
CREATING A COVID-19 
VACCINATION POLICY



WHAT IS A VACCINE?

• A vaccine mimics the infectious bacteria or virus 
that causes disease without causing the disease.

• This stimulates the body’s immune system to 
build up defenses.

• After the vaccine, the immune system is prepared 
to respond quickly and forcefully when the body 
encounters the real disease.



THE FDA
• The Food and Drug Administration (FDA) is the 

regulatory authority that has oversight of the 
safety, effectiveness and quality of vaccines.

• The FDA’s Center for Biologics Evaluation and 
Research (CBER) regulates vaccine products. 



LEGAL FRAMEWORK
• Biologics Control Act of 1902

• Public Health Service Act of 1944 (PHS Act)

• Food, Drug, and Cosmetic Act of 1938 (FD&C Act)



VACCINE DEVELOPMENT

• Vaccines generally follow the same clinical 
development and approval process as drugs.

• A new vaccine must first receive licensure (i.e., 
approval) from the FDA.

• Licensure is based on a determination by the FDA 
that the vaccine is safe, pure, and effective.



STEP-BY-STEPPROCESS



CLINICAL TRIALS

• Phase 1—this is the first attempt to assess the 
candidate vaccine in humans involves a small 
group of adults, usually between 20-80 subjects.

• Phase 2—assess safety, immunogenicity, and the 
dosing and may enroll several hundred 
volunteers.

• Phase 3—trials assess effectiveness and continue 
to monitor safety and typically enroll thousands 
to tens of thousands of volunteers.



BIOLOGICS LICENSE APPLICATION

• After a successful Phase III trial, the vaccine 
developer will submit a Biologics License 
Application (BLA) to the FDA. 

• The FDA will inspect the factory where the 
vaccine will be made and approve the labeling of 
the vaccine.

• After licensure, the FDA will continue to monitor 
the production of the vaccine, including 
inspecting facilities and reviewing the 
manufacturer’s tests of lots of vaccines for 
potency, safety and purity.



EMERGENCY USE AUTHO-RIZATION

• EUA is a tool to facilitate the availability and use 
of medical countermeasures, including vaccines, 
during public health emergencies, such as the 
current COVID-19 pandemic.

• EUA is not the same as a BLA. 

• Under the FD&C Act, the FDA may enable access 
to an unapproved vaccine by granting an EUA.



EMERGENCY USE AUTHO-RIZATION

• Prior to 2020, an EUA had never been used for a 
an unapproved (i.e., unlicensed) vaccine.

• In 2005, the FDA issued an EUA for the 
unapproved use of a previously licensed vaccine 
(Anthrax).



EMERGENCY USE AUTHO-RIZATION

• Request for EUA can only be submitted after 
Phase 3 trial.

• The HHS Secretary must find that circumstances 
exist to justify the emergency use and impose 
certain conditions.

• An EUA remains in effect for the duration of the 
emergency declaration made by the HHS 
Secretary under FFDCA Section 564, unless 
revoked at an earlier date.



EMERGENCY USE AUTHO-RIZATION

• The FD&C Act provides that, in setting forth the 
conditions for EUA, the Secretary of HHS will 
“establish such conditions on an authorization 
under this section as the Secretary finds 
necessary or appropriate to protect the public 
health, including . . . the option to accept or 
refuse administration of the product, of the 
consequences, if any, of refusing administration 
of the product, and of the alternatives to the 
product that are available and of their benefits 
and risks.”  21 U.S.C. § 360bbb–3(e)(1)(A)(ii)(III). 



COVID-19 VACCINE



COVID-19 VACCINES
• mRNA Vaccines (Pfizer, Moderna)

• Contain material from the virus that causes 
COVID-19 that gives our cells instructions for how 
to make a harmless protein that is unique to the 
virus. After our cells make copies of the protein, 
they destroy the genetic material from the 
vaccine.



COVID-19 VACCINES

• Viral Vector (Johnson & Johnson, AstraZeneca)

• Contain a weakened version of a live virus—a 
different virus than the one that causes COVID-
19—that has genetic material from the virus that 
causes COVID-19 inserted in it.

• Protein Adjuvant

• Include harmless pieces (proteins) of the virus 
that cause COVID-19 instead of the entire germ. 



FDA ISSUES EUAs

• Pfizer
• EUA issued on Dec. 11, 2020

• BLA application expected “in the first half of 2021”

• Moderna
• EUA issued on Dec. 18, 2020

• BLA application expected “in the first half of 2021”

• Johnson & Johnson
• EUA issued on Feb. 27, 2021



EAU FACTSHEETS

• Pfizer

• Moderna

• Johnson & Johnson



CDC’s VACCINE FAQs



NEW EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE

• On Dec. 16, 2020, the EEOC updated its COVID-19 
guidance to address vaccines.

• Guidance specifically notes that the COVID-19 
vaccine has received EUA only and cites the 
relevant portion of the FD&C Act:

• “Recipients of the vaccine under an EUA are 
informed . . . that they have the option to accept 
or refuse the vaccine.”

• Suggests that EEOC frowns on pre-full-approval 
mandates.



EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE

• EEOC makes clear that administration of an 
approved-vaccine (or requiring that employees 
be vaccinated) is not a “medical exam.”

• It is not “a procedure or test usually given by a 
health care professional or in a medical setting 
that seeks information about an individual’s 
physical or mental impairments or health.”

• However, if a vaccine is required or administered, 
any pre-screening inquiries relating to the 
vaccine must be “job-related and consistent with 
business necessity.”



EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE

• Asking for proof of vaccination is not a “medical 
exam” or “medical inquiry.”

• However, asking why an employee did not 
receive a vaccination could result in such 
information being divulged and therefore, the 
“job-related and consistent with business 
necessity” standard applies to the inquiry.  

• This means that employers must stay focused on 
the need for the vaccine and then ask legitimate 
questions relating to how getting the vaccine 
might impact the employee.



EEOC VACCINE GUIDANCE

• ADA Obligations 
• If a vaccine is required and an employee refuses 

because of a disability, in order to decide if the 
employee can keep working on-site the employer first 
must determine whether the employee poses a “direct 
threat to health or safety” and if so, whether that 
threat can be eliminated or reduced through 
reasonable accommodation.

• “A conclusion that there is a direct threat would 
include a determination that an unvaccinated 
individual will expose others to the virus at the 
worksite.”



EEOC VACCINE GUIDANCE

• ADA Obligations (cont.)
• Employer must then engage in an “interactive process” 

to determine if the threat can be reduced through 
accommodation, such as telework, reassigned duties, 
or additional protective gear.  

• Interactive process should also include obtaining 
medical verification of the employee’s claimed 
disability.

• If accommodation is not possible, the employee may 
be removed from the workplace but the EEOC warns 
that termination does not necessarily ensue (e.g., 
FMLA, ADA leave, etc.)



EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE



CDCGUIDANCE



EEOC VACCINE GUIDANCE

• Title VII Obligations
• If a vaccine is required and an employee objects based 

on a sincerely-held religious belief, or observance, the 
employee must seek to provide reasonable 
accommodation.

• The EEOC reminds us, however, accommodation need 
not be provided if it causes an “undue hardship”, and 
that the courts have ruled that this standard is met 
anytime that there is more than a de minimis (minimal) 
cost or burden to the employer.

• Less onerous than ADA obligation.



EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE



EEOC VACCINE GUIDANCE

• Because a vaccine does not involve the acquisition or use 
of genetic information to make employment decisions, 
EEOC concluded that a vaccine requirement does not 
implicate the Genetic Information Nondiscrimination Act 
(GINA).

• As with the ADA, however, it is necessary to ask 
prescreening health questions in order to administer the 
vaccine, any such questions asking for genetic information 
might be a breach of GINA.

• EEOC responds to questions notes that the CDC has clearly 
explained that the mRNA COVID-19 vaccines do not actually 
interact with a recipient’s DNA and therefore, there would 
be no GINA issue.





VACCINE DATA



VACCINE DATA



MDH VACCINE ROLLOUT

• Phase 1a—This phase includes health care 
personnel and long-term care residents.

• Phase 1b—Divided into three “tiers” and includes 
school, agriculture, and childcare workers.

• Phase 1c—Includes workers in “essential” 
industries. 

• Phase 2—General public.



PHASE 1B –TIER 1 & 2



PHASE 1B –TIER 3 & 4



PHASE 1C



PHASE 1C & PHASE 2



ACCESS



EMPLOYER VACCINATION POLICIES



STEP 1:EDUCATE & ENGAGE

• Prepare employees for your organization’s 
policies relating to the COVID-19 vaccine.

• Begin a process of educating and engaging 
employees about the vaccine, its efficacy, and 
safety.

• CDC has a “toolkit” for employers.



CDC RESOURCES



• CDC’s provides:
• Sample letter to employees.

• Sample newsletter content.

• “Myths & Facts” regarding COVID-19 vaccine.

• V-Safe Program

CDC RESOURCES



VACCINE PLANNING
• Survey your workforce about the vaccine.

• How many are going to voluntarily receive the 
vaccine?

• How many would like more information 
regarding the vaccine.

• Educate, educate, educate.



• Send out an FAQ on the COVID-19 vaccine.
• See “CDC Toolkit”

• Offer training about the vaccine, de-myth the 
issue.

• See CDC “Myths and Facts”

VACCINE PLANNING



• Survey after the training and FAQs to see if you 
have the figures have changed.

• In our experience:
• 50-60% before training

• 70-80% after training.

• In our experience with other vaccines, over 90% 
is generally very difficult without mandating.

VACCINE PLANNING



STEP 2:  POLICYCONSIDER-ATIONS

• Mandatory vs. Non-Mandatory

• Scope 

• Accommodations

• Pay and Reimbursement

• Labor Unions

• Workers’ Comp

• Vaccine Incentives



FOR ADOPTION OF A MANDATORY VACCINATION 
POLICY

• Before enforcing a mandatory vaccination policy, 
an employer will likely need to await two 
conditions:

• (1) Full FDA approval/licensure; and

• (2) Sufficient COVID-19 vaccine available for the 
employee to receive the vaccine.

