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We Must Remember
This situation is unprecedented. We have never
before been faced with a novel pandemic and also
developed new vaccines, using new technologies,
during the course of the pandemic.
! The leading case on point, shaping the legal landscape, is

Jacobson v. Massachusetts, 197 U.S. 11 (1905).

Can you mandate?
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" Short

Answer: YES*

¤ *with

certain limitations and subject to certain
requirements

" Longer

Short Answer: Yes, employers can require
most employees who will be in the workplace to
prove that they are vaccinated. However,
employers must provide exemptions to certain
employees.
" The better question: “How do we mandate
vaccinations?”

National and Local Trends
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"

Huge shift over the past month from encouraging vaccines
to mandating vaccines.
MIT, Mass General Brigham, Google and Facebook
¤ Department of Veterans Affairs, NYC
¤

"

Variations in HOW policies are implemented:
¤

"

Immediate requirement versus requirement at a future date

Delta variant and consequences of opening up across the
nation is driving the shift.
Businesses and institutions have concerns about reputation –
nobody wants to be on the front page for an outbreak
¤ Liability concerns
¤
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What about the EUA status of the
vaccines?
All approved vaccines in the US approved by FDA via
Emergency Use Authorization (EUA).
" EUA approval requires FDA to impose appropriate
conditions.
" FDA mandating COVID vaccine recipients be given a fact
sheet.
" DOJ issued a legal opinion on July 26: EAU status does
not prevent employers from mandating vaccination.
" This does not mean that employers are free to act without
restrictions – must still follow federal, state, and local laws
that may impact their policies.
"

Legal Considerations
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" At-will

vs. Unionized Workforces

" OSHA
¤ Healthcare

employers are expected to perform risk
assessments and must comply with the “general duty”
clause.
¤ June emergency temporary standard (ETS) requires
covered healthcare employers to implement plans to
“identify and control COVID-19 hazards in the
workplace.”
¤ Full discussion of the ETS is beyond the scope of this
webinar.

Legal Considerations

Continued
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"

EEOC
¤ “Federal EEO laws do not prevent an employer from requiring all employees
physically entering the workplace to be vaccinated for COVID-19, so long as
employers comply with the reasonable accommodation provisions of the ADA and
Title VII of the Civil Rights Act of 1964 and other EEO considerations.”
¤ Employers may mandate vaccines for employees in the workplace,

but they must consider certain factors:

Mandate must be applied equally to all employees
# Employers should avoid policies that have a disparate impact
# Employers must provide reasonable accommodations based on disability or religious
belief.
#

#

¤

Employers are advised to include pregnancy as well.

Employers must maintain confidentiality of vaccination records
pursuant to the ADA and must store such records separate from
personnel records.

Legal Considerations

Continued
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"

Exemptions
Employers must provide two types of accommodation for employees who cannot
receive a vaccine due to (1) disability and (2) religious beliefs.
¤ Disability Exemption Standard:
#
#
#
#
#
#

¤

Some employees cannot get vaccinated due to health concerns
Employers may require employees with disabilities to meet general qualification standards
Two step inquiry
Employers must consider the current situation
Reasonable accommodations
When implementing a mandate, employers should make clear that they will consider
reasonable accommodations

Handling Requests & Documentation:
Employee provided with clear guidance
# Employers must engage in flexible, interactive process to identify accommodations
# Employee is responsible for requesting an accommodation and providing required
documentation
# Employers must consider each employee on an individual basis
#

Legal Considerations

Continued
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" Exemptions
Employers must provide two types of accommodation for employees who
cannot receive a vaccine due to (1) disability and (2) religious beliefs.
¤ Religious
#
#
#

#

Exemption Standard:

Title VII protects employees’ sincerely held religious beliefs
Analysis is more difficult than for disabilities
Worrying about vaccines or doubting the science is not sufficient – but there
is no clear line or standard, and employers cannot simply look to the
“official” doctrine of a given faith
EEOC recommends that employers focus on the employee’s motivation rather
than the nature of the activity itself (i.e. vaccination)

Practical and Logistical Concerns
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"

Practical and logistical concerns:
¤

¤
¤

"

"
"

Employees may still face structural and practical barriers (e.g. some
employees may not feel they can risk missing shifts if they experience side
effects)
Vaccine hesitancy
It takes time to become fully vaccinated: 5-6 weeks at best for mRNA
vaccines

Implementation of a vaccine mandate requires both clear
communication of the policy and careful structuring of the
timeframe for compliance.
Outreach and education are key!
Healthcare employers are differently situated because they are
also vaccine providers.
¤

If providing vaccines, need to consider HIPAA concerns (discussed later).

