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42 CFR §491.12
EMERGENCY PREPAREDNESS AS A CONDITION OF CERTIFICATION

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-491/subpart-A/section-491.12

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-491/subpart-A/section-491.12
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§ 491.12 Emergency preparedness.
The Rural Health Clinic/Federally Qualified Health Center (RHC/FQHC) must comply with all applicable 
Federal,
State, and local emergency preparedness requirements. The RHC/FQHC must establish and maintain an 
emergency
preparedness program that meets the requirements of this section. The emergency preparedness program 
must
include, but not be limited to, the following elements:
This content is from the eCFR and is authoritative but unofficial.
(a) Emergency plan. The RHC or FQHC must develop and maintain an emergency preparedness plan that
must be reviewed and updated at least every 2 years. The plan must do all of the following:
(1) Be based on and include a documented, facility-based and community-based risk assessment,
utilizing an all-hazards approach.
(2) Include strategies for addressing emergency events identified by the risk assessment.
(3) Address patient population, including, but not limited to, the type of services the RHC/FQHC has the
ability to provide in an emergency; and continuity of operations, including delegations of authority
and succession plans.
(4) Include a process for cooperation and collaboration with local, tribal, regional, State, and Federal
emergency preparedness officials' efforts to maintain an integrated response during a disaster or
emergency situation.



What if my RHC is Provider-Based?
▪Your RHC must fulfil all of the EPP requirements independently from your parent 
organization.

▪The RHC EPP may be integrated with the organization’s master plan; BUT, the hospital’s
plan and the RHC plan are not the same. The RHC must have all components required in 
42 CFR 491.12.  

▪The RHC’s risk assessment and activation plans will be different from those of the hospital 
or other subcomponents of the parent organization.  This will change based on location, 
physical plant and other risks unique to each setting. 

▪The hospital requirements are not the same as the RHC requirements in Appendix Z.

▪If someone from your clinic participates in a hospital emergency preparedness training or 
testing activity, then that information then needs to be disseminated to all of the clinic 
staff in order to count.



Risk Assessments

Community-Based

Facility-Based
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Your EPP Begins with Risk Assessment
• Your Emergency Preparedness Program begins with a risk assessment process using an all-

hazards approach. 

• Without identifying the risks—potential threats and probable emergency events—you 
cannot create policies and procedures which guide your emergency response to those 
risks.

• The risk assessment process must be unique to your facility type (Rural Health Clinic), your 
geography and other characteristics which apply to your RHC. 

• The Emergency Preparedness Program must be reviewed every 2 years which means the 
assessments are also updated biennially.

• All healthcare facilities are required to include  Emerging Infectious Disease in their risk 
assessments.  



Oregon Hazards

https://www.oregon.gov/oem/hazardsprep/Pages/Hazards-in-
Oregon.aspx
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https://www.oregon.gov/oem/hazardsprep/Pages/Hazards-in-Oregon.aspx


If you don’t know 
where to start at 
all, begin with a 
brainstorming  
session to help 
identify possible 
threats. 

Then, build your 
risk assessment 
from the 
potential hazards 
identified in the 
brainstorming 
session.



https://www.calhospitalprepare.org/post/updated-hva-tool-kaiser-permanente

The Kaiser 
Permanente 
Tool includes 
over 60 types of 
events.  

Source: Kaiser 
Permanente

https://www.calhospitalprepare.org/post/updated-hva-tool-kaiser-permanente


Example of a 
simple Points-
based Risk 
Assessment Tool.
Include all types 
of hazards.

Remember that 
you will need 
two risk 
assessments-one 
for your RHC and 
one for your 
community.



Policies 
& 
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EPP Policy and Procedure Basics
▪ You must have written polices and procedures which have been developed 
from your risk assessment and planning processes. Include all required 
elements.

▪You will need some policies on how the EPP will be developed and reviewed. 

▪These policies may be separate or part of your EPP Plan Document.

▪Remember that the plan document becomes the go-to resource for your RHC 
whenever an emergency response or an activation of your plan is required.

