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Allison R. Lucas, Esq.  
 

53 N 3rd Avenue, Suite 4       Fruitport, MI 49415     Allison.Lucas@Protonmail.com 
 
March 25, 2021 
 
 
VIA EMAIL 
 
Protect Michigan Commission 
Kerry Ebersole Singh 
Ebersolek2@Michigan.gov  
 
Protect Michigan Commission Co-Chairs 
Joneigh Khaldun  
KhaldunJ@michigan.gov 
 

Brian Calley 
brian.calley@sbam.org 
 

Eva Garza Dewaelsche 
edewaelsche@sermetro.org 
 
Jamie L. Brown 
jamie.brown@minurses.org 

Protect Michigan Commission Co-Chairs 
Garlin Gilchrist 
Garlin.Gilchrist@michigan.gov 
 
Christina Freese-Decker 
christina.freesedecker@spectrumhealth.org  
 
Mona Hanna 
Attisha- mhanna1@hurleymc.com 
 
Blake Griffin 
No Email Available  

 
RE: Protect Michigan Commission - Public Comment for Friday, March 23 Meeting 
 
Dear Protect Michigan Chair and Co-Chairs: 
 

Pursuant to Executive Order No. 2020-193 [the “Executive Order”], I submit this public 
comment on behalf of Michigan For Vaccine Choice [“MVC”].   MVC informed the Commission 
Chair, in a letter dated March 9, 2021, that part of the Commission’s descriptive printed matter, 
advertising, and promotional material [the “Materials”] violate federal law [the “MVC Letter”].  A 
copy of the MVC Letter is attached as Appendix A and is hereby incorporated by reference.  To date, 
the Commission has failed to correct all of its false and illegal COVID-19 vaccine Materials.  As a 
result of the Commission’s failure to remediate its Materials, MVC is now alerting the members of 
the Commission and the public via this public comment.   

 
The Protect Michigan Commission [the “Commission”] was created by Executive Order on 

December 10, 2020, and its purpose is clearly articulated in this document.  According to the 
Commission’s website, it works to ensure that every Michigan resident has the most up-to-date 
information on the COVID-19 vaccine.  The Commission has failed its mission for the reasons listed 
below.  (Note that items (1) and (2) are explained fully in the MVC Letter.) 

 
  

https://www.michigan.gov/whitmer/0,9309,7-387-90499_90705-547153--,00.html#:%7E:text=The%20creation%20of%20a%20statewide,safety%20of%20all%20Michigan%20residents.
https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html
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1. The Commission has failed to include required FDA disclosure in all COVID-19 vaccine 
promotional materials, as required by federal law.  
 
The MVC Letter informed the Commission Chair that its COVID-19 Vaccine Materials lack 

the required FDA disclosure.  None of the Commission’s Materials promoting the three 
investigational COVID-19 vaccines include the mandatory FDA disclosure statement and therefore 
violate federal law.   

 
2. The Commission uses taxpayer dollars to produce and disseminate false and misleading 

information about COVID-19 vaccines in violation of federal law.   
 

The MVC Letter also alerted the Commission Chair that its Materials make false and/or 
misleading claims about the vaccines.  For example, the Materials repeatedly make the blatantly false 
claim that the FDA has approved the COVID-19 vaccines.  The Materials also make false and/or 
misleading claims regarding the vaccines’ efficacy and safety.  The MVC Letter lists only a few 
examples of false and/or misleading Materials.  All of the examples listed in the MVC Letter are 
accessible via the Protect Michigan Commission website using the “Communications Toolkit” button.  

 
As a result of the MVC Letter, some of the Materials have been edited or deleted.  However, 

despite notifying the Commission Chair of these issues on March 9, 2021, the Commission’s  
“Communications Toolkit” is currently rife with false and misleading information regarding the 
investigational COVID-19 vaccines.  These Materials are a clear violation of federal law.  Appendix 
B includes several screenshots of the Commission’s false and/or misleading vaccine Materials.  These 
Materials were accessed via the “Communications Toolkit” link on the Commission’s website and 
captured on March 25, 2021.   

 
Additionally, the Commission’s website states that it will “work to protect the health and 

safety of Michigan residents by educating communities about the effectiveness of an approved 
COVID-19 vaccine to eradicate the spread of the coronavirus.”  This statement is false and 
misleading for two reasons.  One, it makes the false representation that the FDA has approved the 
COVID-19 vaccines.  Two, SARS-CoV-2 is the coronavirus that causes the COVID-19 disease. The 
investigational COVID-19 vaccines are authorized for use to prevent COVID-19 disease, not to 
prevent the transmission of SARS-CoV-2 between individuals. The FDA explicitly states concerning 
all investigational vaccines that “data are not available to make a determination about how long the 
vaccine will provide protection, nor is there evidence that the vaccine prevents transmission of 
SARS-CoV-2 from person to person.”1  Therefore, it is deceptive for the Commission to represent 
that the investigational vaccines will “protect the health and safety of Michigan residents” by 
eradicat[ing] the spread of the coronavirus.”  This doubly false statement on the Commission’s 
website is yet another example of it disseminating false and misleading information to Michigan 
residents.   

