David E. Bauer, Esq
443 Saint John Street
Portland, Maine 04102
(207) 400-7867
HAND DELIVERED
September 2, 2021

Michele Lumbert, Clerk
Kennebec County Superior Court
Capitol Judicial Center

1 Court Street, Suite 101
Augusta, ME (04330

Dear Ms. Lumbert:

Please find enclosed herewith a Complaint (with Exhibits) in the matter of Coalition for
Healtheare Workers Against Medical Mandates, ei al. v. Jeanne M. Lambrew, Commisioner of
the Maine Department of Health and Human Services, and Nirav T. Shah, Director of the Maine
Center for Disease Control and Prevention.

Because of the important public policy question involved and the fact that September 17, 2021 is
a critical date and is only two weeks away, | ask that this matter be brought to the Judge’s
attention as soon as possible.

Also attached are the following:

(1) A completed Civil Summary Sheet;

(2) Motion for Temporary Restraining Order and/or Injunctive Relief (with attachments):
(3) Motion for Exemption from Alternative Dispute Resolution;

(2) Draft Order; and

(3) My check in the amount of $175.00.

Sincerely,

David E. Bauer, Esq. (Maine Bar. No. 3609)
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COMPLAINT FOR DECLARATORY AND INJUNCTIVE RELIEF
Plaintiffs, by and through the undersigned attorneys, hereby file this Complaint for
Declaratory and Injunctive Relief against Delendant Jeanne M. Lambrew, in her official capacity as
the Commissioner of the Maine Department of Health and Human Services (the “Department™), and
Nirav D. Shah, in his official capacity as the Director of the Maine Center for Disease Control and

Prevention (the “Maine CDC”), and allege as follows:



NATURE OF THE CASE

1. This is an action to declare as illegal and unconstitutional 10-144 CMR Ch. 264,
Immunization Requirements for Healthcare Workers, rule promulgated by the Department and
effective August 12, 2021 (as further defined herein, the “Rule™). (Exh. A).

2, The Rule mandates that Maine’s healthcare workforce be injected with one of the highly
experimental COVID-19 "vaccines"' that have been released by the federal Food and Drug
Administration (“FDA”) pursuant to Emergency Use Authorization (“EUA™Y granted under the
Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 301 e seq. Maine's healthcare workers must be
“fully vaccinated” by October 1, 2021. This deadline forces them (o receive their injections no later
than September 17, 2021. Healthcare workers that refuse to be injected must be excluded from the
workplace, which will result in the termination of their employment, loss of income, housing and
food insecurity, emotional distress and other consequential harm.

3. The COVID-19 vaccines currently being administered in Maine and across the United
States and the world are all part of ongoing clinical trials. Anyone who gets one of these vaccines
is a test subject -- or, in the parlance of the scientific literature, a “participant™ in the clinical trial,

4. Neither the Plaintiffs nor any other healthcare workers in Maine should be required to be

unwilling participanis in such a trial. Neither the Department nor Maine healthcare providers

! Plaintiffs reject the application of the term “vaccine? to these medical interventions. They are more
accurately described, as their manufacturers as described them, as a form of gene therapy.

* Pfizer-BioNTech COVID-19 Vaccine, EUA issued December 11, 2020 (see

https:/fwww . fda.goviemergency-preparedness-and-response/coronavirus-disease-2019-covid- 1 9/pfizer-
biontech-covid-19-vaccine); Moderna COVID-19 Vaccine, EUA issued December 18, 2020 (see
https:www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-20 1 -covid- 1 9/moderna-
covid-19-vaceine); Johnson & Johnson (Janssen) COVID-19 Vaccine issued February 27, 2021 (see
https:www.fda. poviemergency-preparedness-and-response/coronavirus-disease- 201 9-covid- 19/janssen-
covid-19%-vaccine)




should be permitted to make this decision for healthcare workers by requiring them to participate in
a medical experiment in order to maintain their jobs. If the Rule is allowed to take effect, Maine’s
healthcare workers will face a terrible dilemma: take an experimental vaccine and risk injury and
death, or forfeit their jobs and careers. And these individuals may well not even be able to move
elsewhere to be gainfully employed in the fields to which they are dedicated and in preparing for
which they have invested so many resources and so much time, because they face the prospect of
similar mandates being imposed in other states.

5. The Rule violates the Maine Administrative Procedure Act, 5 M.R.S.A. §§ 8001 ef seq.
because it is a “major substantive rule” passed as an “emergency routine technical” rule, exceeds
the Department's rulemaking authority under 22 M.R.S. § 802(2), and in other respects; but even if
this were not true, the Rule is arbitrary, capricious, an abuse of discretion and/or otherwise not in
accordance with law. The Rule violates the obligation to procure voluntary, informed consent for
medical intervention, and the Plaintifls’ right to refuse unwanted medical treatment, as guaranteed
by both the Fourteenth Amendment to the U.S. Constitution and the Maine Constitution. Finally,
the Rule violates the requirement in the Federal Food, Drug and Cosmetic Act, 21 U.5.C. § 301 &
seq. that individuals to whom the EUA medical products are administered must have the right to
accept or refuse them.

6. Accordingly, Plaintiffs seek the declaratory, preliminary and permanent injunctive relief

requested herein.

