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Omnibus COVID-19 Health Care Staff Vaccination Interim Final Rule 

 

Summary 

 

On November 4, 2021, the Centers for Medicare & Medicaid Services (“CMS”) released its long-

awaited COVID-19 Health Care Staff Vaccination Interim Final Rule (the “IFR”). The rulemaking 

is scheduled to be published in the Federal Register on November 5, 2021 and comments are due 

on January 4, 2022. In general, the IFR establishes a COVID-19 vaccination mandate for staff at 

certain Medicare and Medicaid certified providers and suppliers, subject to limited exemptions for 

medical and religious reasons.  The IFR interprets the term “staff” broadly to generally encompass 

anyone who interacts with other staff, patients, residents, or clients in any patient care location. 

There is also no testing alternative, i.e., staff are not allowed to choose to submit to frequent 

COVID-19 testing rather than become fully vaccinated. Under the IFR, all staff who are subject to 

the vaccination mandate must have received, at a minimum, the first dose of the primary series or 

a single dose COVID-19 vaccine, or requested and/or been granted an exemption or 

accommodation. The IFR was released concomitantly with an Occupational Safety and Health 

Administration (“OSHA”) Emergency Temporary Standard (“ETS”) aimed at encouraging 

vaccination of the employees of large employers. 

 

CMS’s Rationale for the Regulation 

 

With respect to the need for the mandate, the IFR cites a wide range of studies and statistics, which 

respectively demonstrate the adverse acute and population health burdens of COVID-19, the 

limitations of infection prevention and control practices (such as personal protective equipment), 

and the effectiveness of currently approved or authorized vaccines on preventing infection, 

morbidity, and mortality.  The IFR also cites evidence suggesting that failure to fully vaccinate 

health care staff can discourage individuals who need medical care from seeking such care, and 

pose staffing shortage risks due to medically necessary absences. 

 

Given low vaccination rates among health care staff, CMS thus states in the IFR that it is 

“compelled to require staff vaccinations for COVID-19 in these settings.”  This urgency is also 

cited as the basis for foregoing normal rulemaking procedures under the Administrative Procedure 

Act (“APA”), which would generally require an agency such as CMS to publish a proposed rule 

with a comment period in advance of any effective policy.  CMS acknowledges that, until now, it 

has not mandated any health care staff vaccinations, but notes that vaccination mandates for 

employees of Medicare and Medicaid certified providers and suppliers are not uncommon, e.g., 

such employees are often required to be vaccinated for Influenza or Hepatitis B pursuant to existing 

employer and state vaccination mandate.   

 

Effective Date 

 

The IFR’s requirements will be implemented in two phases.  Phase 1 begins 30 days after the 

publication of the IFR in the Federal Register (December 5, 2021).  As of Phase 1, all staff who 

are subject to the vaccination mandate must have received, at a minimum, the first dose of the 

primary series or a single dose COVID-19 vaccine, or requested and/or been granted an exemption 
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or accommodation.  Any staff who does not satisfy this requirement by the beginning of Phase 1 

may not provide care, treatment, or other services for the provider or supplier in question and/or 

its patients.  Further, by the beginning of Phase 1, each provider or supplier that is subject to the 

IFR must have enacted policies and procedures for (i) effectuating the vaccination of all eligible 

staff; (ii) reviewing and granting staff requests for exemptions or accommodations; and (iii) 

tracking and documenting staff vaccinations.   

 

Phase 2 begins 60 days after the publication of the IFR in the Federal Register (January 4, 2021).  

As of Phase 2, all staff who are subject to the vaccination mandate must be “fully vaccinated” 

against COVID-19.  As explained in greater detail below, the IFR generally does not consider an 

individual to be “fully vaccinated” until two weeks after he or she receives the final dose of a 

primary series or a single dose COVID-19 vaccine.  An exception for this general rule exists with 

respect to the beginning of Phase 2, however:  An individual will be considered “fully vaccinated” 

so long as he or she receives the final dose of a primary series of a single dose COVID-19 vaccine 

before the beginning of Phase 2 (i.e., staff who are subject to the vaccination mandate can, for 

example, receive their last shot on January 3, 2021). 

 

Of note, the IFR differs from previous COVID-19 rulemakings in that it is not associated with or 

tied to a particular Public Health Emergency declaration, nor does it contain a sunset clause. 