 
 
 

 
1 See https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-fight-against-covid-19-issuing-emergency-use-
authorization-first-covid-19; https://www.fda.gov/news-events/press-announcements/fda-takes-additional-action-fight-against-covid-
19-issuing-emergency-use-authorization-second-covid; and https://www.fda.gov/news-events/press-announcements/fda-issues-
emergency-use-authorization-third-covid-19-vaccine. Emphasis added.   

https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html
https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html#:%7E:text=The%20commission%20will%20work%20to,the%20spread%20of%20the%20coronavirus.
https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-fight-against-covid-19-issuing-emergency-use-authorization-first-covid-19
https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-fight-against-covid-19-issuing-emergency-use-authorization-first-covid-19
https://www.fda.gov/news-events/press-announcements/fda-takes-additional-action-fight-against-covid-19-issuing-emergency-use-authorization-second-covid
https://www.fda.gov/news-events/press-announcements/fda-takes-additional-action-fight-against-covid-19-issuing-emergency-use-authorization-second-covid
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
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3. The Commission is acting outside of the authority granted to it by the Executive Order.  
 
The purpose of the Commission is clearly identified in the Executive Order: 
 

1. Provide public leadership to elevate and reinforce the importance of an approved 
COVID-19 vaccine; 

 
2. Identify barriers that may impede the acceptance of an approved COVID-19 vaccine 

by Michigan residents, which must include, but not be limited to, identifying areas or 
groups within this state that are likely to experience vaccine hesitancy; 
 

3. Support the development and implementation of an outreach action plan designed to 
overcome these barriers and encourage use of an approved COVID-19 vaccine; 
 

4. Coordinate with the Racial Disparities Task Force and other relevant task forces, 
committees and commissions working on similar issues and consider relevant 
recommendations; 
 

5. Provide input on, and assist in the distribution of, educational and promotional 
materials designed to heighten awareness of, and encourage use of an approved 
COVID-19 vaccine by Michigan residents; 
 

6. Identify opportunities to coordinate its efforts and resources with those of the various 
individuals and entities working on the federal, state, and local levels to ensure as 
widespread use as possible of an approved COVID-19 vaccine by Michigan’s 
population; and 
 

7. Provide other advice and take other action as requested by the governor. 
 

The charge of the Commission, as listed above, is clearly predicated on the FDA approving 
a COVID-19 vaccine.  In fact, the Commission’s website states that it works “to protect the health 
and safety of Michigan residents by educating communities about the effectiveness of an approved 
COVID-19 vaccine to eradicate the spread of the coronavirus.”  The FDA has not approved any 
COVID-19 vaccine. The FDA authorizes only three investigational vaccines pursuant to Emergency 
Use Authorizations [“EUA”].  “The issuance of an EUA is different than an FDA approval 
(licensure) of a vaccine, in that a vaccine available under an EUA is not approved.”2  Thus, any 
contracts executed by the Commission or work performed by the Commission in furtherance of any 
of the seven enumerated activities listed above is an abuse of authority granted to the Commission.   
 
The Commission Must Remediate its Materials and Issue a Public Retraction 

 
Even though the Commission does not have authority to act until the FDA approves a COVID-

19 vaccine, its Materials, including the referenced false and misleading Materials, have garnered 
109,873,187 impressions as of February 26, 2021. 3 The Commission's website lists over 100 Vaccine 

 
2 https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine  
3https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf  

https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html
https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209_105479---,00.html
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
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communication resources.  The Commission has utilized tax-payer money to disseminate false and 
misleading COVID-19 vaccine information to Michigan citizens and has acted outside its authority 
scope.   

 
For a second time, MVC requests that the Commission immediately undertake the following:  
 

1) review all TV, radio, outdoor, digital, social, earned media, and direct 
communications; 
 

2) remove all instances of offending language, graphics, and accompanying “status 
copy” language;  
 

3) clearly and conspicuously state the required FDA disclosures on all descriptive 
printed matter, advertising, and promotional materials relating to any investigational 
COVID-19 vaccine; and  
 

4) issue a press release or other public retraction of the offending Materials to ensure 
that the Michigan public is not coerced to obtain the vaccine through the 
Commission's false and misleading statements.  

