
o Review the number of inpatient beds in relation to the size of the facility and 
services offered. 

  
o Determine if the number of inpatient beds could support emergency or 

unplanned admissions from the volumes of other services offered by the 
facility, such as ED patients or outpatient surgery patients? 

 
• If the initial review of the above information indicates that the facility is most likely 

not providing care to inpatients, then a second survey will not be conducted.  
However, if the review of the information indicates the facility has had an ADC and 
ALOS of two over the last 12 months (or less for facilities operational for less than 
12 months) and there are no other concerns regarding facility’s eligibility to be 
surveyed as a hospital, then a second survey will be scheduled for a future 
unannounced date after consulting with the RO. 
 

• Whenever the SA or AO is unable to complete a survey because the hospital did not 
have a sufficient number of inpatients that is a representative sample of the different 
types of services and patient populations that are treated at that hospital, it must 
immediately report this information to the RO. 
 

• Determine through interview, observation, and record review that the hospital meets 
the statutory requirements as defined by 1861(e), including the CoPs  Verify the 
facility does the following: 

 
• Maintains clinical records on all patients; 

 
• Has medical staff bylaws; 
 
• Has a requirement that every patient with respect to whom payment may be 

made under  this title must be under the care of a physician except that a patient 
receiving qualified psychologist services (as defined in section 1861(ii) of the 
Act) may be under the care of a clinical psychologist with respect to such 
services to the extent permitted under State law; 

 
• Provides 24-hour nursing service rendered or supervised by a registered 

professional nurse, and has a licensed practical nurse or registered professional 
nurse on duty at all times…; 
 

• Has in effect a hospital utilization review plan which meets the requirements of 
section 1861(k) of the Act; 

 
• Has in place a discharge planning process that meets the requirements of section 

1861(ee) of the Act; 
 
• If located in a state in which state or applicable local law provides for the 

licensing of hospitals, be licensed under such law or be approved by the agency 
of the State or locality responsible for licensing hospitals, as meeting the 
standards established for such licensing; 

 
• Has in effect an overall plan and budget that meets the requirements of section 

1861(z) of the Act. 
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§482.11 Condition of Participation:  Compliance with Federal, State and 
Local Laws 
 
Interpretive Guidelines §482.11  
  
The hospital must ensure that all applicable Federal, State and local law requirements are 
met. 
 
 
A-0021 
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§482.11(a) The hospital must be in compliance with applicable Federal 
laws related to the health and safety of patients. 
 
Survey Procedures §482.11(a) 
 
Interview the CEO, or appropriate individual designated by the hospital, to determine 
whether the hospital is in compliance with Federal laws related to patient health and safety.  
(For example, ask  if the hospital was cited since its last survey for any violation of Section 
504 of the Rehabilitation Act of 1973 related to denying people with disabilities access to 
care.  If so, verify that satisfactory corrections have been made to bring the hospital into 
compliance with that law.)  Refer or report noted noncompliance with Federal laws and 
regulations to the appropriate agency having jurisdiction (e.g., accessibility issues, blood-
borne pathogens, standard precautions, and TB control to OSHA; hazardous chemical/waste 
issues to EPA; etc.) 
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§482.11(b) The hospital must be-- 
 

(1)  Licensed; or 
 
(2)  Approved as meeting standards for licensing established by the agency of the 

State or locality responsible for licensing hospitals.  
 
Interpretive Guidelines §482.11(b) 
 
Hospitals applying for initial Medicare certification as a hospital or hospitals currently 
participating in Medicare must, among other things, meet the statutory definition of a 
hospital under section 1861(e) of the Act. Section 1861(e)(7) of the Act  further requires 
that a hospital located in a state which provides for the licensing of hospitals, the hospital 
must be licensed in accordance with state law or approved as meeting standards for 
licensing as established by the agency of the State or locality responsible for the licensing 
of hospitals. 
 
While a facility may have a license from a state to operate as a hospital or may have been 
approved by a state as a hospital under state or local standards and authorities, that facility 
may still not meet the Medicare definition of a hospital as per the Act.  The criteria used by 
a state to determine that a hospital meets the requirements for state licensure as a hospital is 
not the same criteria used to define a hospital for the purpose of participation in Medicare, 
and each state has its own criteria and standards for licensure. 
 
The definition of a hospital and the issue of whether the facility is Primarily Engaged are 