 

Medicare and Medicaid Certified Providers and Suppliers Subject to the IFR 

 

CMS is implementing the IFR’s requirements through amendments to its Conditions of 

Participation, which set forth the health and safety standards for a broad range of Medicare and 

Medicaid providers and suppliers.  As a result, the IFR has a broad impact, which covers a wide 

variety of providers and suppliers including, but not limited to: 

 

• Ambulatory surgical centers 

• Hospices 

• Psychiatric residential treatment facilities (“PRTFs”) 

• Programs for all-inclusive care for the elderly 

• Hospitals 

• Long-term care facilities (including skilled nursing facilities and nursing homes) 

• Intermediate-care facilities for individuals with intellectual disabilities 

• Home health agencies 

• Comprehensive outpatient rehabilitation facilities 

• Critical access hospitals 

• Clinics, rehabilitation agencies, and public health agencies as providers of outpatient 

physical therapy and speech-language pathology services 

• Community mental health centers 

• Home infusion therapy (“HIT”) suppliers 

• Rural health clinics (“RHCs”) / Federally qualified health centers (“FQHCs”) 

• End-stage renal disease facilities 
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Of note, the IFR does not apply to providers and suppliers that are not directly regulated by CMS, 

e.g., physician offices, portable x-ray suppliers, and organ procurement organizations.  To be 

certain, however, any provider or supplier that is not subject to the IFR could potentially be subject 

to another federal or state COVID-19 vaccination mandate (such as OSHA regulations for large 

employers or the Safer Federal Workforce Task Force guidance for federal contractors). 

 

Staff Subject to Vaccination Mandate 

 

Notably, the vaccination mandate is not limited to employees of the provider/supplier, nor is it 

limited to individuals within the four walls of a healthcare facility. The vaccination mandate 

broadly applies to all staff of Medicare and Medicaid providers and suppliers that provide any 

care, treatment, or other services in any patient care location, or otherwise interact (regardless of 

frequency) with any other staff, patients, residents, clients, or PACE program participants in any 

location, beyond those that physically enter facilities or other sites of patient care.  It is equally 

applicable to existing and new staff.  At a minimum, the vaccination mandate thus applies to the 

following categories of staff: 

 

• All employees of the provider or supplier 

• Licensed practitioners 

• Students 

• Trainees 

• Volunteers 

• Other individuals who provide care, treatment, or other services for the provider or 

supplier and/or its patients under contract or other arrangement. 

 

Certain exceptions do apply.  In particular, individuals who provide services on a 100% remote 

basis are not required to become vaccinated because they do not interact with other staff, patients, 

residents, clients, or PACE program participants in any location.  Similarly, vaccination is not 

mandated for “one off” vendors, volunteers, or professionals who provide infrequent, non-health 

care services, e.g., an elevator inspector, or for individuals who provide services exclusively at an 

off-site location where no patient care is rendered, e.g., an accountant who works at an office. 

 

Providers and suppliers are not required to extend their vaccination mandates to staff who are not 

subject to the IFR; however, they may choose to do so.  

 

Definition of Fully Vaccinated 

 

In accordance with current CDC guidance, an individual who is subject to the IFR is considered 

“fully vaccinated” for  COVID-19 two weeks after he or she has received either a single-dose 

vaccine (Janssen/Johnson & Johnson) or the second dose of a two-dose primary vaccination series 

(Pfizer-BioNTech/Comirnaty or Moderna).  The IFR also accepts COVID-19 vaccines that are 

listed for emergency use by the World Health Organization (“WHO”) and some vaccines used in 

COVID-19 clinical trials conducted in the United States.  In addition, an individual who receives 

a heterologous primary series (with any combination of FDA-authorized, FDA-approved, or WHO 

emergency-listed products) can be considered fully vaccinated if the second dose in a two-dose 
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heterologous series was received no earlier than 17 days (21 days with a four-day grace period) 

after the first dose.  The IFR allows that the administration of a dose may occur inside or outside 

the United States.  Further, for individuals who already meet the definition of “fully vaccinated,” 

booster shots are not required at this time. 