 
The Commission “works to ensure that every Michigan resident has the most up-to-date 

information on the COVID-19 vaccine.”  To fulfill its purpose, it must cease disseminating 
inaccurate and false COVID-19 vaccine information immediately and issue a public retraction to 
remediate the deception it has committed against Michigan citizens.    MVC requests a report of all 
corrective activity taken by the Commission as a result of either the MVC Letter and/or this public 
comment.  This report shall include a log of all edited or deleted Materials and a statement of all 
corrective activity undertaken by the Commission to remediate its Materials.   MVC expects this 
report by close of business on April 9, 2021.   

 
 

Sincerely, 
 
 

         Allison Lucas, Esq.  
 
cc (via email) 
 
Sen. Mike Shirkey 
Sen. Winnie Brinks (Protect Michigan Commission, member)  
Sen. Curt VanderWall (Protect Michigan Commission, member)  
Sen. Edward McBroom  
Sen. Rick Outman 
Rep. Mary Whiteford  
Rep. Jason Wentworth 
Rep. Felicia Brabec (Protect Michigan Commission, member)  
Rep. John Roth (Protect Michigan Commission, member)  
Rep. Steve Johnson 

https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html#:%7E:text=The%20commission%20will%20work%20to,the%20spread%20of%20the%20coronavirus.
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Allison R. Lucas, Esq. 
53 N 3rd Avenue, Suite 4   Fruitport, MI 49415     Allison.Lucas@Protonmail.com 

March 9, 2021 

VIA FED EX          VIA EMAIL 

Michigan DHHS 
Elizabeth Hertel, Director 
235 S. Grand Ave. 
P.O. Box 30037 
Lansing, Michigan 48909 

Governor Gretchen Whitmer 
100 N. Capitol Ave  
Lansing, MI 48933  

Protect Michigan Commission 
Kerry Ebersole Singh 
ebersolek1@Michigan.gov 

Michigan DHHS 
Elizabeth Hertel, Director 
HertelE@michigan.gov 

RE: COVID-19 Vaccine Descriptive Printed Matter, Advertising, and Promotional Material 

Dear Mrs. Hertel, Governor Whitmer, and Mrs. Ebersole-Singh: 

On behalf of Michigan For Vaccine Choice, I write to inform that part of the Michigan 
COVID-19 vaccine descriptive printed matter, advertising, and promotional material [the 
“Materials”] lack the required FDA disclosure and make false and/or misleading claims, in violation 
of federal law.  Michigan For Vaccine Choice is making you aware of these issues to ensure that any 
State of Michigan communications to Michigan residents about the unapproved, investigational 
COVID-19 vaccines [the “Vaccine” or “Vaccines”] are clear, truthful, transparent, and lawful.  

 Michigan for Vaccine Choice understands the importance of MDHHS and its delegates 
disseminating information on the Vaccines. Nonetheless, the Vaccines are not approved.  The 
Vaccines are authorized.  And, they are investigational with safety and efficacy studies currently 
ongoing. Because the Vaccines are unapproved and investigational, federal law provides clear 
restrictions on how the Vaccines can be described, advertised, and/or promoted.  Michigan’s COVID-
19 vaccine communications must comply with this federal law to ensure that each Michigan citizen 
is afforded a fair opportunity to make an informed decision.  Accordingly, Michigan For Vaccine 
Choice requests that the state immediately remove all false and/or misleading Materials and publicly 
issue corrections within five business days of receipt of this letter. Failure to do so may result in 
appropriate action to force compliance with federal law.  
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A. The Materials Lack FDA’s Required Disclosure  
 

None of the state’s Materials promoting the investigational Vaccines include the mandatory 
FDA disclosure statement found in the Emergency Use Authorization [“EUA”] letters that authorize 
the Vaccines. Because no FDA-licensed COVID-19 vaccines exist, “all descriptive printed matter, 
advertising, and promotional material relating to the use” of any COVID-19 vaccine must “clearly 
and conspicuously” include the required FDA disclosure.1    

 
B. The Materials Falsely Claim Investigational Vaccines are Approved 
 

The “Frequently Asked Questions” section of the “COVID-19 Vaccine Materials” webpage 
includes the following misleading and/or false language representing that the investigational 
Vaccines have already been approved by FDA and equates the investigational COVID-19 vaccines 
to vaccines the FDA has approved (licensed): 

 
 

 
 
 
 
 
 
 
 
 
MDHHS’ Spread Hope, Not COVID “Vaccine Materials” webpage includes the following 

misleading and/or false language that indicates the investigational Vaccines have already passed 
“through the same thresholds of research and testing as every other vaccine:” 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

  

 
1 https://www.fda.gov/media/144636/download (Moderna); https://www.fda.gov/media/144412/download (Pfizer);   and 
https://www.fda.gov/media/146303/download (Janssen Biotech).  See also, Section G, infra.  