▪The EPP Plan should be easy to find and easy to read.  Your staff should be able 
to easily understand what they should do and who they should call. 

▪Avoid overly-detailed, wordy documents.  You are creating a guidebook, a set of 
instructions to be used in an emergency situation.



(b) Policies and procedures. 

The RHC or FQHC must develop and implement emergency preparedness policies and procedures, 
based on the emergency plan set forth in paragraph (a) of this section, risk assessment at paragraph 
(a)(1) of this section, and the communication plan at paragraph (c) of this section. 

The policies and procedures must be reviewed and updated at least every 2 years. At a minimum, the 
policies and procedures must address the following: 

(1) Safe evacuation from the RHC/FQHC, which includes appropriate placement of exit signs; staff 
responsibilities and needs of the patients.
(2) A means to shelter in place for patients, staff, and volunteers who remain in the facility. 
(3) A system of medical documentation that preserves patient information, protects confidentiality of 
patient information, and secures and maintains the availability of records. 
(4) The use of volunteers in an emergency or other emergency staffing strategies, including the 
process and role for integration of State and Federally designated health care professionals to 
address surge needs during an emergency.



Communication 
Plan
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(c) Communication plan. 
The RHC or FQHC must develop and maintain an emergency 
preparedness communication plan that complies with 
Federal, State, and local laws and must be reviewed and 
updated at least every 2 years. The communication plan must 
include all of the following: 

(1) Names and contact information for the following: 
(i) Staff. 
(ii) Entities providing services under arrangement. 
(iii) Patients' physicians. 
(iv) Other RHCs/FQHCs. 
(v) Volunteers. 



(2) Contact information for the following: 
(i)   Federal, State, tribal, regional, and local emergency preparedness staff. 
(ii)  Other sources of assistance. 

(3) Primary and alternate means for communicating with the following: 
(i) RHC/FQHC's staff. 
(ii) Federal, State, tribal, regional, and local emergency management agencies

(4) A means of providing information about the general condition and location of 
patients under the facility's care as permitted under 45 CFR 164.510(b)(4). 

(5) A means of providing information about the RHC/FQHC's needs, and its ability 
to provide assistance, to the authority having jurisdiction or the Incident 
Command Center, or designee.



Who to include in your Communication Plan?

▪Clinic Administrator or Hospital Administrator or other Hospital Leadership

▪Medical Director

▪All RHC Staff (Providers, Clinical and non-clinical staff)

▪Local law enforcement and first responders (Sheriff, Police, EMS)

▪County law enforcement and emergency preparedness officials

▪State emergency preparedness/response officials

▪Other information in your plan includes contact information for other 
regional healthcare facilities (hospital, RHCs, FQHCs and Tribal Authorities).





Oregon Local Emergency Contacts
https://www.oregon.gov/oem/Documents/locals_list.pdf

https://www.oregon.gov/oem/Documents/locals_list.pdf
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(d) Training and testing. The RHC or FQHC must develop and maintain an 
emergency preparedness training and testing program that is based on 
the emergency plan set forth in paragraph (a) of this section, risk 
assessment at paragraph (a)(1) of this section, policies and procedures at 
paragraph (b) of this section, and the communication plan at paragraph (c) 
of this section. The training and testing program must be reviewed and 
updated at least every 2 years.



(1) Training program. The RHC/FQHC must do all of the following:

(i) Initial training in emergency preparedness policies and procedures to all new 
and existing staff, individuals providing services under arrangement, and 
volunteers, consistent with their expected roles,

(ii) Provide emergency preparedness training at least every 2 years.

(iii) Maintain documentation of the training.

(iv) Demonstrate staff knowledge of emergency procedures.

(v) If the emergency preparedness policies and procedures are significantly 
updated, the RHC/FQHC must conduct training on the updated policies and 
procedures.







(2) Testing. The RHC or FQHC must conduct exercises to test the 
emergency plan at least annually. The RHC or FQHC must do the following: 
(i) Participate in a full-scale exercise that is community-based every 2 
years; or

(A) When a community-based exercise is not accessible, an individual, 
facility-based functional exercise every 2 years; or. 