 

Exceptions and Accommodations 

 

Even with the issuance of the IFR, existing anti-discrimination and civil rights laws continue to 

apply to Medicare and Medicaid providers and suppliers.  Accordingly, to the extent required by 

federal or state law, such providers and suppliers may be required to grant appropriate 

accommodations where an individual requests that he or she receive an exemption from the 

vaccination mandate due to a disability, medical condition, or sincerely held religious belief, 

practice, or observance.  Providers and suppliers must have enacted policies and procedures related 

to the review of staff requests for accommodations by the beginning of Phase 1. 

 

The IFR sets forth certain documentation that providers and suppliers may request or seek in 

connection with the review of a request for an accommodation.  In particular, with respect to a 

request that is based on a medical condition, a provider or supplier must receive a signed and dated 

record that specifies which of the authorized COVID-19 vaccines are clinically contraindicated for 

the individual in question, and the recognized clinical reasons for the contraindications.  Such 

record should include a statement by the authenticating practitioner which recommends that the 

individual be exempted from the vaccination mandate.  With respect to requests based on other 

rationale, including individuals who claim that they cannot be vaccinated due to a disability or 

sincerely held religious belief, practice, or observance, CMS recommends that providers and 

suppliers consult relevant guidance issued by the Equal Employment Opportunity Commission. 

 

In granting any exemptions or accommodations, and in keeping with their obligations to protect 

the health and safety of patients, providers or suppliers must ensure that they minimize the risk of 

transmission of COVID-19 to at-risk individuals. Of note, an individual is not eligible to apply for 

or obtain an exemption on the basis that he or she has already been infected with COVID-19. 

 

Documentation of Staff Vaccinations 

 

By the beginning of Phase 1, Medicare and Medicaid providers and suppliers must have enacted 

policies and procedures for the tracking and documenting of staff vaccinations (including 

documentation related to requests for accommodations).  Examples of acceptable proof of 

vaccination include: CDC COVID-19 vaccination record card (or a legible photo of the card); 

documentation of vaccination from a health care provider or electronic health record; or state 

immunization information system record.  Providers and suppliers must also track and document 

the status of staff members for whom there is a temporary delay in vaccination, e.g., due to recent 

receipt of monoclonal antibodies or convalescent plasma.  All such documentation related to 

vaccination status must be treated as confidential and stored securely and separately from an 

employer’s personnel files, pursuant to the ADA and the Rehabilitation Act. 
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Enforcement 

 

CMS will enforce the IFR in accordance with its existing Conditions of Participation enforcement 

policies, which rely primarily on the issuance of interpretive guidelines, survey protocols, and 

surveys of providers and suppliers by state survey agencies.  Surveyors will cite providers and 

suppliers based on the level or severity of a particular compliance issues.  While there is no 

regulatory guarantee at this time, CMS claims that it will afford any provider or supplier that is 

cited for non-compliance the opportunity to return to compliance before any penalty is levied 

against it.  Providers or suppliers that do not return to compliance may be subject to civil monetary 

penalties, denial of payment by CMS for covered services, and/or (as a final measure) termination 

from participation in Medicare or Medicaid.   

 

Infection Prevention and Control 

 

While all health care facilities should be following recommended infection control and prevention 

measures as recommended by CDC as part of their provision of safe health care services, not all 

of the providers and suppliers that are subject to the IFR have specific infection control and 

prevention regulations in place.  In particular, there are no infection prevention and control 

requirements for PRTFs, RHCs/FQHCs, and HIT suppliers.  The IFR thus requires that PRTFs, 

RHCs/FQHCs, and HIT suppliers develop a process for ensuring that they follow nationally 

recognized infection prevention and control guidelines, which are intended to mitigate the 

transmission and spread of COVID-19.  This process must include the implementation of 

additional precautions for all staff who are not fully vaccinated. 

 

Interaction with Other Federal and State Requirements 

 

Consistent with the Supremacy Clause of the United States Constitution, the IFR preempts, i.e., 

overrules, any inconsistent state or local law or executive or court order as applied to Medicare 

and Medicaid providers and suppliers.   

 

A provider or supplier may, however, be covered by both the IFR and another federal law, 

regulation, or guidance, including, but not limited, to the recently released OSHA Emergency 

Temporary Standard relating to COVID-19 safety, which generally applies to all employers of 

100+ employees.  CMS notes in the IFR, “Although the requirements and purpose of each 

regulation text are different, they are complementary.” 


