of the Equal Employment Opportunity Commission

9 1d.

%010 U.S.C. § 1107a - Emergency use products, https://www.govinfo.gov/app/details/USCODE-
2010-title10/USCODE-2010-title] 0-subtitleA-partll-chap55-secl107a/summary.

31 § 360bbb—3. Authorization for medical products for use in emergencies,
/lwww.govinfo.gov/content/pkg/USCODE-2011-title21/pdf/USCODE-2011-title2 1 -chap9-

subchapV-partE-sec360bbb-3.pdf.

52 Pearson L., Brofsky I., et al., 50-state Update on Pending Legislation Pertaining to Employer-
mandated Vaccination, HUSCH BLACKWELL (updated April 20, 2021),
https://www.huschblackwell. com/newsandinsights/50-state-update-on-pending-legislation-
pertaining-to-employer-mandated-vaccinations,

53 Dr. Paul M. Kempen, Open Letter from Physicians to Universities: Allow Students Back
Without COVID Vaccine Mandate, ASSOCIATION OF AMERICAN PHYSICIANS AND SURGEONS
(Apr. 24, 2021), https://aapsonline.org/open-letter-from-physicians-to-universities-reverse-covid-
vaccine-mandates/.
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(EEOC)** and the Occupational Safety and Health Administration (OSHA)* in fact ignore these
federal disclosure requirements.

48.  The armed forces' experience with the very first EUA vaccine mandate against
anthrax is instructive. 5 The military now administers the anthrax vaccine on a voluntary basis with
informed consent, but only after a federal court halted the mandatory anthrax vaceine program
because the FDA had improperly issued a license.”’

49.  The only language in the EUA law, 21 U.S.C. § 360bbb-3(e)(1)(A)(i)(I-1II), that
could possibly be construed to imply mandates is the term “consequences” in clause III. Both
statutory analysis and legislative history suggest that it is far more likely that this term applies to
health-related consequences only, i.c., medical risks and benefits, since that is the topic of that
statute section and because it does not refer to punitive measures or consequences, such as
termination of employment or education.®

50.  Another hazard of coercive policies and broad liability for industry is reliance on
subpar manufacturers. One of the COVID vaccine manufacturing subcontractors today, Emergent
BioSolutions, is the same company, with the same President and Board Chairman, which the FDA
cited under its previous name, BioPort, for numerous violations of Good Manufacturing
Practices.’® The image below, taken from an FDA form in 2000, shows the citation to BioPort for

¢ EEOC, Whai You Should Know About COVID-19 and the ADA, the Rehabilitation Act, and
Other EEOC Laws, §§ K1 & K7 (updated Dec. 16, 2020), https://www.eeoc. ov/wysk/what-
you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws.

55 Jeff Yoders, OSHA Imposes New Guidance For Employer-Required COVID-19 Vaccines,
ENR (May 3, 2021), https://www.enr.com/articles/51691 -osha-imposes-new-guidance-for-
emplover-required-covid-19-vaccines.

56 FDA, Anthrax Vaccine Adsorbed (AVA) EUA ~ARCHIVED INFORMATION,

httns://www.fda.gov/cmcrgcncv-vrenaredness-and-responsc/mcm-legal-rczulatory-and—policv-
framework/emergency-use-authorization-archived-information#anthrax.

57 Determination and Declaration Regarding Emergency Use of Anthrax Vaccine Adsorbed for
Prevention of Inhalation Anthrax, FEDERAL REGISTER (Feb. 2, 2005),
https://www.federalregister.gov/documents/2005/02/02/05-2027/determination-and-declaration-
regarding-emergency-use-of-anthrax- vaccine-adsorbed-for-prevention-
of?fbelid=IwAR22J58v3SQ2tVoEUINgZVU-PmRx00ou0P05i9W¢S4SUiOcj9HyaiUI8Dvrg.

58 parasidis E., Kesselheim A. S., Assessing The Legality Of Mandates For Vaccines Authorized
Via An Emergency Use Authorization, HEALTH AFFAIRS (Feb. 16, 2021),
https://www.healthaffairs.org/do/10.1377/hblog20210212.41 0237/full/.

5% Richard Luscombe, Emergent chief sold $10m in stock before company ruined 15m Covid
vaccines, THE GUARDIAN (Apr. 26, 2021),

‘ h'gps://www.thegu;_ardian.comfbusiness/ZOZ1/apr/26/eme_rgent-biosolutions-robert-lcramcr—stock—
covid-vaccines-error.
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deviations from acceptable manufacturing standards for vaccines.
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51.  Today, Emergent BioSolutions, despite apparent FDA oversight, shipped out
unauthorized bulk COVID vaccine ingredients for finishing and filling. Emergent BioSolutions
shipped those ingredients to another entity, and the shipments eventually reached buyers in at least
four other countries, according to the New York Times.®° The FDA halted distribution in the U.S.
and cited quality deviations®' that mirrored those that American servicemembers witnessed 20
years ago with the anthrax vaccine.®’ People need to be informed about these manufacturing
deviation pattemns given the importance and wide use of these products.

52. States may lawfully mandate certain vaccines. But that is not the case for
investigational, unapproved EUA medical products. The preemption doctrine,®® based on the
Supremacy Clause of the U.S. Constitution, Article VI, § 2,% requires that the federal
requirements for informed consent supersede state laws and regulations that may violate EUA
provisions. The FDA should support, defend and enforce federal laws that govern biologics,

80 Chris Hamby, Baltimore Vaccine Plant’s Troubles Ripple Across 3 Continents, THE NEW

YORK TIMES (May 6, 2021), hitps://www.nytimes.com/2021/05/06/world/baltimore-vaccine-
countries.html.

81 FDA, HHS, Form FDA 483, Inspectional Observations (Apr. 20, 2021),
https://www.fda.gov/media/147762/download.

62 Historic FDA Form 483 Deviation Report Documenting that “The manufacturing process for
Anthrax Vaccine is not validated.”

https://nebula.wsimg.com/30662205620a2624b21274dc49888891?AccessKeyld=0BA19F97E21]
CB8613CD7&disposition=0&alloworigin=1.

8 preemption, CORNELL LAW SCHOOL, Legal Information Institute,
https://www.law.cormell.edu/wex/preemption.

8 U.S. Const. art. V1., § 2, “This Constitution, and the Laws of the United States which shall be
made in Pursuance thereof;, and all Treaties made, or which shall be made, under the Authority of
the United States, shall be the supreme Law of the Land; and the Judges in every State shall be
bound thereby, any Thing in the Constitution or Laws of any State to the Contrary
notwithstanding.” https://www.archives.gov/founding-docs/constitution-transcript.
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including EUA products. The option to refuse COVID vaccines is codified in federal law, and
President Biden has affirmed this, saying, “I don't think it [vaccination against COVID] should be
mandatory. I wouldn't demand it to be mandatory.”®

H. Conclusion to Statement of Grounds

53.  The FDA’s mission is “protecting the public health by ensuring the safety, efficacy,
and security of human and veterinary drugs, biological products.”*® President Roosevelt’s signing
of the Federal Food, Drug, and Cosmetic Act (FDCA) closed many safety and efficacy loopholes
and improved the landscape of consumer protection forever.®” The 1962 Harris-Kefauver
amendment®® set in motion regulatory standards for biologics licensure that require proven
efficacy, and the 1972 review sought to ensure proof of efficacy and no misbranding for biologics.
These historic advances require reflection. The preamble to the 1972 review stated, ““The
importance to the American public of safe and effective vaccines...and other biclogical products
cannot be overstated.”®

54.  Biologics, as with all drugs and devices, must have adequate directions for use and
be proven safe and effective before FDA approval and licensure. The FDA erred with the anthrax
vaccine, and it took a Citizen Petition’® and federal court decision to make the FDA comply with
the FDCA.” At other times, the FDA has upheld its mission without prompting to make tough
regulatory rulings, as the Supreme Court has acknowledged.” With this Petition, we look forward

65 Julia Manchester, Biden: Coronavirus vaccine should not be mandatory, THE HILL (Apr. 12,
2021), https://thehill.com/homenews/campaign/528834-biden-coronavirus-vaccine-should-not-

be-mandatory.
66 EDA, What We Do, https://www.fda gov/about-fda/what-we-do#mission.