STEP 2:  POLICYCONSIDER-ATIONS



• Condition enforcement on “availability of the 
vaccine.”

• Medical Accommodation Process
• Application (verified by employee)

• Medical Exemption Form (completed by medical 
provider)

• Include GINA safe-harbor

MANDATORY VACCINATIONPOLICIES



• Religious Accommodation Process
• Application (verified by employee)

• Explanation of religious beliefs and how they conflict 
with receiving the COVID-19 vaccine

• Ask about other vaccinations

MANDATORY VACCINATIONPOLICIES



• Scope
• Consider exemption for permanent telecommuting 

employees.

• Pay
• Time is likely compensable (since vaccination is a 

condition of employment).

MANDATORY VACCINATIONPOLICIES



• Cost
• Reimbursement may be required under Minn. Stat. §

181.61.

• Although not clear that receiving a vaccination is a 
“medical examination.”

MANDATORY VACCINATIONPOLICIES



• Labor Unions
• Mandatory subject of bargaining.

• If not prohibited by the CBA, employer can implement 
after providing the union with (1) notice and (2) 
opportunity to bargain.

MANDATORY VACCINATIONPOLICIES



• Workers Comp
• If an employer mandates that its employees receive 

the COVID-19 vaccine as a condition of continued 
employment, it is likely to be considered a 
compensable injury if the employee suffers a severe 
reaction.

• See also Minn. Stat. § 176.011, subd. 16. 

MANDATORY VACCINATIONPOLICIES



WORKERS COMPSTATUTE



• Strongly encourage employees to receive the 
vaccine

• No Accommodation Process Needed
• See Horvath v. City of Leander, No. 18-51011 (5th Cir. 

Jan. 9, 2020)

• Consider having employee’s complete “declination” 
form and/or requiring additional steps, such as 
continuing to mask

NON-MANDATORY VACCINATIONPOLICIES



• Pay
• Time is likely not compensable (since vaccination is 

not a condition of employment).

• However, if vaccinated during workday, continuous 
workday rule would likely apply.

NON-MANDATORY VACCINATIONPOLICIES



• Cost
• Reimbursement likely not required.

• Labor Unions
• Same as Mandatory Policies.

NON-MANDATORY VACCINATIONPOLICIES



• Workers Comp
• Unclear, but factors include:

• (1) Whether the vaccination directly or indirectly benefited the 
employer;

• (2) Whether the offering of the vaccine was within the terms, 
conditions, or customs of the employment;

• (3) Whether the vaccination event was employer-sponsored;

NON-MANDATORY VACCINATIONPOLICIES



• Workers Comp
• Unclear, but factors include: (cont.)

• (4) Whether the offering of the vaccine was unreasonably 
reckless or created excessive risk; and,

• (5) Whether the offering of the vaccine occurred on the 
premises of the employer. 

NON-MANDATORY VACCINATIONPOLICIES



• Incentive Programs
• Currently, no clear guidance.

• ADA and GINA Wellness Rules

• “Voluntariness” requirement and proposed de minimis 
standard (“water bottle” rule)

• Proposed rule withdrawn by Biden administration

OTHER CONSIDE-RATIONS



• Incentive Programs (cont.)
• ADA and Title VII

• Alternative means for receiving the incentive for medical 
contraindications and religious beliefs.

• But analogize incentive to FMLA bonus rules.

OTHER CONSIDE-RATIONS



• Customer/Worksite Vaccination
• Certain jobsites and/or customers require that all 

individuals performing work at the jobsite receive a 
COVID-19 vaccine as a condition of being allowed to 
work on the project.

• If the employee refuses to be assigned to the customer 
requiring receipt of the COVID-19 vaccine or refuses to 
provide documented proof of having received the 
COVID-19 vaccine, regardless of reason, every effort 
will be made to look for an alternative position.

OTHER CONSIDE-RATIONS



• Mandatory Covid-19 Immunization Policy
• Available upon request

• Non-Mandatory Covid-19 Immunization Policy
• Includes “Customer/Worksite Vaccination”

• Available upon request

SAMPLE POLICIES



CDC FAQS



CDC FAQS



POST-VACCINATION



POST-VACCINATION



POST-VACCINATION



SUMMARY FAQS
• “Can our organization mandate that employees 

receive the COVID-19 vaccine?”



SUMMARY FAQS
• “Can we mandate the vaccine for only certain 

employees?”



SUMMARY FAQS
• “What, if anything, can we do if we know an 

employee is being careless outside of work?”



SUMMARY FAQS
• “Do we have to allow employees to travel outside 

of the state or country? If so, can we require they 
be tested before they return to work?”



SUMMARY FAQS
• “Can we ask an employee to provide 

documentation of their spouse’s COVID-19 test 
results?”



SUMMARY FAQS
• “Does the self-disclosure of – or requesting 

documentation for – COVID-19 vaccination fall 
under HIPAA?”



SUMMARY FAQS
• “Can you offer employees incentives to get the 

COVID-19 vaccine?”



Q&A Thank you!