Policies
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"
"

Policies will not look the same across employers: there is no onesize-fits-all approach.
Employers should be flexible – things change quickly!
#
#

EX: Delta variant
EX: Changes in government policy re. masks, etc.

Employers should make clear that the policy may change.
" Need to be explicit when designing policy
¤ If mandating: WHEN, WHO, WHY, HOW?
¤

#
#

WHEN: Need to be clear on deadlines and allow employees time to
obtain the vaccine and become fully vaccinated.
WHO: Will all employees be covered? Only patient-facing employees?
#

#

What about internal interactions ?

WHY: Related to WHO, employers need to be clear on the rationale for
the mandate and have reasonable explanations for their decisions.

Policies

Continued
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#

HOW: If implementing a mandate, clear on how vaccination status
will be monitored, how the records will be stored, the process for
seeking exemptions, and the enforcement mechanisms.
#
#
#

#

If employees do not comply, need to be clear on the result: Will
exclusion from the workplace result in termination? Unpaid leave?
What requirements will be imposed on those who cannot be vaccinated?
How will policy be communicated to stakeholders?
# Patients who ask about provider status?
# Employees concerned about colleagues’ status?
Alternatives to mandate – testing, PPE, etc.

CHC Board Responsibilities
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Q: Do CHCs need to obtain Board-approval to include a COVID vaccine mandate as a
work requirement? For example, if personnel policies denote that the CHC requires certain
conditions of employment (e.g. flu vaccinations; with accommodations for Americans with
Disabilities Act (ADA)) of all employees to protect their workforce and patients, does that
suffice?”

"

"

Short Answer: Board approval is required – existing blanket
language does not suffice, especially under the current EUA
status.
The CHC governing board is generally responsible for
establishing and/or approving policies that govern operations.
See HRSA Health Center Compliance Manuel – Chapter 19
Board Authority:
https://bphc.hrsa.gov/programrequirements/compliancemanu
al/chapter-19.html.

CHC Board Responsibilities
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1. Overall Duty: CHC governing board must:
¤
¤
¤

assure that the center is operated in compliance with applicable Federal, State,
and local laws and regulations.
have authority for establishing or adopting policies for the conduct of the
…Program project and for updating these policies when needed.
have authority for establishing and maintaining general personnel policies,
including those addressing … dismissal procedures; and for adopting health
care policies.

2. CHC Compliance in this area is demonstrated by fulfilling the following
requirements:
¤

Governance documents and policies must outline the following required
authorities and responsibilities of the governing board:
Establishing or adopting policy related to the operations
# Assuring [operation] in compliance with applicable Federal, State, and local laws and
regulations
#

¤

That the Board has adopted … as needed, approved updates to…. personnel
policies.”

CHC Board Responsibilities
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"
"

"

"

"

Board is obligated to routinely review, approve and refresh policies
in accordance with the governing documents.
Board must be sensitive to ensuring that it does not approve actions
that are inconsistent with or which violate HRSA rules as that would
jeopardize funding.
While the EUA in effect, CHC should obtain prior board approval
before enacting a mandatory vaccine policy, ensuring the policy
checks all legal boxes for implementation.
Board executive committee may take “actions on behalf of the
board in emergencies, on which the full board will subsequently
vote.”
If/once vaccine is no longer experimental, the mandate should be
added to the list of required vaccines in the CHC's personnel policies
and adopted in the ordinary course.
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HIPAA & CHC Employee Vaccinations

What is a HIPAA-Covered Transaction?
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HIPAA applies to health care providers who “transmit any health
information in electronic form in connection with a transaction.”1
" Transactions are “the transmission of information between two
parties to carry out financial or administrative activities related to
health care.”2
" Covered transactions include, but are not limited to:
"

¤
¤
¤
¤
¤
1

Health care claims or equivalent encounter information.
Health care payment and remittance advice.
Health care claim status.
Health claims attachments.
Health care electronic funds transfers (EFT) and remittance advice.3

OCR, Covered Entities and Business Associates, HHS.GOV, https://www.hhs.gov/hipaa/for-professionals/coveredentities/index.html (last visited July 23, 2021).
2
45 C.F.R. 160.103
3
Id.