https://www.michigan.gov/documents/coronavirus/COVID-19_Vaccine_Public_FAQ_FINAL_710077_7.pdf
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
https://www.michigan.gov/coronavirus/0,9753,7-406-98178_98281---,00.html
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144412/download
https://www.fda.gov/media/146303/download
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 The Protect Michigan Commission is housed within MDHHS.  Its webpage makes a similar 
misleading and/or false statement referring to the investigational Vaccines as “approved.” The 
website’s statements are written as though the commencement of the Commission’s work was 
predicated on the approval of a COVID-19 vaccine; yet, the Commission has already developed its 
outreach strategy and has begun to fulfill its objectives to educate communities about the 
“effectiveness of the approved COVID-19 vaccine.” Its materials have garnered 109,873,187 
impressions.2  Furthermore, the work of the Commission will cease on December 31, 2021, likely 
before any COVID-19 vaccines are actually approved by FDA.   
     

  
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  
 

 
 
This MDHHS Spread Hope Not COVID campaign YouTube video makes the misleading 

and/or false claim that the FDA has already approved the Vaccines:  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
2https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_7
17641_7.pdf  

https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html#:%7E:text=The%20commission%20will%20work%20to,the%20spread%20of%20the%20coronavirus.
https://www.youtube.com/watch?v=viS-FFpvGZo
https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
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This MDHHS Facebook graphic appeared on the agency’s Facebook page on March 6, 2021, 
specifically references all three Vaccines by manufacturer name and makes the false claim that all 
three Vaccines are “approved:” 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
MDHHS’ “Frequently Asked Questions located on its “COVID-19 Vaccine Materials” 

webpage also includes the following misleading and/or false language, written in the past tense, 
representing that the investigational Vaccines have already completed the FDA “process” and equates 
vaccines that have been approved (licensed) by the FDA to the investigational COVID-19 vaccines, 
which have not.   

 
 
 
 
 
 
 

 
 
 
  

https://www.facebook.com/michiganhhs/posts/10157742846626746
https://www.michigan.gov/documents/coronavirus/COVID-19_Vaccine_Public_FAQ_FINAL_710077_7.pdf
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
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C.  The Materials Make False Claims Regarding Vaccine Safety Process 
 

This MDHHS “COVID-19 vaccine fact card” makes the misleading and/or false claim that 
“the process used to approve” the investigational Vaccines “is that same one used to create safe and 
effective vaccines for ...” is available on the organization’s “COVID-19 Vaccine Materials” 
webpage:   

 

 
 
D.  The Materials Falsely Claim the Investigational Vaccines Prevent Spread of the SARS-CoV-2 Virus 

 
The SARS-CoV-2 Virus causes COVID-19 disease.  MDHHS’ COVID-19 vaccines 

Frequently Asked Questions document (available on MDHHS’ “COVID-19 Vaccine Materials” 
webpage) makes the following misleading and/or false statement that the investigational Vaccines 
“may also protect people around you” from contracting COVID-19: 

 
 

 
 
 
 
 

https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz/file/773687970811
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
https://www.michigan.gov/documents/coronavirus/COVID-19_Vaccine_Public_FAQ_FINAL_710077_7.pdf
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
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This MDHHS graphic, disseminated by the Protect Michigan Commission, makes the 
misleading and/or false claim that receiving the investigational Vaccine confers “herd” or 
“community” immunity by stating that the Vaccine will “protect us all:” 

 

 
 

E.  The Materials Make False Claims Regarding “Safe and Effective” Investigational Vaccines 
 

This same MDHHS graphic, disseminated by the Protect Michigan Commission, makes the 
misleading and/or false claim that the investigational “COVID-19 [vaccine] is proven to be safe and 
effective.” It also makes the misleading and/or false claim that the investigational COVID-19 
[vaccine] “will save lives:” 

https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
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This MDHHS “COVID-19 vaccine fact card” makes the misleading and/or false claim that 
the investigational Vaccines are unequivocally “safe” and is available on the organization’s 
“COVID-19 Vaccine Materials” webpage: 

 
F.  The Materials Exist to Increase Uptake of the Investigational Vaccines 

 
MDHHS’ Spread Hope, Not COVID campaign is “aimed at communicating with all Michigan 

residents through TV, radio, outdoor, digital, social, earned media, and direct communications. The 
campaign also includes content customized for specific audiences of Michiganders.”3 Furthermore, 
MDHHS’ coronavirus and Spread Hope Not COVID websites encourage the use of the Materials to 
increase the uptake of the investigational Vaccines, stating that it “shares communication resources 
for residents and partners to support the COVID-19 response.” And MDHHS further implores 
Michigan citizens to “[p]lease use the following materials in support of your response efforts to 
encourage Michiganders to help slow the spread of the virus, and to share the Spread Hope, Not 
COVID campaign.”4 The campaign has a webpage dedicated to COVID-19 vaccine promotional 
materials.   As of the date of this letter, the webpage contained approximately 165 audio, digital, and 
written Vaccine resources.     