JURISDICTION, VENUE AND STANDING




7. This Court has jurisdiction under the Maine Administrative Procedure Act because the
Rule is final agency action affecting the rights, duties and privileges of the individual Plaintiffs and
of the association Plaintiffs” membership. 5 M.R.S. § 8002(4); 5§ M.R.S. § 11001(1).

&. This Court has jurisdiction to determuine the "rights, status and other legal relations"
among the parties under the Maine Uniform Declaratory Judgments Act, 14 M.R.5. § 5953.

8. This Court has jurisdiction to grant equitable relief under 14 M.R.5. § 6051(13).

10. This Court has concurrent jurisdiction with the federal courts to adjudicate Plaintiffs'
claims arising under the U.S. Constitution. Thibowiol v. Stale, 405 A.2d 230, 235 (Me. 1975).

11. Venue is proper in this Court because the Defendant maintain headquarters in Kennebec
County.

12. The association Plaintiffs have standing since their membership includes Maine
healthcare workers who satisfy the definition of “employee” contained in the Rule, who are subject
to its provisions, whose employment has been or will be terminated as a result of their
unwillingness to submit to injection with the Pfizer-BioNTech COVID-19 Vaccine, Moderna
COVID-19 Vaccine or Johnson & Johnson COVID-19 Vaccine, and who are suffering other
immediate or threatened harm as a result of the challenged action. DCCC and DSCC v, Me., 2020
Me. Super. LEXS 15 at *10-13.

13. The individual Plaintiffs have standing because they are healthcare workers who satisfy
the definition of “employee” contained in the Rule, who are subject to its provisions, whose
employment has been or will be terminated as a result of their unwillingness to submit to injection
with the Pfizer-BioNTech COVID-19 Vaccine, Moderna COVID-19 Vaccine or Johnson &
Johnson COVID-19 Vaccine, and who are suffering other immediate or threatened harm as a result

of the challenged action.



PARTIES
Plaintiffs

14, Plaintiffs COALITION FOR HEALTHCARE WORKERS AGAINST MEDICAL
MANDATES, MAINE STANDS UP, MAINERS FOR HEALTH AND PARENTALRIGHTS, and
HEALTH CHOICE MAINE are associations, the membership of which is comprised, wholly or
partly, of Maine healthcare workers who satisfy the definition of “employee” contained in the Rule,
and who are subject to its provisions.

15. Emily Nixon, RN leads the Coalition for Healthcare Workers Against Medical
Mandates (Nixon Decl., Exh. C, 4 5). The Coalition has a membership of 2,400 healthcare workers
who meet the definition of “employee™ in the Emergency Rule. Ms. Nixon states (Y 5):

I have polled the [2,400] members [of the Coalition for Healthcare Workers Against

Medical Mandates], and virtually all of them will refuse injection with any COVID-19

vaceine, and have been told they will be fired if they do not get injected with this

experimental vaccine, They feel pressured, harassed and hostility coming from their
emplover. They do not agree or consent to being terminated. They will not resign. They are
all facing termination of their employment, loss of income, housing insecurity, food
insecurity, emotional distress and other harms.

16. Plaintiff AMANDA BROOKS is a Physician Assistant employed by St. Joseph's
Hospital, and a resident of Bangor, Maine. She is a member of Plaintiff Mainers for Health and
Parental Rights. (Brooks Decl., Exh. D, 99 1-2). She satisfies the definition of “employee”
contained in the Rule, is subject to its provisions, her employment has been or will be terminated
involuniarily as a result of her unwillingness to submit to injection with the Pfizer-BioNTech

COVID-19 Vaccine, Moderna COVID-19 Vaceine or Johnson & Johnson Vaceine, and is suffering

other immediate or threatened harm as a result of the challenged action. Ms. Brooks states ( 3):



St. Joseph's Hospital has stated in Frequently Asked Questions posted on its website, that

employees who are not vaccinated by the deadlines established by the Emergency Rule

will be terminated. The FAQ states: “Afier 30 days of non-compliance, the employee will

be deemed to have resigned from employment.”

17. Plaintiff COREY BONNEVIE is an Emergency Management Technician-Paramedic
employed by MaineHealth, and a resident of Rangeley, Maine. He is a member of Maine Stands
Up and the Coalition for Healthcare Workers Against Medical Mandates. {Bonnevie Decl., Exh. E,
99 1-2). He satisfies the definition of “employee” contained in the Rule, is subject to its provisions,
his employment has been or will be terminated involuntarily as a result of his unwillingness to
submit to injection with the Pfizer-BioNTech COVID-19 Vaccine, Moderna COVID-19 Vaccine or
Johnson & Johnson Vaccine, and he is suffering other immediate or threatened harm as a result of
the challenged action. Mr. Bonnevie states (Y 3):

Ms. Judith M. West, Chief Human Resources Officer at MaineHealth, has informed me and

all healthcare workers employed by MaineHealth that unless we comply with the Emergency

Rule and accept the COVID-19 injections by the deadline stated in the Emergency Rule,

MaineHealth will terminate my employment. Her electronic letter [ ... | states: "If you are

still non-compliant on October 1, your employment will be terminated.

