
 

 
CMS Finalizes Rule Establishing New Emergency 
Preparedness Requirements 
By Ted Lotchin, Macy Flinchum, and Darlene Davis 

As clean-up efforts continue in the wake of Hurricane Matthew, companies in North Carolina, 
South Carolina, Georgia, Florida, and throughout the Southeast are focused on the 
importance of emergency preparedness in ensuring business continuity.  Natural and man-
made disasters, such as the September 11 attacks, Hurricane Katrina, Superstorm Sandy, 
and public-health emergencies like the Ebola “pandemic,” demonstrate that for hospitals, 
health systems, and other health care providers in particular, these efforts can be the 
difference between life and death.  In response to well-documented inconsistencies in the 
level of emergency preparedness across the health care industry, the Centers for Medicare 
and Medicaid Services (“CMS”) recently published final preparedness requirements that 
providers and suppliers must meet in order to participate in the Medicare and Medicaid 
programs (“Final Rule”).1 

The Final Rule, which will be effective on November 15, 2016, and must be implemented 
within one year, applies to 17 different types of health care providers and suppliers, including 
ambulatory surgical centers, psychiatric residential treatment facilities, hospitals and critical 
access hospitals (“CAHs”), long-term care (“LTC”) facilities, hospices, home health agencies, 
community mental health centers, rural health clinics, federally qualified health centers, and 
end-stage renal disease facilities.  The Final Rule seeks to establish a more comprehensive 
and consistent regulatory approach to emergency preparedness that safeguards three “key 
essentials” necessary to maintain access to health care services: human resources, 
business continuity, and physical resources.2  The Final Rule also includes links to a number 
of local and national resources for safeguarding these “key essentials.”3  

Although CMS expects that the financial burden will decrease dramatically once participating 
providers have preparedness systems in place, the aggregate implementation cost for the 
more than 72,000 participating providers and suppliers that will be affected is estimated to be 
$373 million in year one and $25 million in subsequent years.4 

                                                      
1 Medicare and Medicaid Programs; Emergency Preparedness Requirements for Medicare and Medicaid Participating 
Providers and Suppliers, 81 Fed. Reg. 63,860 (Sept. 16, 2016) (to be codified in 42 C.F.R. pts. 403, 416, 418, 441, 460, 
482, 483, 484, 485, 486, 491, and 494). 
2 Id. at 63,861. 
3 See, e.g., Developing and Maintaining Emergency Operations Plans: Comprehensive Preparedness Guide 101, Federal 
Emergency Management Agency, Nov. 2010, https://www.fema.gov/media-library-data/20130726-1828-25045-
0014/cpg_101_comprehensive_preparedness_guide_developing_and_maintaining_emergency_operations_plans_2010.p
df (containing helpful information regarding the development of emergency plans and related communication plans); 
Homeland Security Exercise and Evaluation Program Guide, Department of Homeland Security, Apr. 2013, 
http://www.fema.gov/media-library-data/20130726-1914-25045-8890/hseep_apr13_.pdf (containing a helpful section on 
establishing a Training and Exercise Planning Workshop).  Additionally, the CMS website includes useful guidance for the 
implementation of comprehensive plans, including a table of requirements by facility type, state survey agency memos, 
frequently asked questions, and a helpful checklist for emergency plan development.  Emergency Preparedness Rule, 
Centers for Medicare and Medicaid Services, https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertEmergPrep/Emergency-Prep-Rule.html (last visited Nov. 7, 2016).  
4 81 Fed. Reg. at 64,016. 
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New Conditions of Participation 

Under the current conditions of participation, many providers are required to have some level 
of emergency preparedness.  For example, hospitals must provide for emergency power and 
lighting in specified areas and maintain an emergency gas and water supply.5  The Final 
Rule seeks to improve on this baseline by implementing “common and well-known industry 
best practice standards” for emergency preparedness, including: (1) risk assessment and 
emergency planning processes, (2) policies and procedures, (3) communication plans, and 
(4) training and testing programs. 6 

Risk Assessment and Emergency Planning 

Going forward, participating providers and suppliers will be required to perform a risk 
assessment and establish an emergency plan using an “all-hazards” approach.7  The 
assessment should identify the emergencies that a provider or supplier may reasonably 
expect to encounter and the essential business functions necessary to continue operation in 
the aftermath of such an emergency.  These emergencies may include, but are not limited to, 
care-related emergencies, equipment and power failures, cyberattacks, loss of a facility, and 
interruptions in the normal supply of water and food.  The assessment should also consider 
risks that are specific to patient populations and any challenges presented by the provider or 
supplier’s location. 