 
The Protect Michigan Commission works to ensure that every Michigan resident has the most 

up-to-date information on the COVID-19 vaccine.5  Its objective is to “[m]otivate at least 70% of 
Michiganders 16 and older to get the COVID-19 vaccine by December 31, 2021.”6  The Protect 
Michigan Commission’s strategy to increase the uptake of the investigational Vaccines is to “[a]ppeal 
to Michiganders’ desire to protect their families and loved ones (“I am a protector”) and make 
meaningful progress toward returning to the life they miss.”7  Overall, the Commission’s materials, 

 
3 https://martinwaymire.app.box.com/s/027uusplzt7m26thrvo832igcr86n1mz. 
4 See, https://www.michigan.gov/coronavirus/0,9753,7-406-98178_98281---,00.html.  
5 https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---
,00.html#:~:text=The%20commission%20will%20work%20to,the%20spread%20of%20the%20coronavirus  
6 https://www.michigan.gov/documents/mdhhs/PMC_Communications_presentation_714822_7.pdf  
7 Id.  

https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz/file/773687970811
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
https://app.box.com/s/4cy0so8b5ux8dzmdcj5297bikvc4sejz
https://martinwaymire.app.box.com/s/027uusplzt7m26thrvo832igcr86n1mz
https://www.michigan.gov/coronavirus/0,9753,7-406-98178_98281---,00.html
https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html#:%7E:text=The%20commission%20will%20work%20to,the%20spread%20of%20the%20coronavirus
https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209---,00.html#:%7E:text=The%20commission%20will%20work%20to,the%20spread%20of%20the%20coronavirus
https://www.michigan.gov/documents/mdhhs/PMC_Communications_presentation_714822_7.pdf
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including the referenced false and misleading materials, have garnered 109,873,187 impressions as of 
February 26, 2021. 8 The Commission's website lists over 100 Vaccine communication resources.     

 
According to information published on the Protect Michigan Commission website, the 

Commission works with the advertising firm Brogan & Partners to conduct market research, create, 
and disseminate its promotional Vaccine Materials targeted to specific demographics.  The 
Commission also works with the firm to disseminate Materials on social media (including partnering 
with social influencers), in print media (including the largest media outlets in the country that 
specifically serve content to Michigan citizens), townhalls, and via the Spread Hope Not COVID 
Coalition newsletters.9  

 
G.  The Materials Violate Federal Law  
 

Michigan’s COVID-19 vaccine printed matter, advertising, and promotional graphics (and 
their accompanying messages) violate federal law for the following reasons:  

 
1. The Materials lack the required FDA disclosures. 

 
The FDA has not approved any COVID-19 vaccine. On the contrary, the FDA authorizes only 

three investigational COVID-19 vaccines currently in use under an emergency use authorization 
[“EUA”]. The EUAs for these unapproved products expressly provide that they are not approved and 
that it is a violation of federal law to represent that they are approved.  

 
The federal statute that authorizes the FDA to grant an EUA10 states  that “[t]he Secretary may 

establish conditions on advertisements and other promotional descriptive printed matter that relate to 
the emergency use of a product for which an authorization under this section is issued.”11 It further 
notes that “[w]ith respect to the emergency use of an unapproved product, the Secretary … shall, for 
a person who carries out any activity for which the authorization is issued, establish such conditions 
on an authorization … as the Secretary finds necessary or appropriate to protect the public health….”12  

 
The Secretary, through FDA’s authorizations for all investigational COVID-19 vaccines in 

use under the EUAs expressly state that the vaccines are “an investigational vaccine not licensed for 
any indication” and place restrictions on investigational COVID-19 vaccine printed matter, 
advertising, and promotional materials. These restrictions apply to “all relevant stakeholders identified 
within the EUA.”13 MDHHS, its Protect Michigan Commission, and MDHHS delegates qualify as 
stakeholders14 and thus are subject to “conditions related to printed matter, advertising, and 

 
8https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_7
17641_7.pdf  
9 https://www.michigan.gov/documents/mdhhs/PMC_Communications_presentation_714822_7.pdf  
10 Section 564 of the Federal Food, Drug, and Cosmetic Act, codified at 21 U.S.C. 360bbb-3 
11 21 U.S.C. 360bbb-3(e)(4).  Michigan For Vaccine Choice notes that each of the graphics listed herein specifically 
reference the “COVID-19 vaccine”, were found in the “vaccine” section of the Spread Hope Not COVID website, or 
were found on the Protect Michigan Commission website (whose objective is to educate on the efficacy of the COVID-
19 vaccine).  Thus, the examples of offending Materials are clearly not “disease awareness” but rather “descriptive 
printed matter, advertising, and promotional material, relating to the use” of a COVID-19 vaccine.   
12 21 U.S.C. 360bbb-3(e)(1)(A). 
13 See, Attachment A, Email from Elizabeth Sadove.   
14 See, https://www.fda.gov/media/144636/download; https://www.fda.gov/media/144412/download;   and 