18. Plamtiff REBEKAH LIBBY is an Administrator at Berwick Estates, an assisted living
facilily, and is employed by New Communities, Inc. She is a resident of Berwick, Maine. Sheis a
member of Mainers for Health and Parental Rights, Health Choice Maine and the Coalition for
Healthcare Workers Against Medical Mandates. (Libby Decl., Exh. F, Y 1-2). She satisfies the
definition of “employee” contained in the Rule, is subject to its provisions, her employment has
been or will be terminated involuntarily as a result of her unwillingness to submit to injection with
the Pfizer-BioNTech COVID-19 Vaccine, Moderna COVID-19 Vaccine or Johnson & Johnson

Vaccine, and is suffering other immediate or threatened harm as a result of the challenged action.

Ms. Libby states (9 3):



I am opposed 1o the new Emergency Rule, Immunization Requirements for Healthcare
Workers, 10-144 Code of Maine Rules, Chapter 264 effective August 12, 2021 [ ]. My
employer has announced that it will enforce the Emergency Rule in our workplace, If I am
excluded physically from my workplace, 1 cannot perform my job. [ will not consent (o
being infected with the COVID-19 vaccines.

19, Plaintiffs JANE AND JOHN DOES, 1-100, are Maine residents who satisfy the
definition of “employee” contained in the Rule, are subject to its provisions, whose employment has
been or will be terminated involuntarily as a result of their unwillingness to submit to injection with
the Pfizer-BioNTech COVID-19 Vaccine, Moderna COVID-19 Vaccine or Johnson & Johnson
Vaccine, and who are suffering other immediate or threatened harm as a result of the challenged
action,

Defendants

20. Defendant JEANNE M. LAMBREW is the Commissioner of the Maine Department of

Health and Human Services, and is being sued in her official capacity.

21. Defendant NIRAV D. SHAH is the Dircctor of the Maine Center for Disease Control

and Prevention, and is being sued in his official capacity.

STATEMENT OF FACTS AND LAW

Defendant’s Rulemaking

22. On March 13, 2020, the President declared the ongoing Coronavirus Disease 2019
(COVID-19) pandemic of sufficient severity and magnitude to warrant an emergency declaration
for all states, tribes, territories, and the District of Columbia pursuant to section 501(b) of the
Robert T. Stafford Disaster Relief and Emergency Assistance Act, 42 U.S.C. §§ 5121-5207 (the

“Stafford Act™).



23, On March 15, 2020, Governor Janet T. Mills proclaimed a “State of Civil Emergency”
to authorize the use of emergency powers and expedite the State’s response to the spread in Maine
of the SARS-CoV-2 virus, which can cause the disease COVID-19. In her proclamation, the
Governor also declared an “Extreme Public Health Emergency™ pursuant to 22 MLR.S. § 802(2-A).
The Governor renewed and amended the “State of Civil Emergency” many times. before it finally
expired by order of the Governor as of midnight on June 30, 2021. The “Extreme Public Health
Emergency” proclaimed by the Governor expired at the same time.

24. On June 30, 2021, the same day that the Governor’s Proclamation of a *State of Civil
Emergency” expired, the Defendant issued a declaration pursuant to 22 M.R.S. § B02(2) stating that
a “health emergency” exists in the State of Maine “that poses a threat to the health and safety of
Maine residents”. (DHHS’s COVID-19 Public Health Emergency Declaration, Exh. B). The
Defendant’s Declaration provides that it “shall remain in effect through the duration of the Public
Health Emergency as declared by the Secretary of the U.S. Department of Health and Human
Services”. Id.

25, The federal government undertook *Operation Warp Speed” during 2020, and as a
result, the Pfizer-BioNTech COVID-19 Vaccine, Moderna COVID-19 Vaccine or Johnson &
Johnson COVID-19 Vaccine were developed and released for use in the general population more
swiftly than any other vaccines in our nation’s history. Further, this is only the second time in our
history that a vaccine has been released pursuant to an EUA, the first being the Anthrax vaccine,
which was released pursuant to an EUA for use in the U.S armed forces.

26, These COVID-19 vaccines have collectively been administered to millions of
individuals in the United States, with 1,647,508 doses having been administered to individuals in

the State of Maine as of September 1, 2021,



27. On August 12, 2021, the Department submitted documents to the office of the Secretary
of State intended to formally promulgate amendments to 10-144 C.M.R. Ch. 264. The amended
Chapter 264 was designated as an “Emergency Routine Technical Rule” effective August 12, 2021,

28. The amendments represent the exercise of significant agency discretion. They add
COVID-19 to the list of diseases for which every Designated Health Care Facility in the State must
require of all of its employees to present “proof of immunization or documented immunity”. The
amendments also provide that each Dental Health Practice and each Emerpgency Medical Services
(“EMS™) Organization in the State must also require a Certificate of Immunization against COVID-
19 of all employees. The Rule includes a definition of “Designated Healthcare Facility™ that carried
over from the prior version of 10-144 C.M.R. Ch. 264; it includes licensed nursing facilities,
residential care facilities, intermediate care facilities, hospitals, and home health agencies licensed
by the Department. The amendments add definitions for the new terms “Dental Health Practice”
and “Emergency Medical Services (EMS) Organization™. The latter term includes EMS ground
ambulance services, non-transporting EMS services, air ambulance services, EMS training centers,
and emergency medical dispatch centers.