7 FDA, 80 Years of the Federal Food, Drug, and Cosmetic Act Nov. 7, 2018),
hitps://www.fda.gov/about-fda/fda-history-exhibits/80-years-federal-food-drug-and-cosmetic-act.

68 FDA, Kefauver-Harris Amendments Revolutionized Drug Development (Oct. 9, 2012),
https J//www.fda.gov/consumers/consumer-updates/kefauver-harris-amendments-revolutionized-
drug-development.

% HHS, FDA, Biological Products March 1936-March 1978, Preamble, p. 56, 37 Fed. Reg.
16679.

0 Citizen Petition, FDA Docket 01P-0471/CP1, https://imgl.wsimg.com/blobby/go/4fa7f468-
a250-4088-926¢-3¢562998df1f/downloads/citizen%20petition%20ava%20rempfer%620
dingle.pdf?7ver=1620969217312, and Response thereto, hitps://downloads.regulations.gov/FDA-
2001-P-0119-0003/attachment_1.pdf. '

" Doe # 1 v. Rumsfeld, 297 F. Supp. 2d 119, 135; sce par. F, reference to Citizen Petition, FDA
docket 01p-0471,

https:/nebula.wsimg.com/26170511041708e6b5335b6¢885478d7? AccessKeyld=0BA 19F97E21
CB8613CD7&disposition=0&alloworigin=1.

2U.S. Reports: Weinberger v. Hynson, Westcott & Dunning, 412 U.S. 609 (1972),
https://tile.loc.gov/storage- services/service/ll/usrep/usrep4 12/usrep412609/usrep412609.pdf.
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to the FDA’s appropriate, tough regulatory action to bring its COVID vaccine regulations and
guidance into line with federal law.

55.  Although EUA law is relatively recent, we ask the FDA to be ever cognizant of its
longstanding, statutory mission and duty to protect the public health and to ensure that the
American public receives only safe and effective vaccines. Most Americans are not aware of the
strict compliance requirements for EUA COVID vaccines nor do they know that these biologics
are “investigational” and “unapproved medical products.””® They do not know that the FDA has
not fully approved these vaccines as safe and effective under the FDCA. The reason Americans
are unaware is because the FDA has failed to provide and enforce accurate public messaging.
Reversing this trend is imperative; the FDA must comply with law.

56.  Acting on this Citizen Petition will enhance the FDA’s credibility with the public.
Given the obvious safety, effectiveness, labeling and branding concerns over COVID vaccines
detailed above, along with anticipated comments on this docket, we respectfully appeal to the FDA
to implement the actions requested in this Petition.

IIIL. ENVIRONMENTAL IMPACT

57.  The undersigned hereby state that the relief requested in this Petition will have no

environmental impact, and therefore an environmental assessment is not required under 21 C.F.R.
§§ 25.30 and 25.31.

IV. ECONOMIC IMPACT

58.  Economic impact information will be submitted upon request of the Acting
Commissioner.

V. CERTIFICATION

59.  The undersigned certify that, to their best knowledge and belief, this Petition
includes all information and views on which the Petition relies, and that it includes representative
data and information known to the Petitioners that are unfavorable to the Petition.

Respectfully submitted,

[s/ Meryl Nass
Meryl Nass, MD, Scientific Advisory Board
Member

/s/ Robert F. Kennedy. Jr.
Robert F. Kennedy, Jr., Board Chair and

Chief Litigation Counsel

™ FDA, Emergency Use Authorization for Vaccines explained (updated Nov. 20, 2020),

https://www.fda.gov/vaccines-blood-biologics/vaccines/emergency-use-authorization-vaccines-
explained.
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Patent Number: 7279327

This is 2 SARS-Cov+2 patent filed in Aprit 2002 by researchers from University of North Carolina at
Chape! Hill and also Ralph Baric for a “an infectious, replication defective, coronavirus particle, that
specifically targets lung epithelial cells wherein said cell is 2 coronavirus permissive cell....." This virus
was genetically modified to infect humans more effectively! The research and :deve‘iOpment of this
research was funded by Dr. Anthony Fauci from the NIH! There were claims that this research was
initiated to develop HIV vaccines using coronavirises as vectors. However, the research deployed
genetically modifying platforms to enhance the coronavirus to infect human celis using the ACE2
receptors.

Patent Number; 7220852 | ‘ _
Patent filed in April 2003 by US CDC for the SARS-CoV and SARS-CoV-2 genome. (Note that US
laws do not allow 3 naturally occurring virus to be patented.)

Patent Number: 46582703P and 776521 concerning the SARS-CoV-2 were classified by the CiA and
masked in the {ast 24 hours! (These patents cover PC RCT testing platforms for SARS-CoV-2.)

Patent Number: 7151163 e o |
This patent was filed by Sequoia Pharmaceuticals, Inc. on 28" April 2003 for the antivirals to treat
SARS-CoV and SARS-CoV-2. The company was later absorbed by Pfizer and Johnson + Johnson.

Patent Number: 9193780 , ,

Patent filed on 5th June 2008, but approved in 2015, by Ablynx Pharma (former Sequoia
Pharmaceuticals) for the polybasic cleavage found on the SARS-CoV-2 genome that allows access to
human cells via ACE2 receptors|

Anpther more than 73 patents were filed between 2003 to 2018 regarding various aspects of the
SARS-CoV-2.
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2003 Coronavirus Patent of Death

Thursday, 22 July 2021

Operation Disclosure | By David Lifschultz, Contributing Writer
Submitted on July 22, 2021
2003 CORONAVIRUS PATENT OF DEATH US46592703P

2008 PATENT US7776521 CONCEALS ALL INFORMATION RELATING TO
PATENT US46592703P

Compliments of the Lifschultz Organization founded in 1899

These patents represent according to Dr. David Martin &

bioweapon. President Biden plans to inoculate all members of the US
military with another bioweapon in the form of a genetic vaccine which is
starting to kill and maim patients in large numbers as an antidote. This is
discussed in more detail below.

Dr David Martin Reveals who patented the corona virus
David Lifschultz

THE LIFSCHULTZ ORGANIZATION
DAVID@LIFSCHULTZORGANIZATION.COM
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Developmental Fluoride Neurotoxicity: A Systematic Review and Meta-Analysis
Anna L. Choi,’ Guifan Sun,? Ying Zhang,? and Philippe Grandjean'?