The HIPAA Analysis With Respect to CHC-Administered
Employee COVID-19 Vaccinations Depends on 2 Inquiries:
19

1. Whether Insurance is Billed
Since covered transactions include claims submitted by health
care providers to health plans (government and commercial
insurance), the HIPAA analysis for CHCs vaccinating their
employees depends primarily on where the claim is billed.

2. Patient Status/EMR Record
The analysis is also impacted as a practical matter by
whether the CHC employee is a patient and the vaccination
record is maintained in the EMR.

1. What is the HIPAA analysis with respect to billing
for an CHC employee’s COVID-19 vaccine?
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"

Insured employees
¤

HIPAA applies
The claim submitted by the CHC to the insured employee’s health plan is a covered
transaction.

"

Underinsured employees
¤

HIPAA applies
CHCs seeking partial reimbursement from the HRSA Coverage Assistance Program
(CAP) must first submit claims to employee’s health plan, which will either fully or
partially deny the claim.
# The claim first submitted by the CHC to the health plan is a covered transaction.4
#

"

Uninsured employees
¤

HIPAA does not apply
Claims billed to the HRSA Uninsured Program to CHCs are not covered transactions.
# Per HRSA, HRSA Uninsured Program is a claims reimbursement program, not a health
plan.5
#

4
5

No federal HIPAA guidance identified for HRSA CAP.
HRSA, FAQs for COVID-19 Claims Reimbursement to Health Care Providers and Facilities for Testing, Treatment and Vaccine
Administration, HRSA.GOV, https://www.hrsa.gov/coviduninsuredclaim/frequently-asked-questions (last visited July 23, 2021).

2. What additional considerations apply to
employees who are CHC patients?
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" When

CHCs vaccinate uninsured patients, though the
associated claims submitted to the HRSA Uninsured
Program are not covered by HIPAA, such vaccination
records would for all intents and purposes be treated
as protected under HIPAA because they are integrated
into the employee’s EMR.

" CHCs

may wish to segregate HR vaccination records
and claims records of uninsured employees who are not
patients from records of uninsured employee patients to
separately track those uninsured records that are
exempt from HIPAA coverage.

Summary/Implications for CHCs
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Already Vaccinated Employees
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" CHCs

requesting proof of employee vaccination
should be aware of HIPAA’s applicability to their
request.

HHS FAQ re HIPAA & Already Vaccinated
Employees
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Q: If my employer requires proof of my COVID-19 vaccination status, does that
violate my rights under HIPAA?6

“In general, the HIPAA Rules do not apply to employers or employment
records. HIPAA only applies to HIPAA covered entities – health care
providers, health plans, and health care clearinghouses – and, to some
extent, to their business associates. If an employer asks an employee to
provide proof that they have been vaccinated, that is not a HIPAA
violation, and employees may decide whether to provide that
information to their employer.”
$ If an employee is vaccinated by their own health care provider outside
of the employer’s vaccination program, it is a HIPAA violation for the
vaccinating provider to disclose that information to the requesting
employers without first getting authorization from the employee.
$

6

Assistant Sec. for Pub. Affs., HHS Frequently Asked Questions, HHS.GOV, https://www.hhs.gov/answers/if-my-employer-requiresproof-of-my-covid-19-vaccination-status/index.html (last visited July 28, 2021).

Final Summary
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Employers need a clear plan, documented, and need to
communicate the WHAT and the WHY and the HOW to
employees.
$ Employers will face concerns, some legitimate and some not, and
need to be prepared to have difficult conversations with
employees.
$ Employers should link vaccine mandates to their missions:
employees need to be vaccinated to provide the highest standard
of care to patients, and to ensure that the organization can
function regardless of what happens next.
$ Every organization—and every employee—is different. General
principles apply across employers, but this situation cannot be
handled with a one size fits all approach.
$
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Questions?
We will leave time for Q & A at the end of the webinar. You can submit
questions throughout the webinar one of two ways -- by either opening the
Q & A window and submitting a question, or by sending a question to panelists
using the ‘Chat’ function. Both of these options are available at the bottom of
your screen.

Disclaimer: The materials in this presentation are for informational purposes only and not for the purpose of providing
legal advice. Please address any questions regarding particular facts or circumstances to counsel.
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