29. Some Maine employers defined as “Designated Healthcare Facilities” in the Rule,
including but not necessarily limited to dental practices, have 20 or fewer employees and are
therefore “small businesses™ as that term is defined in 5 ML.R.S. § B052{5-A) (2021).

30, The Rule provides that with respect to the mandate to provide proof of immunization or
documented immunity against COVID-19 (the “new mandate™), all affected employees must have
been injected with their final dose of the Pfizer-BioNTech COVID-19 Vaccine, Moderna COVID-
19 Vaccine or Johnson & Johnson COVID-19 Vaceine by September 17, 2021, 10-144 C.M.R. §

S5(A)(7) (2021).



31. The Rule provides that a medical exemption [rom the new mandate is available to an
employee who is exempt pursuant to 22 M.R.5. § 802(4-B), but it does not provide for an
exemplion on religious or philosophical grounds.’

32. The amendments can reasonably be expected to impose significant burdens on the
public. The Rule defines “employee” to include “any person who performs any service for wages
or other remuneration for a Designated Healtheare Facility, EMS Organization or Dental Health
Practice” including independent contractors. 10-144 C.M.R. § 1(G). The United States Bureau of
Labor Statistics estimates that 41,040 individuals are employed in Maine in jobs categorized as
“healthcare practitioners and technical occupations”, while 34,540 individuals are employed in
Maine in jobs categorized as “healthcare support occupations”, for a total of 75,580,

33, The Maine Department of Labor (*DOL™), Center for Workforce Research and
Information, estimates that in calendar year 2018 (the most recent year for which this data is posted
on the DOL’s website), 84,842 individuals were employed in Maine in the field of health care.

34. Upon information and belief, a fierce public debate has been raging for months in the
State of Maine, across the United States, and internationally on the questions of governmental
responses to the pandemic in gcneralf and the safety and efficacy of COVID-19 vaccines in
particular. The debate now taking place in the State of Maine with regard to COVID-related public

policies has included to the new mandate imposed by the Rule.

% 10-144 C.M.R. Chapter 264 formerly allowed for such an exemption, but the statutory authority for the
exemption, 22 M.R.5. §802(4-B)}(B), was repealed by PL 2019, c. 154, §9.

4 See, e.g., the Great Barrington Declaration, authored by Dr, Martin KulldorfT, a biostatistician and
epidemiologist and a professor of medicing at Harvard University, Dr, Sunetra Gupta, an epidemiclogist and
professor at Oxford University, and Dr. Jay Bhattacharya, a professor at Stanford University Medical School,
available at https:Vgbdeclaration.ore (last visited August 25, 2021). The website banner provides this
summary: “As infectious disease epidemiologists and public health scientists we have grave concemns about
the damaging physical and mental health impacts of the prevailing COVID-19 policies, and recommend an
approach we call Focused Protection.” The Declaration has been signed by dozens of academic physicians
and scientists from around the world.
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35. The Rule imposes serious burdens on units of local government, notably local fire
departments. On August 17, 2021, the Maine Fire Chiefs” Association publicly expressed its strong
opposition to the Rule and the new mandate contained therein, It warned: “Enforcement of a
COVID-19 Vaccination mandate on Maine's EMS agencies, both private and fire based, will have
far reaching and long-lasting effects on the ability of EMS agencies to provide critical public safety
services to the citizens of our communities.” (Nixon Decl., Exh. C, 9 8, and Ex. 3 thereof).

36. The new mandate in the Rule also imposes serious burdens on broad segments of the
public. First, it burdens tens of thousands of Maine residents who are now employed in the
healthcare sector, and thousands more who are in the process of becoming credentialed, or who are
considering employment in the sector. Thousands of Maine healthcare workers refuse to be
injected with these experimental COVID-19 vaccines, and as a consequence are facing termination,
unemployment, housing insecurity, food insecurity and emotional distress, in many cases after
years of dedicated service, and have conducted peaceful protests in numerous cities.’

37. Secondly, the new mandate burdens the Maine businesses and organizations that
employ healthcare workers in order to provide healthcare services to the public, placing the
healtheare infrastructure the Defendants claim to want to protect under profound strain. The former
Director of Maine CDC, now President and CEO of Androscoggin Home Healthcare and Hospice,
warned in a letter dated July 7, 2021 that even the removal of a “religious or philosophical™
exemption from the pre-existing vaccination mandates in the Rule was causing added problems for
a healthcare delivery system in Maine that was already struggling under many pressures, including
a diminishing workforce:

[Hjealtheare facilities will absolutely lose existing personnel as a result of this mandate.
... The nursing shortage in Maine and the United States is very real and profound. Frankly,

® See, e.g., Nixon Decl., Exh. C, 9 5; A. Brooks Decl.. Exh. D, 99 3-5 and Ex. 1 thereof; C. Bonnevie Decl.,
Exh. E, 19 4-5 and Ex. | thereof: R, Libby Decl., Exh. F, 99 4-5, 8-9.
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we are rapidly approaching a crisis. ...Many Maine hospitals cannot fully staff their
licensed beds for lack of staffing. Maine long-term care providers are only able to staff
roughly 75% of their capacity based on workforce shortages. The ramifications are ample
Jor Maine citizens. ... While the vast majority of heath care workers in Maine have been
vaccinated against COVID-19, those who have not arve tensely monitoving for mandates
and preparing employment strategies accordingly. The untimely requirement for influenza
vaccination is adding fuel to the fires of the more broad vaccination requirement
discussions, which I fear will have a contrary result to what is intended with this
regulation.” (emphasis added)