'Department of Environmental Health, Harvard School of Publi
Medical University, Shenyang, China: 3School of Stomatology,

University of Southern Denmark, Odense, Denmark

BAGKGROUND: Although Auoride may cause neurotoxicity in animal models and acure Auoride
poisoning causes neurotoxicity in adults, very litdle is known of its effects on children's neuro-

development.

OBJECTIVE: We performed a systematic review and meta-analysis of published studies 1o investigate
the cffects of increased fluoride exposure and delayed neurobehavioral development,

METHODS: We searched the MEDLINE, EMBASE, Water Resources Abstracts, and TOXNET
databases through 2011 for eligible studies. We also searched the China National Knowledge
Infrascructure (CNKI) database, because many studies on Auoride neurotoxicity have been pub-
lished in Chinese journals only. In total, we identified 27 cligible epidemiological studies with high

and reference exposures, end points of IQ scores,
and variances for the two exposure groups. Usi

or related cognitive function measures with means
ng random-cffects models, we estimated the stan-

dardized mean difference between exposed and reference groups across all studics. We conducted
sensitivity analyses restricted to studies using the same outcome assessment and having drinking-
water fluoride as the only exposure. We performed the Cochran test for heterogencity between seud-
ies, Begg's funnel plot, and Egger test 10 assess publication bias, and conducted meta-regressions to
explore sources of variation in mean diffecences among the studies.

ResuLTs: The standardized weighted mean difference in 1Q score between exposed and reference

populations was —045 (95% confidence interval:

-0.56, ~0.35) using a random-effécts model.

Thus, children in high-fluoride areas had significantly fower 1Q scores than those who lived in'low-
Auoride arcas. Subgroup and sensitivity analyses also indicated inverse associations, although che
substantial heterogeneity did not appear to decrease. 4 :

CONCLUSIONS: The results support the possibility of an adverse ¢ffece of high fluoride exposure on
children’s neurodevelopment. Future research should inchude detailed individual:level information
on prenatal exposure; neurobehavioral'performance, and covariates for adjustment,

KEey worps: fluoride, intelligence, neurotoxicity. Environ Health Perspect 120:1362-1368
(2012). hup;/ldx.doi.org/lo. 1289/¢hp.1104912 [Online 20 July 2012}

A recent report from the National Rescarch
Council (NRC 2006) concluded thar adverse
effects of high fluoride concentrations in
drinking warter may be of concern and thac
additional research is warranted. Fluoride may
cause neurotoxicity in laboratory animals,
including effects on learning and memory
(Chioca et al. 2008; Mullenix et al. 1995). A
recent experimental study where the rac hip-
pocampal neurons were incubated wich vari-
ous concencrations (20 mg/L, 40 mg/L, and
80 mg/L) of sodium fluoridc iz vitre showed
that fluoride neuroroxicity may targee hip-
pocampal neurons (Zhang M et al. 2008).
Although acute fluoride poisoning may be
neurotoxic to adults, most of the epidemio-
logical information available on associations
with children's neurodevelopment is from
China, where fluoride generally occurs in
drinking water as a natural conaminant, and
the concentration depends on local geologi-
cal conditions. In many rural communities
in China, populations with high exposure to
Auoride in local drinking-water sources may
reside in close proximity o populations wich-
out high exposure (NRC 2006).
Opporuunities for epidemiological stud-
ies depend on the existence of comparable
population groups exposed to different levels
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of fluoride from drinking water. Such cir-
cumstances are difficult to find in many
industrialized countries, because Auoride con-
centrations in community water are usually
no higher than | mg/l., even when fluoride
is added to water supplies as a public health
measure © reduce tooth decay. Muldple cpi-
demiological studies of developmental Auo-
ride neurotoxicity were conducted in China
because of the high fluoride concentracions
that are subswandially above 1 mg/L in well
water in many rural communities, although
microbiologically safe water has been acces-
sible co many rural households as a result of
the recent 5-year plan (2001-2005) by the
Chinese government. It is projected chat all
rural residents will have access to safe public
drinking water by 2020 (World Bank 2006).
However, results of the published studies have
not been widely disseminated. Four studies
published in English (Li XS et al. 1995; Lu
et al. 2000; Xiang et al. 2003; Zhao et al.
1996) were cited in a recent report from the
NRC (2006), whereas the World Health
Organization (2002) has considered only wo
(Li XS et al. 1995; Zhao et al. 1996) in ics
most recent monograph on fluoride.
Fluoride readily crosses the placenta
(Agency for Toxic Substances and Disease

¢ Health, Boston, Massachusetts, USA; 2Schoal of Public Health, China
China Medical University, Shenyang, China; 4Institute of Public Health,

Registry 2003). Fluoride exposure to the devel-
oping brain, which is much more susceprible
10 injury caused by toxicants than is the mature
brain, may possibly lead to permanent damage
(Grandjean and Landrigan 2006). In response
to the recommendation of the NRC (2006),
the U.S. Department of Health and Human
Services (DHHS) and the U.S. EPA recencly
announced that DHHS is proposing to change
the recommended level of fluoride in drinking
water to 0.7 mg/L from che currendy recom-
mended range of 0.7-1.2 mg/L, and the U.S.
EPA is reviewing the maximum amount of
fiuoride allowed in drinking water, which cur-
rently is sevat 4.0 mg/L (U.S. EPA 2011),

To summarize the available literature,
we performed a systemaric review and meta-
analysis of published studies on increased
fluoride exposure in drinking water associaced
with neurodevelopmental delays. We specifi-
cally wargeted studies carried out in rural
China that have not been widely disseminated,
thus complementiing the studies chac have
been included in previous reviews and risk
assessment reports.

Methods

Search strategy. We searched MEDLINE
(National Library of Medicine, Bethesda, MD,
USA; ht:p://www.ncbi.nlm.nih.gov/pubmcd),
Embase (Elsevier B.V., Amsterdam, the
Netherlands; heep://www.embase.com), Wacer
Resources Abstracts (Proquest, Ann Arbor,
M1, USA; hup://www.csa.com/factshects/
warter-resources-set-c.php), and TOXNET
(Toxicology Data Neowork; National Library
of Medicine, Bethesda, MD, USA; heep://tox-
net.nlm.nih.gov) databases to identify studies
of drinking-water fluoride and neurodevel-
opmental outcomes in children. In addition,
we searched the China Nartional Knowledge
Infrastructure (CNKI; Beijing, China; heep://
www.cnki.ner) dacabase to idenify stud-
ies published in Chinese journals only. Key

Address correspondence to A.L. Choi, Department
of Environmental Healch, Harvard School of Public
Health, Landmark Center 3E, 401 Park Dr., Boston,
MA 02215 USA. Telephone: (617) 384-8646. Fax:
(617) 384-8994. E-mail: achoi@hsph.harvard.edu

Supplemental Macerial is available online (heep://
dx.doi.org/10.1289/¢hp.1104912).

We thank V. Malik, Harvard School of Public Health,
for the helpful advice on the met-analysis methods.

This study was supporced by intcrnal institutional
funds.