(B) If the RHC or FQHC experiences an actual natural or man-made 
emergency that requires activation of the emergency plan, the RHC or 
FQHC is exempt from engaging in its next required full-scale 
community-based or individual, facility-based functional exercise 
following the onset of the emergency event. 



(ii) Conduct an additional exercise every 2 years, opposite the year the full-
scale or functional exercise under paragraph (d)(2)(i) of this section is 
conducted, that may include, but is not limited to following: 
(A) A second full-scale exercise that is community-based or an individual, 

facility-based functional exercise; or 
(B) A mock disaster drill; or 
(C) A tabletop exercise or workshop that is led by a facilitator and includes 

a group discussion, using a narrated, clinically-relevant emergency 
scenario, and a set of problem statements, directed messages, or 

prepared questions designed to challenge an emergency plan.

(iii) Analyze the RHC or FQHC's response to and maintain documentation of 
all drills, tabletop exercises, and emergency events, and revise the RHC or 
FQHC's emergency plan, as needed.



(e) Integrated healthcare systems. If a RHC/FQHC is part of a healthcare 
system consisting of multiple separately certified healthcare facilities that 
elects to have a unified and integrated emergency preparedness program, 
the RHC/FQHC may choose to participate in the healthcare system's 
coordinated emergency preparedness program. If elected, the unified and 
integrated emergency preparedness program must do all of the following:

(1) Demonstrate that each separately certified facility within the system 
actively participated in the development of the unified and integrated 
emergency preparedness program. 

(2) Be developed and maintained in a manner that takes into account 
each separately certified facility's unique circumstances, patient 
populations, and services offered.



(3) Demonstrate that each separately certified facility is capable of actively 
using the unified and integrated emergency preparedness program and is 
in compliance with the program. 
(4) Include a unified and integrated emergency plan that meets the 
requirements of paragraphs (a)(2), (3), and (4) of this section. The unified 
and integrated emergency plan must also be based on and include all of 
the following: (i) A documented community-based risk assessment, 
utilizing an all-hazards approach. (ii) A documented individual facility-based 
risk assessment for each separately certified facility within the health 
system, utilizing an all-hazards approach. 
(5) Include integrated policies and procedures that meet the requirements 
set forth in paragraph (b) of this section, a coordinated communication 
plan, and training and testing programs that meet the requirements of 
paragraphs (c) and (d) of this section, respectively. 



New CMS Guidance

https://www.cms.gov/files/document/qso-20-41-all-revised-05262022.pdf
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For providers of outpatient services: These providers must continue to test their program 
annually, by participating in a community-based full-scale exercise (if available) or conduct an 
individual facility-based functional exercise every other year. In the opposite years off the full-
scale exercise, the providers are required to conduct a testing exercise of their choice, which 
may include either a community-based full-scale exercise (if available), an individual, facility-
based functional exercise, a drill, or a table-top exercise or workshop that includes a group 
discussion led by a facilitator. 

Outpatient providers and suppliers include: Ambulatory Surgical Centers (ASCs), 
freestanding/home-based hospice, Program for the All-Inclusive Care for the Elderly (PACE), 
Home Health Agencies (HHAs), Comprehensive Outpatient Rehabilitation Facilities (CORFs), 
Organizations (which include Clinics, Rehabilitation Agencies, and Public Health Agencies as 
Providers of Outpatient Physical Therapy and Speech-Language Pathology Services), Community 
Mental Health Clinics (CMHCs), Organ Procurement Organizations (OPOs), Rural Health Clinics 
(RHCs), Federally Qualified Health Centers (FQHCs), and End-Stage Renal Disease (ESRD) 
facilities. 



CMS Testing Definitions

Full-Scale Exercise (FSE): A full scale exercise is an operations-based exercise that 
typically involves multiple agencies, jurisdictions, and disciplines performing 
functional (for example, joint field office, emergency operation centers, etc.) and 
integration of operational elements involved in the response to a disaster event, i.e. 
"boots on the ground" response activities (for example, hospital staff treating mock 
patients). 