38. The Board of Directors of the Maine Dental Association has stated that it was
“misinformed” about the new mandate “and now fully recognizes how this mandate will negatively
impact the ability of our colleagues across the state to provide safe and timely oral health care to
our patients.™’

39. The Maine Association of Community Service Providers, Maine Council on Aging,
Alliance for Addiction and Mental Health Services, LeadingAge and the Behavioral Health
Community Collaborative are opposed to the new mandate, because they have good reason to
believe that they will need to “find replacement staff for those who will leave, and to create

contingency plans for moving residents from facilities that need to close due to inadequate

staffing.”

40). Finally, the new mandate burdens the consumers of healthcare services. For example,
Plaintiff Bonnevie, a Paramedic employed by MaineHealth, states:

As a Northstar paramedic | can personally confirm the fact that we are regularly unable 1o
meet acceptable response time standards. Frequently, we are dispaiched to locations with
patients who are over and hour and a half away. This is a direct result of staffing issues
Sfrom a lack of workforce leaving ambulances unstaffed. The vaccine mandate, resulting in
the termination of at least 10 of the providers within ny organization will no doubt amplify
the severity of the aforementioned operational concerns, and result in a veduction in the
level of care being provided on each available ambulance, reducing advanced life support

® Nixon Decl., Exh. C, 97, and Ex. 2 thereof.
’ Nixon Decl, Exh. C, 9 9, and Ex. 4 thereof.
¥ Nixon Decl., Exh. C, 4 10, and Ex. 5 thereof,
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care units, to basic medical taxis. And will vesult in a reduction of medical vesponse and
; : ; v
care for the members of the public whom we are intended to serve.

The COVID-19 Vaccines Currently in Use in the U.S.

The Pfizer-BioNTech Vaccine and the BioNTech “Comirnaty” Vaccine

41. On December 11, 2020, the FDA issued an EUA for the Pfizer-BioNTech COVID-19
Vaccine for administration to individuals 16 years of age and older. (The statutory and regulatory
framework surrounding the EUA process is described in detail beginning with Paragraph 64 below.)

42, The FDA’s letter of authorization was revised and reissued on December 23, 2020,
February 25, 2021, May 10, 2021, and August 12, 2021. The May 10, 2021 revision extended the
EUA to individuals 12 through 15 years of age. The August 12, 2021 revision authorized a third
idose of the Pfizer-BioNTech COVID-19 Vaccine in certain limited circumstances (individuals 12
years of age or older who have had an organ transplant or who are otherwise
immunocompromised).

43. 1t has been widely reported that on August 23, 2021, the FDA formally approved the
Pfizer-BioNTech COVID-19 Vaccine, with news media outlets reporting or at least implying that
the Ptizer-BioNTech COVID-19 Vaccine would therefore no longer be administered under the
emergency use provisions of federal law. The reality is not so straightforward. In fact, in a bold
display of regulatory legerdemain, the FDA took two separate but related actions on August 231
First, it approved the biologics license application submitted by BioNTech Manufacturing GmbH

(“BioNTech™), headquartered in Mainz, Federal Republic of Germany. By this action BioNTech

* Bonnevie Decl., Exh. E, 9 6.
" See FDA letter to Pfizer, Inc. dated August 23, 2021, from RADM Denise M. Hinton, Chief Scientist,
available at hitps:/fda. sov/media/ | 50386/download (last visited August 27, 2021); and FDA letter to

BioNTech Manufacturing GmbH dated August 23, 2021, from Mary A. Malarkey and Marion F. Gruber,
PhD, available at https:www da.govimedia/1 517 10ownload (last visited August 27, 2021).
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obtained the FDA’s approval for the use in the U.5. of the company’s “Comimaty” COVID-19
vaccine in individuals 16 years of age and older.

44, Second, the FDA reissued and revised ils most recent prior EUA for the Phizer-
BioNTech COVID-19 Vaccine, explicitly stating that the EUA for the Pfizer-BioNTech COVID-19
Vaccine remains in effect. Moreover, the FDA stated that even the Comirnaty vaccine is also now
covered by the EUA for certain uses not covered by the new license granted to BioNTech --
namely, when it is administered to individuals aged 12 through 15."'

45, As the FDA’s August 23 letter to Pfizer clearly states, “the licensed vaccine [Comirnaty]
has the same formulation as the EUA-authorized vaccine [the Plizer vaccine] and the products can
be used interchangeably....” In other words, while they are legally distinct and carry different
labels, they are the same product with the same ingredients, administered in the same way and
intended for the same purpose.'”

46. Indeed, the FDA’s August 23 letter to Pfizer noted that the FDA "Fact Sheet for
Healthcare Providers Administering Vaccine” and “Fact Sheet for Recipients and Caregivers™ have
now been revised so that they reference both the Pfizer vaccine and the Comirnaty vaccine and
apply to both products interchangeably."® The “Fact Sheet for Recipients and Caregivers™ states:
*You are being offered either COMIRNATY (COVID-19 Vaccine, mRNA) or the Plizer-BioNTech

COVID-19 Vaccine to prevent Coronavirus Disease 2019 (COVID-19) caused by SARS-CoV-2."