The authors declare they have no actual or porential
competing financial interests.
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words included combinations of “Auoride” or
“drinking water fluoride,” “children,” “neu-
rodevelopment” or “neurologic” or “intelli-
gence” or "1Q.” We also used references cited
in the articles identified. We searched records
for 1980-2011. Our literature search iden-
tified 39 srudies, among which 36 (92.3%)
were studies with high and reference expo-
sure groups, and 3 (7.7%) swdies were based
on individual-level measure of exposures. The
latter showed that dose-related deficits were
found, bur the studies were excluded because
our meta-analysis focused on studies with che
high- and low-exposure groups only. In addi-
tion, two studies were published twice, and
the duplicates were excluded.

Inclusion criteria and data extraction.
‘Ihe criceria for inclusion of studies included
studies with high and reference fluoride expo-
sures, end points of 1Q scores or other related
cognitive function measures, presentation of a
mean outcome measure, and associated mea-
sure of variance [95% confidence intervals
(ClIs) or SEs and numbers of participants).
Interpretations of seatistical significance are
based on an alpha level of 0.05. Information
included for each study also included the rsc
author, location of the study, year of publica-
tion, and numbers of participants in high-
fluoride and low-fluoride arcas. We norted and
recorded the informarion on age and sex of
children, and parental education and income
if available.

Statistical analysis. We used STATA
(version 11.0; StataCorp, College Station, TX,
USA) and available commands (Stern 2009)
for the meta-analyses. A standardized weighted
mean difference (SMD) was compured using
both fixed-cffeces and random-effects models,
The fixed-effects model uses the Mancel-
Haenszel mechod assuming homogeneiry
among the studies, whereas the random-
effects model uses che DerSimonian and Laird
method, incorporating both 2 within-study
and an additive between-studies component of
variance when there is berween-study hetero-
geneity (Egger etal. 2001). The estimate of the
becween-study variation is incorporated into
both the SE of the estimate of the common
effect and che weight of individual scudies,
which was calculated as the inverse sum of
the within and between study variance. We
evaluated heterogencity among studies using
the 72 staristic, which represents the percentage
of toral variation across all studies due to
between-scudy heterogeneity (Higgins and
Thompson 2002). We evaluaced the potential
for publication bias using Begpg and Egger
tests and visual inspection of a Begg funnel
plot (Begg and Mazumdar 1994; Egger e al.
1997). We also conducted independent mera-
regressions to estimate the conriburion of
study characteristics (mean age in years from
the age range and year of publication in each

Environmental Health Perspectives -
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study) to heterogencity among the studies. The
scoring standard for the Combined Raven’s
Test—The Rural edition in China (CRT-RC)
test classifics scores of < 69 and 70—79 as
low and marginal intelligence, respectively
(Wang D et al. 1989). We also used the
random-cffects models to estimare risk ratios
for the association berween fluoride exposure
and a low/marginal versus normal Raven’s test
score among children in studies that used the
CRT-RC test (Wang D e al. 1989). Scores
indicating low and marginal intelligence (< 69
and 70-79, respectively) were combined as
a single ourcome due to small numbers of
children in each outcome subgroup.

Results

Six of the 34 studies identified were excluded
because of missing information on the num-
ber of subjects or the mean and variance of the
outcome [see Figure 1 for a study selecrion fAow
chart and Supplemental Material, Table S1
(htep://dx.doi.org/10.1289/ehp.1104912) for
additional information on studies that were
excluded from the analysis). Another study
(Trivedi et al. 2007) was excluded because
SDs reported for the outcome parameter were
questionably small (1.13 for the high-Auoride
group, and 1.23 for the low-fluoride group)
and the SMD (~10.8; 95% CI: -11.9, -9.6)
was > 10 times lower than the second small-
est SMD (~0.95; 95% Cl: -1.16, ~0.75) and
150 times lower than the largesc SMD (0,07;
95% CI: -0.083, 0.22) reported for the other
studies, which had relatively consistent SMD
estimates. Inclusion of this study in the mera-
analysis resulted with a much smaller pooled
random-¢ffects SMD estimate and a much
larger /2 (~0.63; 95% CI: -0.83, -0.44, 2
94.1%) compared wich the estimates that
excluded this study (-0.45; 95% CI: —0.56,
-0.34, 1* 80%) (sce Supplemental Marerial,
Figure $1). Characteristics of the 27 studies
included are shown in Table 1 (An ec al, 1992;
Chen ec al. 1991; Fan et al. 2007; Guo et al.
1991; Hong et al. 2001; Li FH er al. 2009; Li
XH ecal. 2010; Li XS 1995; Li Y et al. 1994;
Li Y eral. 2003; Lin et al. 1991; Lu et al. 2000;
Poureslami et al. 2011; Ren ex al. 1989; Seraj
ctal. 2006; Sun et al. 1991; Wang G ec al.
1996; Wang SH cc al. 2001; Wang SX et al.
2007; Wang ZH et al. 2006; Xiang ecal. 2003;
Xu e al. 1994; Yang et al. 1994; Yao er al.
1996, 1997; Zhang JW et al. 1998; Zhao et al.
1996). Two of the studies included in the anal-
ysis were conducted in Iran (Poureslami et al.
2011; Seraj er al. 2006); the other study cohorts
were populacions from China. Two cohores
were exposed to fluoride from coal burning
(Guoeral. 1991; Li XH et al, 2010); otherwise
populations were exposed to Huoride chrough
drinking water. The CRT-RC was used to
measure cthe children’s intelligence in 16 stud-
ies. Other intelligence measures included the
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Wechsler Intelligence tests (3 studies; An er al.
1992; Ren et al. 1989; Wang ZH et al. 1996),
Binet IQ test (2 studies; Guo et al. 1991; Xu
et al. 1994), Raven’s test (2 studies; Poureslami
ctal. 2011; Seraj et al. 2006), Japan 1Q tesc
(2 studies; Sun et al. 1991; Zhang JW et al.
1998), Chinese comparative intelligence tesc
(1 study; Yang et al. 1994), and the mental
work capacity index (1 study; Li Y ec al. 1994).
Because cach of the intelligence tests used is
designed to measure general incelligence, we
used daca from all eligible studies to estimare
the possible effects of fluoride exposure on
general incelligence.

In addition, we conducred a sensitivity
analysis restricted to studies that used similar
tests to measure the outcome (specifically, the
CRT-RC, Wechsler Intelligence test, Binet IQ
test, or Raven's test), and an analysis restricted
to studics that used the CRT-RC. We also
performed an analysis thac excluded studies
with co-exposures including iodine and arsenic,
or with non-drinking-water fluoride exposure
from coal burning,

Pooled SMD estimates. Among the
27 studies, all but one srudy showed
random-effect SMD estimates thar indicated
an inverse association, ranging from —-0.95

(95% CI: -1.16, -0.75) o ~0.10 (95% ClI:

Total abstracts identified
from literature search

{n=39)
Duplicate records

> removed

{n=2)
Studies excluded
——>| because they did not
meet inclusion criteria
1n = 3)
L 2
Studies for retrieval of
detailed information
(n=34)
Studies with
—>| missing information
on outcomes
(n=6)
Studies excluded due
> to questionably small
standard deviations
{n=1)
Y

Studies included in
meta-analysis
(n=27)