https://www.michigan.gov/mdhhs/0,5885,7-339-71551_5460_105209_105479---,00.html
https://app.box.com/s/0qkdkpaq4184fl5orwqjel1qfwmsksfm/folder/130479602673
https://brogan.com/our-work/
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=21-USC-1264422296-751111581&term_occur=999&term_src
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=21-USC-180754824-1242874613&term_occur=999&term_src
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=21-USC-309474065-1242874613&term_occur=999&term_src
https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
https://www.michigan.gov/documents/mdhhs/Protect_Michigan_Commission_Comms_Update_February_26_20211_717641_7.pdf
https://www.michigan.gov/documents/mdhhs/PMC_Communications_presentation_714822_7.pdf
https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144412/download
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promotion.” However, the FDA-required disclosures do not appear on any of MDHHS’ materials 
relating to the use of the investigational Vaccines.  The required disclosures are as follows:  
 

All descriptive printed matter, advertising, and promotional 
material relating to the use of the [] COVID‑19 vaccine clearly 
and conspicuously shall state that: 

 
• This product has not been approved or licensed by FDA, but has 

been authorized for emergency use by FDA, under an EUA to 
prevent Coronavirus Disease 2019 (COVID-19) for use in 
individuals 18 [16 for the Pfizer vaccine] years of age and older; 
and 
 

• The emergency use of this product is only authorized for the 
duration of the declaration that circumstances exist justifying the 
authorization of emergency use of the medical product under 
Section 564(b)(1) of the FD&C Act unless the declaration is 
terminated or authorization revoked sooner. 15  

 
For the foregoing reasons, the Materials are directly prohibited by the conditions for 

promoting these products under 21 U.S.C. 360bbb-3(e)(4) and related federal law and regulations.16 
 

2. The Materials falsely claim that the FDA has approved the investigational Vaccines.  
 

The FDA has not approved any COVID-19 vaccine, on the contrary, they are unapproved. 
The FDA authorizes only three investigational Vaccines.  The Vaccines are currently in use under 
an EUA. The EUAs for these products expressly provide that they are not approved and that it is a 
violation of federal law to represent that they are approved.  “The issuance of an EUA is different 
than an FDA approval (licensure) of a vaccine, in that a vaccine available under an EUA is not 
approved.”17 

 
 

 
https://www.fda.gov/media/146303/ (defining “emergency response stakeholder” as “a public health agency and its 
delegates that have legal responsibility and authority for responding to an incident, based on political or geographical 
boundary lines (e.g., city, county, tribal, territorial, State, or Federal), or functional (e.g., law enforcement or public 
health range) or sphere of authority to administer, deliver, or distribute vaccine in an emergency situation. In some cases 
(e.g., depending on a state or local jurisdiction’s COVID-19 vaccination response organization and plans), there might 
be overlapping roles and responsibilities among “emergency response stakeholders” and “vaccination providers” (e.g., if 
a local health department is administering COVID-19 vaccines; if a pharmacy is acting in an official capacity under the 
authority of the state health department to administer COVID-19 vaccines). In such cases, it is expected that the 
conditions of authorization that apply to emergency response stakeholders and vaccination providers will all be met.”).   
15 See https://www.fda.gov/media/144636/download (Moderna); https://www.fda.gov/media/144412/download  (Pfizer-
BioNTech); and  https://www.fda.gov/media/146303/download (Janssen).  Emphasis added.   
16 It is worth noting that the objective of the Protect Michigan Commission is to motivate at least 70% of Michiganders 
16 and older to get the COVID-19 vaccine by December 31, 2021.  Of the three investigational Vaccines authorized for 
use, only the Pfizer vaccine is authorized for the 16 and 17 age groups.  The Commission is using Materials to target 
these age groups for vaccination but is neglecting to inform which vaccine is authorized for that age group. 
17 https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-
vaccine  

https://www.fda.gov/media/146303/
https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144412/download
https://www.fda.gov/media/146303/download
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
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The Materials described above (and other Michigan Vaccine Materials appearing in print and 
media) falsely and deceptively mislead the public to believe that the investigational Vaccines have 
been “approved.” In some promotional Materials, MDHHS accomplishes this wordplay by using the 
past tense and equating the investigational Vaccines to vaccines that the FDA has approved (or 
licensed).  In other Materials, MDHHS outright asserts that the Vaccines have FDA approval.  These 
deceptive statements are directly prohibited by the conditions for promoting these products under 21 
U.S.C. 360bbb-3(e)(4) and related federal law and regulations. 
 