"' Or to provide a third dose to immunocompromised individuals.

" The FDA issued a Press Release on August 23 stating in part as follows: “The vaccine has been known as
the Plizer-BioNTech COVID-19 Vaccine, and will now be marketed as Comirnaty (koe-mir’-na-tee), for
the prevention of COVID-19 disease in individuals 16 years of age and older. The vaccine also continues to
be available under emergency use authorization (EUA), including for individuals 12 through 15 years of
age..." (emphasis added).

" The FDA letter notes that the Fact Sheet for Healthcare Providers Administering Vaccine was also revised
to update language regarding warnings and precautions related to myocarditis and pericarditis. The Faet
Sheet for Recipients and Caregivers had already been revised for this purpose coterminous with the EUA
reissnance and revision of June 25, 202 1; the current Fact Sheet is available at

https:fwww fida. gov/media’l 444 1 4/download (last visited August 29, 2021).
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47. Finally, buried in a footnote on Page 5 of the FDA’s letter to Pfizer, is this critical
sentence: “Although COMIRNATY...is [now] approved to prevent COVID-19 in individuals
16 years of age and older, there is not sufficient approved vaccine available for distribution to
this population....” (emphasis added).

48. It is thus apparent that the FDA's ac:lic:-ns ol August 23 were not what the public has
been led to believe.

49, Some observers have concluded that the FDA’s actions of August 23 represent a cynical
ploy designed to allow the federal government to broadcast the fact that a COVID-19 vaccine has
been fully approved in order to drive increased vaccination rates and the imposition of vaccine
mandates.

50. Upon information and belief, no evidence has been made available to the public by FDA
or anyone else that any doses of the Comirnaty vaccine are currently available for administration in
Maine or indeed anywhere else in the United States.

51. In light of the above, it is reasonable to believe, and we must assume, that it is probable
that at least for the time being the Pfizer-BioNTech COVID-19 Vaccine will continue to be
administered in Maine -- under an EUA, rather than as a fully approved or licensed biologic -- and
that the Comirnaty product will not be available for administration in this State.

52. As of the date of this filing, neither the State of Maine official online portal nor the
Maine CDC website makes any mention of the Comirnaty vaccine,"

53. Presently, the estimated study completion date for the ongoing “Phase 1/2/3” clinical
trial for the Pfizer-BioNTech COVID-19 Vaccine, formally entitled “Study to Describe the Safety,

Tolerability, Immunogenicity, and Efficacy of RNA Vaceine Candidates Against COVID-19 in

" But interestingly, searches conducted on both websites on August 26 for the term “Comirmaty™ did retrieve
multiple pages prominently featuring the term “community™.
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Healthy Individuals™, is May 2, 2023 . These facts are not affected by the FDA’s aclions of
August 23, 2021.
The Moderna Vaccine

54. On December 18, 2020, FDA issued an EUA to ModernaTX, Inc. for its newly-
developed Moderna COVID-19 Vaccine. On June 25, 2021, the FDA revised the patient and
provider fact sheets regarding the suggested increased risks of myocarditis (inflammation of the
heart muscle) and pericarditis (inflammation of the tissue surrounding the heart) following
vaccination. On August 12, 2021, the FDA amended the Moderma EUA to allow for an additional
dose to be given to certain immunocompromised individuals. The EUA allows the Moderna
COVID-19 Vaccine to be distributed in the U.S for use in individuals 18 years of age and older.

55, The EUA Fact Sheet for Recipients and Caregivers of the Moderna COVID-19 Vaccine
states, It is your choice to receive the Moderna COVID-19 vaccine,”'®

56. Presently, the estimated study completion date for the ongoing “Phase 2a” clinical trial
for the Moderna COVID-19 Vaccine, formally entitled “Study to Describe the Safety, Tolerability,
Immunogenicity, and Efficacy of mRNA-12273 Vaceine in Adults Aged 18 Years and Older to
Prevent COVID-19" is November 1, 2021'7. A “Phase 37 trial is also now being conducted.

57. Moderna announced on August 25 that it has filed an application with the FDA for full
approval of its COVID-19 vaccine,'®

The Johnson & Johnson Vaccine
58. On February 27, 2021, FDA issued the only EUA for a single-shot vaccine in connection

with the Johnson & Johnson Vaccine produced by Janssen Biotech, Inc. The EUA permits

'S See https:/iclinicaltrials. gov/ct2/show/NCT04368728 (last visited August 27, 2021).

' See https://fda.gov/media/1 44638/ download (last visited August 24, 2021).
"7 See https:/www clinicaltrials. soviet2/show/NCT04405076 {last visited Aungust 27, 2021),

¥ See https:/finvestors. modermatx. com/mode! 1 2706/pdf (last visited August 27, 2021).
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administration of the Johnson & Johnson Vaccine to individuals 18 years of age or older. This is
the vaccine that currently unvaccinated healthcare workers in Maine will be forced to take no later
than September 17, 2021 if they are to meet the terms of the new mandate set forth in the Rule.