Figure 1. Flow diagram of the meta-analysis.
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-0.25, 0.04) (Figure 2). The study with a
positive association reported an SMD esci-
mate of 0.07 (95% CI: 0.8, 0.22). Similar
results were found with the fixed-cffects SMD
estimates. The fixed-effects pooled SMD
estimate was —0.40 (95% CI: -0.44, -0.35),
with a p-value < 0.001 for the test for homo-
geneity. The random-effects SMD estimarte
was —0.45 (95% Cl: —0.56, -0.34) with an
% of 80% and homogeneity test p-value
< 0.001 (Figure 2). Because of heterogeneity
(excess variability) berween study results, we
used primarily the random-effects model for
subsequent sensitivity analyses, which is gen-
erally considered to be the more conserva-
tive method (Egger ec al. 2001). Among the
restricted sets of intelligence tests, the SMD
for the model with only CRT-RC tests and
drinking-water exposure (and to a lesser
extent the model with only CRT-RC rests)
was lower than that for all studies combined,

DoE:Llsign Envelope ID: 5AE44C6B-7B2C-47E9-8315-9091896589DE

alchough the difference did not appear to be
significant. Heterogenciry, however, remained
at a similar magnitude when the analyses were
restriceed (Table 2).

Sources of heterogeneity. We performed
mera-regression models to assess study char-
acteristics as potential predictors of effect.
Information on the child’s sex and paren-
tal education were not reported in > 80%
of the studies, and only 7% of the studies
reported houschold income. These variables
were therefore not included in the models.
Among the two covariates, year of publica-
tion (0.02; 95% CI: 0.006, 0.03), but not
mean age of the study children (-0.02; 95%
Cl: ~0.094, 0.04), was a significant predicror
in the model with all 27 studies induded. 72
residual 68.7% represented che proportion
of residual between-study variation due to
hecerogencicy. From the adjusted R, 39.8%
of between-study variance was explained by

Table 1. Characteristics of epidemiological studies of fluoride exposure and children’s cognitive outcomes.

the two covariates. The overall test of the
covariates was significant (p = 0.004).

When the model was restricted to the
16 studies that used the CRT-RC, the child’s
age (but not year of publication) was a signifi-
cant predictor of the SMD. The &2 of 65.6%
of berween-study variance was explained by
the two covariates, and only 47.3% of the
residual variation was actributable o hetero-
geneity. The overall test of both covariates in
the model remained significant (p = 0.0053).
On further restriction of the model to exclude
the 7 studies with arsenic and iodine as co-
exposuies and fluoride originating from coal
burning (thus including only the 9 with fuo-
ride exposure from drinking water), neither
age nor year of publication was a significant
predicror, and the overall test of covariates was
less important (p = 0.062), in accordance with
the similarity of intelligence test outcomes and
the source of exposure in the studies included.

No.inhigh-  No. in Age )
Study exposure  reference  range Fluoride exposure QOutcome
Reference location group group  (years) Assessment Range measure Results
Renetal. Shandong, 160 169 8-14  High/ Not specified Wechsler Children in high-flucride region had lower 10 scores
1989 China low-fluoride Intelligence
villages test?
Chenetal.  Shanxi, 320 320 7-14  Drinking 4.55 mg/L (high); CRT-RC? The average 1Q of children from high-fluoride area
1891 China water 0.89 mg/L (reference) , were lower than that of the reference area
Guoetal, Hunan, 60 61 7-13  Fuoridein  118.1-1361.7 mg/kg Chinese Average 10 in flugride coal-burning area was lower
1991 China coal burning  [coal-burning area); Binet® than'that in the reference area
Control-area used wood )
Linetal. Xinjiang, 33 86 7-14  Drinking 0.88 mg/L (high); CRT-RC? Children in the high-fluoride (low-iodine) area had
1991 China water 0.34 mg/L. [reference) lower 10 scores compared with the children from the
) reference fluoride {low-iodine) areas
Sunetal. Guiyang, 196 224 65-12 Rateof Fluorosis: 98.36% Japan1Q Mean 10 was lawee in all age groups except < 7 years
1891 China fluorosis {high): not specified test? in the area with high fluorde-and aluminum {limited
{reference) to high-fluoride population only)
An et al, Inner 121 121 7-16  Drinking 2.1-7.6 mg/L (high]; Wechsler 10 scores of children in high-fluoride areas were
1992 Mongolia, water 0.6-1.0 mg/L Intelligence  significantly lower than those of children living in
China {reference) test? reference flucride area )
LiYetal Sichuan, 106 49 12-13  Buming of 4.7-31.6 mg/kg (high},  Child Early, prolonged high fluoride intake causes a
1994 China high-fuoride 0.5 mg/kg (reference)  mental work ~ decrease in the child's mental work capacity
coal to cook capacity
grain in high-
fluoride area
Xuet al Shandong, 97 2 8-14  Drinking 1.8 mg/L (high); Binet- Children had lower 10 scores in high-fluoride area
1994 China water 0.8 mo/L (reference) Simon® than those who lived in the reference area.
Yangetal.  Shandong. 30 30 B-14 Weilwater  2.97 mg/L {high}; Chinese Thie average 1Q scores was lower in children from
1994 China 0.5 mg/L (reference) comparative  high-fluoride and -iodine area than those from the
intellligence reference area, but the results were not significant
test
LiXSetal.  Guizhou, 681 226 8-13  Urine, Dental  1.81-2.69 mg/L (high), ~ CRT-RC® Children living in fluorgsis areas had lower 1Q scores
1995 China Fluorosis 1.02 mg/L (reference); than children living in nonfluorasis areas
Index DFi 0.8-3.2 {high);
DFl < 0.4 {reference)
Wang G Xinjiang, 147 83 4-7  Dnnking > 1.0-8.6 mg/L {high); Wechsler Average 1Q score was lower in children in the high-
etal 1996  China water 0.58-1.0 mg/L Intelligence  fluoride group than those in the reference group
(reference) test?
Yao et al. Liaoning, 266 270 8-12  Drinking 2-11mg/L (high); CAT-RC? Average 10 scores of children residing in exposed fluoride
1996 China water 1 mg/L {reference) areas were lower than those in the reference area
Zhaoetal.  Shanxi, 160 160 7-14  Drinking 4.12 mg/L {high); CRT-RC? Children living'in high-fluoride and -arsenic area had
1996 China water 0.91 mg/L (reference) significantly lower 10 scores than those living in the
reference fluoride (and no arsenic) area
Yao et al Liaoning, 188 314 7-14  Drinking 2 mg/t (exposed); CRT-RC? 10 scores of children in the high-fiucride srea were
1997 China water 0.4 mg/L {reference) lower than those of children in the reference area
Continued
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Although official reports of lead concentra-
tions in the study villages in China were not
available, some studies reported high percent-
age (95-100%) of low lead exposure (less
than the standard of 0.01 mg/L) in drinking-
water samples in villages from several study
provinces (Bi et al. 2010; Peng et al. 2008;
Sun 2010).

Publication bias. A Begg's funnel plot
with the SE of SMD from each study plotted
against its corresponding SMD did not show
clear evidence of asymmetry, although two
studies with a large SE also reported relatively
large effect estimates, which may be consis-
tent with publication bias or heterogeneity
(Figure 3). The plot appears symmetrical for
studies with larger SE, but with substantial
variation in SMD among the more precise
studies, consistent with the heterogeneity
observed among the studics included in the
analysis. Begg (p = 0.22) and Egger (p=0.11)

Table 1. Continued.
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tests did not indicate significant (» < 0.05)
departures from symmetry.