3.  The Materials falsely claim the investigational Vaccines have completed the FDA 
safety process.  
 

The three investigational Vaccines are still undergoing pre-licensure trials, which could 
continue for more than a year before they are ready for licensure by the FDA. Therefore, MDHHS’ 
claim that the “process used to approve” these EUA products “is that same one used to create safe 
and effective vaccines for the flu, polio, measles, and whooping cough” is a trifecta of deception.  
One, because MDHHS fails to inform that the “process used to approve” the COVID-19 vaccines is 
ongoing and the recipient of the EUA Vaccine is being administered an investigational product.18 
Two, because MDHHS equates vaccines that are licensed by FDA to the investigational COVID-19 
vaccines, which are not.  Three, flu, polio, measles, and whooping cough vaccines were never 
authorized for use in the public during the pre-licensure trial phase under an EUA, further making 
the statement false because EUA requires less safety and efficacy data than FDA licensure.  These 
deceptive statements are directly prohibited by the conditions for promoting these products under 21 
U.S.C. 360bbb-3(e)(4) and related federal law and regulations. 

 
4. The Materials falsely claim that the investigational Vaccines will “protect the people 

around you” from COVID-19.  
 

The Materials make the false and misleading claim that “getting vaccinated yourself may 
help protect people around you . . . .” SARS-CoV-2 is the virus that causes the COVID-19 disease. 
The investigational Vaccines are authorized for use to prevent COVID-19 disease, not to prevent the 
transmission of SARS-CoV-2 between individuals. The FDA explicitly states concerning all 
investigational Vaccines that, “data are not available to make a determination about how long the 
vaccine will provide protection, nor is there evidence that the vaccine prevents transmission of 
SARS-CoV-2 from person to person.”19 These deceptive statements are directly prohibited by the 
conditions for promoting these products under 21 U.S.C. 360bbb-3(e)(4) and related federal law and 
regulations. 
  

 
18 See https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-
vaccine (stating that “the FDA also expects manufacturers whose COVID-19 vaccines are authorized under an EUA to 
continue their clinical trials to obtain additional safety and effectiveness information and pursue approval (licensure.)) 
19 See https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-fight-against-covid-19-issuing-
emergency-use-authorization-first-covid-19; https://www.fda.gov/news-events/press-announcements/fda-takes-
additional-action-fight-against-covid-19-issuing-emergency-use-authorization-second-covid; and 
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine. 
Emphasis added.   

https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-fight-against-covid-19-issuing-emergency-use-authorization-first-covid-19
https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-fight-against-covid-19-issuing-emergency-use-authorization-first-covid-19
https://www.fda.gov/news-events/press-announcements/fda-takes-additional-action-fight-against-covid-19-issuing-emergency-use-authorization-second-covid
https://www.fda.gov/news-events/press-announcements/fda-takes-additional-action-fight-against-covid-19-issuing-emergency-use-authorization-second-covid
https://www.fda.gov/news-events/press-announcements/fda-issues-emergency-use-authorization-third-covid-19-vaccine
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5. The Materials falsely claim that the investigational Vaccines are “safe” and 
“effective.” 

 
The Materials unequivocally make the false and misleading claim that the investigational 

Vaccines are “safe” and “effective.”  The pre-licensure trials for these vaccines, to determine if the 
vaccines are safe and effective are currently ongoing.  It is therefore premature and misleading to 
categorize the vaccines as “safe” and “effective” until these ongoing pre-licensure trials have 
concluded.  

 
On the issue of safety, the EUAs authorizing these products do not characterize the vaccines 

as unequivocally “safe.”20 Rather, the EUAs state only that it is “reasonable to conclude” that “the 
known and potential benefits of the [COVID-19 vaccines], outweigh the known and potential risks 
of the vaccine.”21 Furthermore, the Materials make a false and misleading claim regarding the 
efficacy of the investigational Vaccines by stating unequivocally that the Vaccines “will save lives.” 
None of the investigational Vaccines are authorized to prevent mortality.   

 
These deceptive statements are directly prohibited by the conditions for promoting these 

products under 21 U.S.C. 360bbb-3(e)(4) and related federal law and regulations. 
 
G.  Michigan Must Remediate its Materials to Comply with Federal Law  
 

 The examples provided above do not include all Michigan COVID-19 vaccine printed 
matter, advertising, and promotion that violate federal law.  Michigan For Vaccine Choice requests 
that you immediately undertake the following:  

 
1) review all TV, radio, outdoor, digital, social, earned media, and direct 

communications; 
 

2) remove all instances of offending language, graphics, and accompanying “status 
copy” language;  
 

3) clearly and conspicuously state the required FDA disclosures on all descriptive 
printed matter, advertising, and promotional materials relating to any investigational 
COVID-19 vaccine; and  
 

4) issue public retractions of the offending Materials. 
 