59. The EUA Fact Sheet for Recipients and Caregivers of the Johnson & Johnson vaceine
states, “It 18 your choice to receive the Janssen COVID-19 Vaccine,™"

60. Presently, the estimated study completion date for the ongoing “Phase 1/2a” clinical trial
for the Johnson & Johnson vaccine, formally entitled “Study of Ad26,COV2.5 Adults (COVID-
19" is February 2, 2024.

61. A “Phase 3" clinical trial was begun in June of 2020, but, as was widely reported at the
time, it was paused on October 12, 2020 based on reports of severe blood clots after vaccination. A
second “Phase 3" clinical trial, formally entitled *“A Study of Ad26.COV2.5 for the Prevention of
SARS-CoV-2-mediated COVID-19 in Adults (ENSEMBLE 2)” began on November 12, 2020. The
estimated study completion date is May 31, 2023.°°

62. All of the COVID-19 vaccines are still undergoing clinical frials, and none of them have
been subjected to long-term clinical studies that would expose long-term adverse consequences.
The FDA uses the term “investigational product” to refer to all of the COVID-19 vaccines approved
oranted EUA status.”'

63. In light of these facts, it is clear that every individual who receives one of the EUA
COVID-19 vaccines is the subject of a medical experiment -- very possibly the largest experiment

in human history.

19 See hitpsafwww. tda.gov/media/ | 46305 download (last visited August 29, 2021).
:u See https:elinicaltrials. govict2/show/NCT046 14948 (last visited August 27, 2021).
2 See, e.g. “Conduct of Clinical Trial of Medical Products During the COVID-19 Public Health Emergency,

Guidance for Industry, Investigators, and Institional Review Boards ", page 2, issued Mareh, 2020 and

2021).
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FDA and Emergency-Use Authorization Generally

64. The federal Food, Drug and Cosmetic Act (“FDCA™) generally prohibits anyone from
introducing or delivering for introduction into interstate commerce any “new drug” or “biological
product” unless and until the FDA has approved the drug or biological product as “safe and
effective for its intended use.” FDCA §§ 301(a), 505(a), 21 U.S.C. §§ 331(a), 355(2); 42 U.S.C. §
262(a).

65 A vaccine is both a drug and a biological product under the FDCA. FDCA §201(g), 21
U.S.C. § 321(g): 42 U.S.C. § 262(i)(1).

66. Under the FDCA, the FDA oversees the review and approval of applications for all
drugs, medical devices and biological products in the United States. The FDA is charged with the
responsibility to ensure that drugs, medical devices and biological products are safe and effective
for public use.

67. Section 564 of the FDCA, 21 U.S.C. § 360bbb-3, authorizes the FDA to issue an EUA
for a medical drug, device or biologic, including a vaccine, under certain emergency circumstances,
despite the fact that such products have not gone through the full FDA review process and therefore
cannot be fully determined to be safe and effective. No other federal agency or entily and no State
may deviate from or conflict with FDAs administration of EUA products.

68. Congress passed Section 564 in order to address a problem raised in emergency
situations where the public could be at risk of exposure to a biological, chemical, radiological, or
nuclear agent, and any disease caused by such agents, but where there may not be any previously

approved or available countermeasures to treat diseases or conditions caused by such agents.
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69. The purpose of Section 564 is to make available drugs, devices or hiological products
that have not gone through FDA’s full approval process, in the event of a declared emergency.
Section 564 permits a vaccine that has been granted EUA (an “EUA vaccine™) to be introduced into
mterstate commerce and administered to individuals even when FDA has not approved the vaccine
for more general distribution pursuant to its standard review process.

70. Section 564 of the FDCA vested the Secretary of the federal Department of Health and
Human Services with permissive authority to *authorize the introduction into interstate commerce,
during the effective period of a declaration of emergency, of a drug, device, or biological product
intended for use in an actual or potential emergency...” 21 U.S.C. § 360bbb-3(a)(1).**

71. Specifically, Section 564 directs the FDA to impose certain “required conditions™ on
every EUA product that it allows to enter interstate commerce. Among the “required conditions™
that the FDA must establish are “[a]ppropriate conditions designed to ensure that individuals to
whom the product is administered are informed” of certain things, including “the option to accept
or refuse administration of the product.” FDCA § 564(e)( 1) AYii)IIT); 21 U.S.C. § 360bbb-
Je) DAY (emphasis added).

2. Coercion and compulsory COVID-19 vaccine mandates are entirely inconsistent,
incompatible, and in direct conflict with these disclosure requirements, which require both
healthcare workers administering EUA vaccines and vaccine recipients to be informed of the
significant known and unknown benefits and risks of such use, and the choice to accept or refuse
them.

73, Section 564 incorporates the principle that unlicensed medical products cannot be

mandated by directing the FDDA to ensure that all parties are aware of the “option to accept or

2 With regard to the EUA process penerally, see “Emergency Use Authorization of Medical Products and
Related Authorities, Guidance for Industry and Other Stakeholders”, issued by the FDA in 2017 and
available at https:Awww. fda govimedia/9732 1/ download (last visited August 31, 2021).
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refuse” admmistration of all EUA products, including EUA vaccines, FDCA §
564(e)(1)(A)iKI). The following language appears in the Fact Sheet for Recipients and
Caregivers that is required to be distributed to potential Moderna COVID-19 Vaccine and Johnson
& Johnson COVID-19 Vaceine recipients: “It is your choice to receive or not receive [the
vaccine].” This sentence does not appear in the Fact Sheel for the Plizer and Comirnaty vaccines as
of the date of this filing, but upon information and belief, it was found in the Fact Sheet for the
Pfizer vaccine prior to August 23, 2021.