Pooled risk ratios. The relative risk (RR)
of a low/marginal score on the CRT-RC test
(< 80) among children with high fluoride
exposure compared with chose with low
exposure (16 studies rotal) was 1.93 (95% CI:
1.46, 2.55; 17 58.5%). When the model was
restricted to 9 studies that used the CRT-RC
and included only drinking-water fluoride
exposure (Chen et al. 1991; Fan et al. 2007;
Li XH ec al. 2010; Li XS <t al. 1995; Li Y
et al. 2003; Lu e al. 2000, Wang ZH et al.
2006; Yao et al. 1996, 1997), the estimate was
similar (RR = 1.75; 95% CI: 1.16, 2.65;
70.6%). Although fluoride exposure showed
inverse associations with test scores, the
available exposure informacion did not allow
a formal dose—response analysis. However,
dose-related differences in test scores oceurred at
a wide range of water-uoride concentrations.

Fluoride neurotoxicity

Discussion

Findings from our meta-analyses of 27 scud-
ies published over 22 years suggest an inverse
association berween high Auoride exposure and
children’s intelligence. Children who lived in
areas with high fluoride exposure had lower 1Q
scores than those who lived in low-exposure or
control areas. Our findings are consistent with
an carlier review (Tang er al. 2008), although
ours more systematically addressed study selec-
tion and exclusion informarion, and was more
comprehensive in a) including 9 additional
studics, &) performing meta-regression to esti-
mate the contribution of study characteristics
as sources of heterogeneity, and ¢) estimacing
pooled risk ratios for the association berween
fluoride exposure and a low/marginal Raven’s
test score.

As noted by the NRC committee (NRC
2006), assessments of fluoride safety have
relied on incomplete information on potencial

No.inhigh-  No. in Age .
Swdy exposure  reference  range Fluoride exposure Outcome
Reference  location group group  lyears)  Assessment Range measure Results
Zhang JW  Xinjiang, 51 52 4-10  Drinking Not specified JapanlQ  Average IQ scores of children residing in high-fluoride
etal. 1998  China water Test? and -arsenic area were lower than those who resided
in the reference area
Luetal. Tianjin, 60 58 10~12  Drinking 3.15 mg/L (high); CRT-RC®  Children in the high-fluoride area scored significantly
2000 China water 0.37 mg/L (reference) lower IQ scores than those in the reference area
Hongetal  Shandong, 85 32 8-14  Drinking 2.0 mg/L (high}; CRT-RC®  Average 10 scores were significantly lower in high-
2001 China water 0.75 moA {reference) fluoride group (and -iodine) than the reference group
Wang SH Shandong, 30 30 8-12  Drinking 2.97 mg/L {high); CRT-RCY  Nosignificant difference in 10 scores of children in
etal. 2001 China water 0.5 mg/L {reference) the high-fluoride/high-iodine and reference fluoride/
low-iodine areas
LiYetat Inner 720 236 6-13  Fluoresis Endemic vs. control CRT-RC? Average 1Q of children in high- fluorosis-area was
2003 Mongolia, regions defined by the Jower than that in the reference area
China Chinese Geological
Office
Xiang etal.  Jiangsu, 22 290 8-13  Drinking 0.57-4.5 mg/L. {high); CRT-RC®  Mean IO score was significantly lower in children who
2003 China water 0.18~0.76 mg/L lived in the high-fiuoride area than that of children
{reference) in the reference exposure area (both areas also had
arsenic exposure)
Serajetal.  Tehran, 41 85 Not  Drinking 25mg/L {high}; Raven? The mean 10 of children in the high-flucride area
2006 Iran specified water 0.4 mgAL (reference) was significantly lower than that from the reference
fluoride area
Wang ZH Shanxi, 202 166 8-12  Drinking 5.54 + 3.88 mg/L CRT-RC®  The IO scores of children in the high-fluoride group
etal. 2006  China water (high); 0.73 + 0.28 were significantly lower than those in the reference
mg/L (reference) group )
Fanet al Shaanxi, 42 37 7-14  Drinking 1.14-6.09 mg/L {high}; CRT-RC®  The average |0 scores of children residing in the -
2007 China water 1.33-235 mg/L high-fluaride area were lower than those of children
[reference) residing in the referance area
Wang SX Shanxi, 253 196 8-12  Drinking 38-115mg/t (water, highl, CRT-RC®  Mean 10 scores were significantly lower in the high-
etal 2007  China water and 1.6-11 mg/L {urine, high); flvaride group than from the reference group in the
urine 0.2-1.1 mg/L (water, fluoride/arsenic areas
reference);
0.4-3.9 mg/L {urine,
reference)
Lietal. Hunan, 60 20 8-12  Coal buning  1.24-2.34 mo/L (high); CRT-RC®  Mean 10 was lower in children in ceal-burning areas
2009 China 0962 mg/L (reference) compared.to those in the reference group
LiFHetal.  Henan, 347 329 7-10  Drinking 247+0.75mg/L{high)  CRT-RC®  No significant difference in 10 scores between
2010 China water children in the exposed and reference qroups
Poureslami  iran 59 60 6-9  Orinking 2.38 mg/L (high); Raven? Children in the high-fluoride group scared significantly
etal. 2011 Water 0.41 mgA. {reference) lower than those in reference gioup

“Wechsler Intelligence Scale (Lin and Zhang 1986). °CRT-RC, Chinese Standardi

zed Raven Test, rural version (Wa ng G et al. 1989). “Chinese Binet Test {Wu 1936). Yapan test {Zhang J

el al. 1985}, *Binet-Simon Test (Binet and Simon 1922). ‘Chinese comparative intelligence test (Wu 1983). *Raven test (Raven et al. 2003).
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risks. In regard to developmenral ncuro-
toxicity, much information has in fact been
published, alchough mainly as short reports
in Chinese that have not been available o
most expert commircees. We carried our an
extensive review that includes epidemiological
studies carried out in China. Although most
reports were fairly bricfand complere informa-
tion on covariates was not available, the results
tended 10 suppore the porential for Huoride-
mediared developmental neuroroxiciry at rela-
tively high levels of exposure in some scudies.
We did not ind conclusive evidence of publi-
cation bias, although there was substantial her-
erogeneity among studies. Drinking water may
conuain other neurotoxicants, such as arsenic,
but exclusion of studies including arsenic and
iodine as co-exposures in a sensidvity analy-
sis resulted in a lower estimate, although the

Do‘cusign Envelope ID: 5AE44C6B-7B2C-47E9-8315-9091896589DE

difference was not significant. The exposed
groups had access to drinking water with fluc-
ride concentrations up to 11.5 mg/L (Wang
SX et al. 2007); thus, in many cases concen-
trations were above the levels recommended
(0.7-1.2 mg/L; DHHS) or allowed in pub-
lic drinking water (4.0 mg/L; U.S. EPA) in
the United States (U.S. EPA 2011). A recent
cross-sectional scudy based on individual-level
measure of exposures suggested thar low lev-
cls of warer fluoride (range, 0.24-2.84 mg/L)
had significant negative associations with chil-
dren’s intelligence (Ding ec al. 2011). This
study was not included in our meta-analysis,
which focused only on studies with exposed
and reference groups, thereby precluding esti-
mation of dose-related effects.