Failure to perform any of these requested actions on or before 5 p.m. on Tuesday, March 17, 2021 
may result in appropriate action to force compliance with the applicable federal law. 

 
Sincerely, 

 
 
Allison R. Lucas, Esq. 

 
20 See https://www.fda.gov/media/144636/download; https://www.fda.gov/media/144412/download; and 
https://www.fda.gov/media/146303/download.   
21 Id.  

https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144412/download
https://www.fda.gov/media/146303/download
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cc (via email) 
 

Sen. Mike Shirkey 
Sen. Winnie Brinks (Protect Michigan Commission, member)  
Sen. Curt VanderWall (Protect Michigan Commission, member)  
Sen. Edward McBroom  
Rep. Jason Wentworth 
Rep. Felicia Brabec (Protect Michigan Commission, member)  
Rep. John Roth (Protect Michigan Commission, member)  
Rep. Steve Johnson 
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Email from Elizabeth Sadove 
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Re: Queries on Promotional Materials- COVID-19 Vaccines

Sent: Monday, March 1, 2021 12:14 PM

From: Allison Allison.Lucas@protonmail.com

To: Sadove, Elizabeth Elizabeth.Sadove@fda.hhs.gov

Ms. Sadove:  
Thank you for the response,  I greatly appreciate your time.  
 
Warm Regards, 
Allison Lucas, Esq. 
 
Sent with ProtonMail Secure Email. 
 
‐‐‐‐‐‐‐ Original Message ‐‐‐‐‐‐‐ 
On Monday, March 1, 2021 11:52 AM, Sadove, Elizabeth <Elizabeth.Sadove@fda.hhs.gov> wrote: 
 

No the conditions are not just applicable to the manufacturer of the product.  They are applicable to all
relevant stakeholders identified within the EUA. 

  

From: Allison <Allison.Lucas@protonmail.com>  
Sent: Friday, February 26, 2021 5:30 PM 
To: Falvey, Mary <Mary.Falvey@fda.hhs.gov> 
Subject: [EXTERNAL] Promotional Materials- COVID-19 Vaccines 

  

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

  

Dear Ms. Falvey:  

Your office signed the two EUAs authorizing the use of the Moderna and Pfizer COVID-19 vaccines.  Each of these authorizations restrict promotional materials as indicated below.  Do these

listed restriction on promotional material apply only to the manufactures of the products? 

  

Regarding the Moderna Vaccine

  

Conditions Related to Printed Matter, Advertising, and Promotion 

  

Y. All descriptive printed matter, advertising, and promotional material relating to the use of the Moderna COVID‑19 Vaccine shall be consistent with the authorized labeling, as

well as the terms set forth in this EUA, and meet the requirements set forth in section 502(a) and (n) of the FD&C Act and FDA implementing regulations. 

  

Z. All descriptive printed matter, advertising, and promotional material relating to the use of the Moderna COVID‑19 Vaccine clearly and conspicuously shall state that: 

https://protonmail.com/
mailto:Allison.Lucas@protonmail.com
mailto:Mary.Falvey@fda.hhs.gov
https://www.fda.gov/media/144636/download
todd
Highlight
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·         This product has not been approved or licensed by FDA, but has been authorized for emergency use by FDA, under an EUA to prevent Coronavirus Disease

2019 (COVID-19) for use in individuals 18 years of age and older; and 

  

·         The emergency use of this product is only authorized for the duration of the declaration that circumstances exist justifying the authorization of emergency use of

the medical product under Section 564(b)(1) of the FD&C Act unless the declaration is terminated or authorization revoked sooner. 

Regarding the Pfizer vaccine 

  

Conditions Related to Printed Matter, Advertising, and Promotion 

  

X. All descriptive printed matter, advertising, and promotional material, relating to the use of the Pfizer-BioNTech COVID‑19 Vaccine shall be consistent with the authorized

labeling, as well as the terms set forth in this EUA, and meet the requirements set forth in section 502(a) and (n) of the FD&C Act and FDA implementing regulations. 

  

Y. All descriptive printed matter, advertising, and promotional material relating to the use of the Pfizer-BioNTech COVID‑19 Vaccine clearly and conspicuously shall state that: 

  

·         This product has not been approved or licensed by FDA, but has been authorized for emergency use by FDA, under an EUA to prevent Coronavirus Disease 2019

(COVID-19) for use in individuals 16 years of age and older; and 

  

·          The emergency use of this product is only authorized for the duration of the declaration that circumstances exist justifying the authorization of emergency use of the

medical product under Section 564(b)(1) of the FD&C Act unless the declaration is terminated or authorization revoked sooner. 

  

Warm Regards, 

Allison Lucas, Esq. 

231-798-5884 

  

Sent with ProtonMail Secure Email. 

  

 

https://www.fda.gov/media/144412/download
https://protonmail.com/
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