74. Congress included the requirement to inform recipients of the option to accept or refuse
vaccination because individuals have a right under the Due Process Clause of the Fourteenth
Amendment to voluntary, informed consent and to refuse unwanted medical treatment, especially as
to unlicensed products that are still under investigation and therefore experimental.

75. Under the Due Process Clause, persons also have a right to voluntary, informed consent
and to refuse unwanted medical treatment with licensed products if certain legal requirements are
not met,

76. Under the Due Process Clause, the right to voluntary, informed consent and to refuse
unwanted medical treatment cannot be circumseribed without legislative action that weighs the
safety, efficacy, necessity, reasonableness, proportionality, and discriminatory nature of a particular
vaccine mandate and permits an exemption to persons who can demonstrate that they possess a
particular medical condition that makes them susceptible to harm, injury or death by the mandated
vaccine.

77. To date, Congress has not enacted any amendment to 21 U.S.C. § 360bbb-3, authorizing

the Secretary of HHS to mandate any emergency-use authorized drug, device, or biological product,
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including any COVID-19 vaccine, or to otherwise permil coercion of any COVID-19 vaccine, or to
delegate the authority and decision to do so to any State, or any public or private entity.

78. Additionally, prior to the appearance of COVID-19, FDA has made clear that, “In an
emergency, it is critical that the conditions that are part of the EUA or an order or waiver issued
pursuant to section 564A -- those that FDA has determined to be necessary or appropriate to protect
the public health -- be strictly followed, and that no additional conditions be imposed.™

79. Upon information and belief, aside from the documents posted on its website, the FDA
will not release to the public pursuant to the Federal Freedom of Information Act, 5 U.S.C. § 552 et
¥eq., its communications and exchanges of data or other information with COVID-19 vaccine
manufacturers because it claims the vaccines are still under investigation. As a result, the American
public is unable to review and consider all of the information and communications concerning these
emergency-use authorized vaccines to make an informed decision about taking them.

Medical Freedom in the United States:
The Right to Voluntary, Informed Consent &
the Right to Personal Autonomy and Bodily Integrity

80. It is well established that customary international law includes a norm that requires
voluntary, informed consent and prohibits non-consensual human medical experimentation.
Abdullahi v. Pfizer, 562 F.3d 163, 174-188 (2nd Cir. 2009).

81. In August 1947, an International Military Tribunal (“IMT") sitting in Nuremberg,
Germany convicted 15 Nazi doctors for crimes against humanity for conducting medical
experiments without the consent of their subjects. “Among the nonconsensual experiments that the

tribunal cited as a basis for their convictions were the testing of drugs for immunization against

* See FDA, Emergency Use Authorization of Medical Products and Related Authorities — Guidance for
Industry and Other Stakeholders, January 2017, Page 41, available at
https:/rwww fda govimedia/9732 L /download (last visited August 27, 2021).
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malaria, epidemic jaundice, typhus, smallpox and cholera.” /4. at 178 (quoting United States v.
Brandt, 2 Trials of War Criminals Before the Nuremberg Military Tribunals Under Control Council
Law No. 10, 181-182 (1949) (emphasis added). The Nuremberg Code was created as part of the
IMT’s judgment, and it helps to define the contours of the customary international law norm. Its
first Principle is that "[t]he voluntary consent of the human subject is absolutely essential." /d.
at 179 (emphasis added). The Code elaborates on this first Principle as follows:

This means that the person involved should have legal capacity to give consent; should be
so situated as to be able to exercise free power of choice, without the intervention of any
element of force, frand, deceit, duress, over-reaching, or other ulterior form of constraint
or coercion, and should have sufficient knowledge and comprehension of the elements of
the subject matter involved as to enable him to make an understanding and enlightened
decizion. (emphasis added)

82, The Nuremberg Code has been adopted and amplified by numerous international
declarations and agreements, including the World Medical Association’s Declaration of Helsinki,
the guidelines authored by the Council for International Organizations of Medical Services, Art. 7
of the International Covenant on Civil and Political Rights, the International Covenant on Human
Rights, the Universal Declaration on Bioethics and Human Rights, and others.

83, “The history of the [voluntary, informed consent requirement] in United States law
demonstrates it has been firmly embedded for more than 45 years and | | its validity has never been
seriously questioned by any court.” Id. at 182.

&4. The voluntary, informed consent requirement is a critical part of the Declaration of

Geneva,* the Declaration of Helsinki,” and the Belmont Report™. The principles of all of these

™ First adopted by the General Assembly of the World Medical Association in 1948,

* A set of ethical principles regarding human experimentation developed for the worldwide medical
community by the World Medical Association in 1964, and widely regarded at the cornerstone document on
human research ethics,

* Created by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research and issued on September 30, 1978, The Report was prompted by revelations regarding the
Tuskegee Syphilis Study (1932-1972).
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