The resules suggest chac Auoride may be a
developmental neurotoxicant that affects brain

Study Location SMD (95% Cl} % Weight
Ren et 3). 1989 Shandong ——n ©-0.75(-0.97, 0.52) 422
Chen et al. 1991 Shanxi R -0.26 (-0.41,-0.10) 4566
Guo er al 1991 Hunan L — -0.44(-0.80, -0.08) 3.26
Lin etal. 1991 Xinjiang o O T -0.64(-1.01,-0.28) 323
Sun et al. 1991 Guiyang o i S Y -0.95 (-1.16,~0.75) 4.36
An etal. 1992 ! Mongofia — -0571-083 —0.31) 398
Li Y et al. 1994 Sichuan s s -0:40(-0.74, -0.06) 3.39
Xu et al. 1994 Shandong g -0.93 (~1.35, -0.52) 291
Yang et al. 1994 Shandong - i -050i-1.01,0.02) 236
Li XS et al. 1995 Guizhou Rl —0.55 (-0.70, -0.39) 4.68
Wang.G et al. 1936 Xinjiang —r s -0.38 (-0.65, -0.10) 3.88
Yao etal. 1996 Liaoning 2 : -0.34(-0.51,-0.17) 4.57
Zhao el al. 1996 Shanxi e ~054 12076, -0.31) 422
Yao et al. 1997 Lizoning — y -0.43(~0.61,-0.25) 4.45
Zhang JWetal. 1998  Xinjiang e ~0.171-0.55,0.22) 3.09
Lu et al. 2000 Tianjin - -0.62 (-0.98, -0.25) 3.20
Hong et al. 2001 Shandong - ~ -0.44(- 085, -0.03) 2.94
Wang SH et al. 2001 Shandong R -0.50(-1.01, 0.02) 2.36
LiY etal 2003 | Moiigolia : = -0.10{-0.25, 0:04) an
Xiang el al. 2003 Jiangsu . = PR - —0.64{-0.82, 0.46) 4.52
Seraj et al. 2005 Tehran e T s e -0.83(<1.28, -0.50) 3.08
WangZH etal. 2006  Shanxi e o ~0.27(-0.47,-0.06) 434
Fan etal 2007 Shaanxi —_———— -0.17(-0,61,0.27) 275
Wang SX et al. 2007 Shanxi N | —0.26 (~0.44, —0.07) 4.46
Li FH et al. 2008 Hunan R — —0.43(~0.94, 0.08) 238
LiXH etal. 2010 Henan S 0.07 (-0.08,0.22) 4,69
Poureslami et al. 2011 Iran Sy -0.41{-0.77,-0.04) 3.25
Overall {12 = 80.0%, p=0.000) <> -0.45(-0.56,-0.34)  100.00
T I T

-5 -1

1
0 05 1

Figure 2. Random-effect standardized weighted mean difference {SMD} estimates and 95% Cls of child's
intelligence score associated with high exposure to fluoride. SMs for individual studies are shown as solid

diamonds (#), and the pooled SMD is shown as an o

for the study-specific SMDs.

pen diamond {(). Horizontal lines represent 95% Cls

Table 2. Sensitivity analyses of pooled random-effects standardized weighted mean difference (SMD)
estimates of child's intelligence score with high exposure of fluoride.

Available pValue
studies for test of
Model analysis  SMD (95% Ci) 12 heterogeneity
1. Exclude nonstandardized tests? 23 -0.44(-054,-0.33) 77.6% <0.001
2. Exclude non-CRT-RC Tests? 16 -036(-048,-0.25 77.8% <0.001
3. Exclude studies with other exposures {iodine, arsenic)c S -029(-0.44,-0.14) 81,8% <0.001

or non-drinking-water fluoride exposured

*Mental work capacity [Li ¥ et al. 1994); Japan I1Q {Sun et al. 1981; Zhang JW et 3l 1998); Chinese comparative scale
of intelligence lesl {Yang et al. 1994). *Wechsler intelligence test (An et al. 1992; Ren et a). 1389; Wang G et al. 1996);
Chinese Binet 10 {Guo et al 1991); Raven (Poureslami et al. 2017; Seraj et al. 2006); Binet-Simon (Xu et al. 1994}, odine
{Hong et al. 2001; Lin et al. 1991; Wang SH et al. 2001); arsenic [Wang SX et al, 2007; Xiang et al. 2003; Zhao et al. 1996;
{Zhang JW et al. 1938 was already excluded, see note a). “Fluoride from coal burning ILi FH et al. 2009 (Guo et al. 1991
and Li Y et al. 1994 were already excluded; see notes 3 and bl
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development at exposures much below those
that can cause toxicity in adults (Grandjean
1982). For neurotoxicants such as lead and
methylmercury, adverse effects are asso-
ciated with blood concentrations as low as
10 nmol/L. Serum fluoride concentrations
associated with high intakes from drinking
water may exceed 1 mg/L, or 50 pmol/L—
more than 1,000 times the levels of some other
neurotoxicants that cause neurodevelopmental
damage. Supporting the plausibility of our
findings, rats exposed to 1 ppm (50 pmol/L)
of water fluoride for 1 year showed morpho-
logical alterations in the brain and increased
levels of aluminum in brain tissue compared
with controls (Varner et al. 1998).

The estimated decrease in average IQ asso-
ciated with fluoride exposure based on our
analysis may scem small and may be within the
measurement error of [Q testing. However, as
research on other neurotoxicants has shown, a
shift to the left of 1Q distributions in a popu-
lacion will have substantial impacts, especially
among those in the high and low ranges of the
1Q distribution (Bellinger 2007).

Our review cannot be used to derive an
exposure limit, because the acrual exposures
of the individual children are not known.
Misclassification of children in both high-
and low-exposure groups may have occurred
if the children were drinking water from other
sources (e.g., at school or in the field).

The published reports clearly represent
independent studies and are not the result
of duplicate publication of the same studies
(we removed two duplicates). Several studies
(Hong et al. 2001; Lin ec al. 1991; Wang SH
eral. 2001; Wang SX e al. 2007; Xiang et al.
2003; Zhao et al. 1996) report other expo-
sures, such as iodine and arsenic, a neuro-
toxicant, but our sensitivity analyses showed
similar associations berween high fluoride
exposure and the outcomes even after these
studies were excluded. Large traces of China

0 ¥
005
s o © o
a 010 o 00 o| © &
= o o 3
«w e o
S 015
o o
20| o . 5
5]
T 4?0_ T
-1 -0.5 4
SMD

Figure 3. Begg's funnel plot showing individual
studies included in the analysis according to
random-effect standardized weighted mean differ-
ence (SMD) estimates (x-axis) and the SE {se) of
each study-specific SMD {y-axis). The solid verti-
cal line indicates the pooled SMD estimate for all
studies combined and the dashed lines indicated
pseudo 95% confidence limits around the pooled
SMD estimate.
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have superficial fluoride-rich minerals with
licele, if any, likelihood of contamination by
other neurotoxicants that would be associ-
ated with fluoride concentrations in drinking
water. From the geographic distribution of
the studies, it seems unlikely thar fluoride-
areributed neurotoxicity could be atcributable
to other water contaminants.