Notably, hospitals, CAHs, and LTC facilities will be required to implement emergency and 
standby power systems based on the emergency planning process.8  CMS originally 
proposed to require these facilities to conduct additional generator testing of four continuous 
hours every 12 months.9  However, due to a lack of empirical evidence that such testing 
would improve a facility’s ability to respond to an emergency or natural disaster, this 
requirement was not included in the Final Rule.10  Further, CMS provided these inpatient 
facilities with some measure of flexibility in locating new generators and did not require 
relocation of existing generators or create additional requirements for alternative sources of 
power not previously required by the National Fire Protection Association (“NFPA”).11   

Policies and Procedures 

Participating providers and suppliers will be required to implement policies and procedures to 
help mitigate any risks identified during the assessment process and support the successful 
execution of the emergency plan.  These policies will necessarily vary depending on the type 
of provider and its relative needs and capabilities.  For example, although inpatient facilities 
will need to have emergency subsistence procedures for staff and patients, this requirement 
would not be necessary for outpatient facilities.12  As another example, hospitals will need to 
                                                      
5 See 42 C.F.R. § 482.41(a). 
6 Press Release, Centers for Medicare and Medicaid Services, CMS finalizes rule to bolster emergency preparedness of 
certain facilities participating in Medicare and Medicaid (Sept. 8, 2016), 
https://www.cms.gov/newsroom/mediareleasedatabase/press-releases/2016-press-releases-items/2016-09-08.html.  
7 81 Fed. Reg. at 63,874.  
8 Id. at 63,896.  This formal requirement is a nod to the 2012 Edition of the Life Safety Code (“LSC”) of the NFPA. As 
hospitals, CAHs, and LTC facilities are required to comply with the LSC, CMS refers providers to the LSC standards for 
alternative power sources and does not set any additional requirements. 
9 Medicare and Medicaid Programs; Emergency Preparedness Requirements for Medicare and Medicaid Participating 
Providers and Suppliers, 78 Fed. Reg. 79082, 79171 (proposed Dec. 27, 2013).  
10 81 Fed. Reg. at 63,896. 
11 See id. at 63,895. 
12 See id. at 63,880. 
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implement a system of tracking on-duty staff and sheltered patients during an emergency.13  
Hospitals will also need to develop arrangements with other providers to receive patients in 
the event of limitations or cessation of operations to maintain continuity of services.14  

Communication Plan 

Participating providers and suppliers will be required to develop and maintain an emergency 
communication plan.  Facilities will need to have a system in place to contact patients, 
medical staff, treating physicians, and other necessary personnel.  Additionally, 
communication plans must include contact information for federal, state, and local public 
health and emergency management officials, and outline a means for contacting those 
officials in a timely manner.15  Communication plans for some providers will also be required 
to include additional details.  As an example, hospitals must develop a method for sharing 
information and medical documentation for patients under the hospital’s care, as necessary, 
with other health care providers in order to maintain the continuity of care.16  Although the 
Final Rule does not mandate that participating facilities deploy an electronic health record, 
providers and suppliers are encouraged to review their medical record storage procedures 
as part of the planning process.17 

Training and Testing 

Perhaps most importantly, participating providers and suppliers will be required to develop, 
implement, and maintain training and testing programs for all new and existing staff.  Initial 
trainings and annual refresher trainings on the relevant policies and procedures are required, 
as are drills and annual exercises to test the emergency plan and identify areas for 
improvement.  For example, a hospital will need to participate in a full-scale, community-
based preparedness exercise or an individual, facility-based exercise at least annually.18  A 
hospital will also be required to conduct an additional training exercise each year, such as a 
second full-scale preparedness exercise or a tabletop exercise that includes group 
discussions led by a facilitator.19   

* * * * * 

In the words of Dr. Nicole Lurie, the Assistant Secretary for Preparedness and Response at 
the U.S. Department of Health and Human Services, “[a]s people with medical needs are 
cared for in increasingly diverse settings, disaster preparedness is not only a responsibility of 
hospitals, but of many other providers and suppliers of healthcare services.”20  CMS has 
clearly taken this directive to heart in promulgating new requirements for providers that 
participate in the Medicare and Medicaid programs. 

                                                      
13 42 C.F.R. § 482.15(b)(2). 
14 Id. § 482.15(b)(7). 
15 81 Fed. Reg. at 63,883.  
16 42 C.F.R. § 482.15(c)(4). 
17 81 Fed. Reg. at 63,881. 
18 42 C.F.R. § 482.15(d)(2)(i).  
19 Id. at § 482.15(d)(2)(ii).  
20 Supra note 4. 
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