Functional Exercise (FE): "FEs are designed to validate and evaluate capabilities, 
multiple functions and/or sub-functions, or interdependent groups of functions. FEs 
are typically focused on exercising plans, policies, procedures, and staff members 
involved in management, direction, command, and control functions" as defined by 
DHS's Homeland Security Exercise and Evaluation Program (HSEEP). 
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Mock Disaster Drill (Exercise of Choice Only): A drill is a coordinated, supervised 
activity usually employed to validate a specific function or capability in a single 
agency or organization. Drills are commonly used to provide training on new 
equipment, validate procedures, or practice and maintain current skills. For 
example, drills may be appropriate for establishing a community- designated 
disaster-receiving center or shelter. Drills can also be used to determine if plans 
can be executed as designed, to assess whether more training is required, or to 
reinforce best practices. A drill is useful as a stand-alone tool, but a series of drills 
can be used to prepare several organizations to collaborate in an FSE.

Workshop (Exercise of Choice Only): A workshop, for the purposes of this 
guidance, is a planning meeting/workshop, which establishes the strategy and 
structure for an exercise program as defined in HSEEP guidelines. 
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Table-top Exercise (TTX) (Exercise of Choice Only): A table-top exercise involves 
key personnel discussing simulated scenarios in an informal setting. TTXs can be 
used to assess plans, policies, and procedures. A table-top exercise is a 
discussion-based exercise that involves senior staff, elected or appointed 
officials, and other key decision making personnel in a group discussion 
centered on a hypothetical scenario. TTXs can be used to assess plans, policies, 
and procedures without deploying resources. 

Your testing exercise MUST be for an event that is included in your current risk 
assessment.  If the activation of an event is for an emergency not included in 
your most recent risk assessment, then the risk assessment and the plan 
should both be revised based on the after-action findings for the activation.
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Requirement for Outpatient Providers Requirement & Guidance: Outpatient 
providers must conduct a full-scale exercise (or individual facility-based exercise when 
a full-scale is not available) every 2 years pursuant to standard (d)(2) of their 
respective "Emergency Preparedness" regulation and in opposite years conduct any 
one of the "exercises of choice," which include another full-scale or individual facility-
based functional exercise, tabletop exercise, workshop, or mock drill. 

The Exemption Clause: In the event a facility activates its emergency plan due to an 
actual emergency, the outpatient provider would be exempt from engaging in its next 
required community-based full-scale exercise or individual facility-based functional 
exercise following the onset of the emergency event. Facilities must be able to 
demonstrate, through written documentation, that they activated their emergency 
plan. 



What if I you are still under COVID-19 Activation?
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For Outpatient Providers: If the facility claimed the full-scale exercise 
exemption in 2020 based on its activated emergency plan for COVID-19 
response and has since resumed normal operating status, the outpatient 
provider/supplier is expected to complete its required full-scale exercise 
in 2022, unless it has reactivated its emergency plan for an actual 
emergency during its 12-month cycle for 2022. If the facility claimed the 
full-scale exercise exemption in 2021 based on its activated emergency 
plan for COVID-19 response and has since resumed normal operating 
status, the outpatient provider/supplier is expected to complete its 
required full-scale exercise in 2024. 
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Scenario #1. Facility X conducted a full-scale exercise in January 2019 and a table-
top exercise for January 2020 (opposite year). In March 2020, Facility X activates its 
emergency preparedness plan due to the COVID-19 Public Health Emergency 
(PHE). When must the facility conduct its next required full-scale exercise? What is 
the exemption based on the requirements? Answer: The facility is exempt from the 
next scheduled exercise (January 2021 full-scale exercise). It would then be 
required to complete their opposite year exercise of choice by January 2022. 
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Scenario #2. Facility Y conducted a table top exercise in January 2019 as the exercise 
of choice and conducted a full-scale exercise in January 2020. In March 2020, 
Facility Y activates its emergency preparedness program due to the COVID-19 PHE. 
When must the facility conduct its next required full-scale exercise? What is the 
exemption based on the requirements? Answer: The facility is exempt from the 
January 2022 full-scale exercise for that "annual year". However, the facility must 
conduct its exercise of choice by January 2021, and again in January 2023. 
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Scenario #3. Facility Z conducted a table-top exercise in June 2019 (based on its 
annual cycle). It is scheduled to conduct a full-scale exercise in June 2020. In March 
2020, Facility Z activates its emergency preparedness program due to the COVID-19 
PHE. When must the facility conduct its next required full-scale exercise? What is 
the exemption based on the requirements? Answer: The facility is exempt from the 
June 2020 scheduled full-scale exercise for that "annual year" and is required to 
complete an exercise of choice in June 2021, and a following full-scale exercise in 
June 2022. It is exempt from its next required full-scale or individual facility-based 
exercise which would have been in June 2020. 