Still, each of the articles reviewed had
deficiencies, in some cases rather serious oncs,
that limic the conclusions that can be drawn.
However, most deficiencies relate to the
reporting of where key information was miss-
ing. The fact that some aspects of the study
were not reported limits the extent to which
the available reports allow a firm conclusion.
Some methodological limitations were also
noted. Most studies were cross-sectional,-but
this study design would seem appropriate
in a stable population where warer supplies
and fluoride concentrations have remained
unchanged for many ycars. The current water
fluoride level likely also reflects past develop-
mental exposures. In regard to the outcomes,
the inverse association persisted berween stud-
ics using different incelligence rests, alchough
most studies did nor report age adjustment of
the cognitive test scores,

Fluoride has received much atcention in
China, where widespread dencal fluorosis
indicates the prevalence of high exposures.
In 2008, the Ministry of Health reported
that fluorosis was found in 28 provinces with
92 million residents (China News 2008).
Although microbiologically safe, water sup-
plies from small springs or mountain sources
created pockets of increased exposures nesr
or within areas of low exposures, thus repre-
senting exposure sectings close to the ideal,
because only the Auoride exposure would dif-
fer beeween nearby neighborhoods. Chinese
researchers took advantage of this face and
published cheir findings, though mainly in
Chinese journals and according to the stan-
dards of science at the time. This research
dates back to the 1980s, bur has not been
widely cited at least in pare because of limiced
access to Chinese journals.

In its review of fluoride, the NRC (2006)
noted that che safety and the risks of fluoride ac
concentrations of 2-4 mg/L were incompletely
documented. Our comprehensive review
substantially extends che scope of research
available for evaluation and analysis. Although
the studies were generally of insufficient
quality, che consistency of their findings
adds support to existing evidence of fluoride-
associated cognitive deficits, and suggests
that potential developmental neurotoxicity
of fluoride should be a high research
priority. Although reports from the World
Health Organization and national agencies
have generally focused on beneficial effects
of fluoride (Centers for Disease Control and

Docusign Envelope ID: 5AE44C6B-7B2C-47E9-8315-9091896589DE

Prevention 1999; Petersen and Lennon 2004),
the NRC report examined the potential
adverse effects of fluoride ar 24 mg/L
in drinking water and not the benefits or
potential risks chat may occur when Auoride
is added to public water supplies at lower
concentrations (0.7-1.2 mg/L) (NRC 2006).
In condlusion, our results supporr the possi-
bility of adverse effects of Aluoride exposures on
children’s neurodevelopment. Future research
should formally cvaluace dose—response rela-
tions based on individual-level measures of
exposute over time, including more precise
prenatal exposure assessment and more exten-
sive standardized measures of neurobehavioral
performance, in addition to improving assess-
ment and control of potential confounders.
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Retired FBI Agent Exposes
Planned Unidentified Aerial
Phenomena (UAP)/ UFO
Invasion

O March 24,2023 © 8

Vaccine Injuries and Deaths
Caught on Camera
® September 27,2021 ¢ 2

Hospital Whistleblower Reports
that Doctors & Hospitals do not
Report Vaccine Injuries &
Deaths

@ September 27,2021 © 1

‘Freedom Angels’ Teach How to
Organize against and Defeat
Mandatory Vaccines in Schools

@ September 13,2021 ¢© 0

Los Angeles School System First
in Nation to Require 2 Doses of
Pfizer Vax for Students

@ September 12,2021 © 1

Link for video:

https://www.bitchute.com/video/3b4A7401KmS0/ ]
20 Years on Rx Drugs

Nicky was a walking

F paycheck for the drug ’
. . ) {a l companies. Asthma,
Pilot Josh Yoder reports: “I'm being notified by passengers ’|E %/ fatigue, hepatitis-B,

on a Southwest flight departing Las Vegas that the captain u 3 zit,),;oplgi,aff,is;,?;t(;;‘f,,r.g)is '
became incapacitated soon after takeoff this morning.
He was removed from the flight deck and replaced by a
non Southwest pilot who was commuting on that flight.
This is now the fifth pilot incapacitation that ’'m aware
of in the past two weeks. I will post more details as they
become available.” (click here)

GO AWAY!

I'M FULLY VAS@IAATESH

IRONICALLY,

THAT'S WHY I'M HERE.

5th pilot incident this month...

March 13, 2023 ~ Emirates Flight EK205 MXP-]JFK diverted
due to pilot illness hour and a half ~ -~ take-off (click
here)

March 11, 2023 - United Airlines Flight 2007 GUA-ORD Advertisers click here for

diverted due to “incapacitated pilot” who had chest pains N



Docusign Envelope ID: 5AE44C6B-7B2C-47E9-8315-9091896589DE

(click here)

March ?, 2023 - British Airways pilot collapsed in Cairo
hotel and died, was scheduled to fly Airbus A321 from

Cairoto London:(elick here) the evolution of medicine

March, 3, 2023 - Virgin Australia VA-717 flight Adelaide to

Perth was forced to make an emergency landing after First
Officer suffered heart attack 30 min after departure. (click
SR Boy did |
call it or what?

Read full article here... -George Orwell

\

&2

£

COVID 19 on Trial | am too old to live under
socialism. | am addicted
to luxuries like toilet
paper,electricity, food ,
clean water and shoes.

n NO ONEe 1S 6ONG TO GIVE
YOU THE EDUCATION YOU NEED
TO OVERTHROW THEM,
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.
4

‘ Lead zero
Mercury 0.002
(inorganic)
Nitrate 10
measured
Nitrogen)

4 Nitrite 1

' (measured
Nitrogen)
Selenium 0.05
Thallium 0.0005
Organic Chemicals

Contaminant

Acrylamide

Action
Level=0.015 mental development:

from fertilizer anc
aluminum factories

Corrosion of househoc
plumbing systems:
erosion of natural

TTS: Infants and children-

Delays in physical or
children could show

slight deficits in
attention span and

leaming abilities

Adults: .
problems; high blood
pressure

0.002  Kidney damage Erosion of natural

deposits; discharge
from refineries ang
factories; runoff from
landfills and croplands
1C Infants below the age of Runoff from fertilizer
six months who drink use; leaching from
water containing nitrate seplic tanks, sewage:
in excess of the MCL erosion of natural
could become seriously deposits
ill and, if untreated,
die. Symptoms include
shortness of breath and o\
blue-baby syndrome.

1 Infants below the age of Runoff from fertitizer
six months who drink use; leaching from
water containing nitrite septic tanks, sewage;
in excess of the MCL erosion of naturat
could become seriously deposits
ill and, if untreated, may
die. Symptoms include

of breath and
blue-baby syndrome.

0.05 Hair or fingemail loss; Discharge from
numbness in fingers or petroleum refineries;
toes; circulatory erosion of natural
problems deposits; discharge

from mines

0.002  Hair loss:; changes in Leaching from ore-
blood; kidney, infestine, processing sites;
or liver problems discharge from

electronics, glass, ang
drug factories
" Potential
MCLG! MCL or Health Effects Sources of
(mg/L) 111 from Contaminant in
2 (mghn_)2 Ingestion of Drinking Water
Water
zero RE Nervous Added to water
system or during
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