What evidence is needed to prove to surveyors 
the exemption clause applies to your RHC?

• Verify documentation evidence that the facility activated its emergency plan (in order 
to determine whether the testing exemption is acceptable for use). Documentation 
may include, but is not limited to, the following: 

• Notice of activation to staff via electronic systems (alerts);  

• Proof of patient transfers and changes in daily operations based on the emergency; 

• Initiation of additional safety protocols, for example, mandate for use of personal 
protective equipment (PPE) for staff, visitors and patients as applicable; 

• Coordination with state and local emergency officials; 

• Minutes of board/facility meetings; o 1135 Waiver (individual or use of blanket 
flexibilities); or, 

• Incident command system related reports, such as situation reports or incident action 
plans.

41



42



Documenting Exercises or 
Activations
After Action Report

Revising Risk Assessments and EP Plans
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Document at least these things:

• Date and Time of the Exercise or Activation

• How were you notified of the Emergency

• Who was in the RHC when the Activation Occurred

• Who participated in the exercise

• The circumstances leading up to or describing the emergency

• Proof of any alert if available (weather alert, text message, email)

• What happened and when (start/end times, if applicable)

• What was effective and worked?

• What wasn’t right and why?

• What can be improved in our emergency response?

• Signatures on the report! 
44
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Document Any Activation and 
have a signed report.

Then, make any EPP revisions 
based on the finding.
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Questions?

In Session 2, we will facilitate a workshop testing activity that will help you learn 
how to conduct your own tabletop testing exercising at your RHC.  You will receive 
sample forms, templates and other resources.  

This presentation template and selected graphics have been used under licensure with 
Presenter Media.  All sources for content have been referenced for content that is not 
original to the presenters.  

49



Patty Harper, RHIA, CHTS-PW, CHTS-IM, CHC®

InQuiseek Consulting

Pharper@inquiseek.com

318-243-2687

Patty Harper is CEO of InQuiseek Consulting, a healthcare consulting 
company based in Louisiana.   She has over 24 years of healthcare 
experience in the areas of healthcare finance & reimbursement, health 
information management, compliance, and practice management.   She 
began her healthcare career as a hospital controller and reimbursement 
analyst.  Patty holds a B.S. in Health Information Administration (cum 
laude) from Louisiana Tech University.  She is credentialed through 
AHIMA as a RHIA, CHTS-IM, and CHTS-PW.  Patty successfully completed 
AHIMA’s ICD-10 Academy and has previously been recognized as an 
ICD-10 Trainer. She is also Certified in Healthcare Compliance (CHC®) 
thorough the Compliance Certification Board.    Patty is a frequent 
speaker and contributor for national, state and regional and rural 
healthcare associations on these and other reimbursement-related 
topics., state and national organizations throughout her healthcare 
career including NARHC, NRHA, AHIMA, MGMA, and HFMA.    Patty 
currently serves on the Board of NARHC and is the RHC Technical 
Advisor for Texas Association of Rural Health Clinics. 

mailto:Pharper@inquiseek.com
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