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	§482.12 Condition of Participation: Governing Body 
The hospital must have an effective governing body legally responsible for the conduct of the hospital as an institution. If a hospital does not have an organized governing body, the persons legally responsible for the conduct of the hospital must carry out the functions specified in this part that pertain to the governing body. 

	Interpretive Guidelines The hospital must have only one governing body and this governing body is responsible for the conduct of the hospital as an institution. In the absence of an organized governing body, there must be written documentation that identifies the individual or individuals that are responsible for the conduct of the hospital operations. 

Survey Procedures 
· Verify that the hospital has an organized governing body or has written documentation that identifies the individual or individuals that are responsible for the conduct of the hospital operations. 


	Interpretive Guidelines The hospital must have only one governing body and this governing body is responsible for the conduct of the hospital as an institution. In the absence of an organized governing body, there must be written documentation that identifies the individual or individuals that are responsible for the conduct of the hospital operations. 

Survey Procedures 
· Verify that the hospital has an organized governing body or has written documentation that identifies the individual or individuals that are responsible for the conduct of the hospital operations. 



	§482.12(a) Standard: Medical Staff 

	The governing body must: 
Determine, in accordance with State law, which categories of practitioners are eligible candidates for appointment to the medical staff

	The governing body must ensure the medical staff requirements are met. 


	§482.12(a)(1) 
Determine, in accordance with State law, which categories of practitioners are eligible candidates for appointment to the medical staff 

	Interpretive Guidelines: The governing body must determine, in accordance with State law, which categories of practitioners are eligible candidates for appointment to the medical staff. 

Survey Procedures 
· Review documentation and verify that the governing body has determined and stated the categories of practitioners that are eligible candidates for appointment to the medical staff.
	Interpretive Guidelines §482.12(a)(1) 
The governing body must determine, in accordance with State law, which categories of practitioners are eligible for appointment to the medical staff. 

The medical staff must, at a minimum, be composed of physicians who are doctors of medicine or doctors of osteopathy. In addition, the medical staff may include other practitioners included in the definition in Section 1861(r) of the Social Security Act of a physician: 
· Doctor of medicine or osteopathy; 
· Doctor of dental surgery or of dental medicine; 
· Doctor of podiatric medicine; 
· Doctor of optometry; 
· and a Chiropractor. 

In all cases, the practitioners included in the definition of a physician must be legally authorized to practice within the State where the hospital is located and providing services within their authorized scope of practice. In addition, in certain instances the Social Security Act and regulations attach further limitations as to the type of hospital services for which a practitioner may be considered to be a “physician.” See 42 CFR 482.12(c)(1) for more detail on these limitations. 
The governing body has the flexibility to determine whether other types of practitioners included in the definition of a physician are eligible for appointment to the medical staff. 
Furthermore, the governing body has the authority, in accordance with State law, to appoint some types of non-physician practitioners, such as nurse practitioners, physician assistants, certified registered nurse anesthetists, and midwives, to the medical staff. 
Practitioners, both physicians and non-physicians, may be granted privileges to practice at the hospital by the governing body for practice activities authorized within their State scope of practice without being appointed a member of the medical staff. 
Survey Procedures 
· Review documentation and verify that the governing body has determined and stated the categories of practitioners that are eligible candidates for appointment to the medical staff. 



	§482.12(a)(2) Appoint members of the medical staff after considering recommendations of the existing members of the medical staff; 

	Interpretive Guidelines 
It is the responsibility of the governing body to appoint, with the advice of the medical staff, the individual practitioners to the medical staff. After considering existing medical staff members recommendations, and in accordance with established hospital medical staff criteria and State and Federal laws and regulations, the governing body appoints new members or reappoints current members to the medical staff. 
Survey Procedures 
· Review records of medical staff appointments to determine that the governing body is involved in appointments of medical staff members. 

· Confirm that the governing body appoints all members to the medical staff in accordance with established policies based on the individual practitioner’s scope of clinical expertise and in accordance with Federal and State law. 


	Interpretive Guidelines 
The governing body determines whether to grant, deny, continue, revise, discontinue, limit, or revoke specified privileges, including medical staff membership, for a specific practitioner after considering the recommendation of the medical staff. In all instances, the governing body’s determination must be consistent with established hospital medical staff criteria, as well as with State and Federal law and regulations. Only the hospital’s governing body has the authority to grant a practitioner privileges to provide care in the hospital.
Survey Procedures 
· Review records of medical staff appointments to determine that the governing body is involved in appointments of medical staff members. 

· Confirm that there is evidence that the governing body considered recommendations of the medical staff before making medical staff appointments. 



	§482.12(a)(3) Assure that the medical staff has bylaws

	Interpretive Guidelines 
The governing body must assure that the medical staff has bylaws and that those bylaws comply with State and Federal law and the requirements of the Medicare hospital Conditions of Participation. 

Survey Procedures 
· Verify that the medical staff operates under current bylaws that are in accordance with Federal and State laws and regulations. 


	Interpretive Guidelines The governing body must assure that the medical staff has bylaws and that those bylaws comply with State and Federal law and the requirements of the Medicare hospital Conditions of Participation. 

Survey Procedures 

· Verify that the medical staff operates under current bylaws that are in accordance with Federal and State laws and regulations. 



	§482.12(a)(4) Approve medical staff bylaws and other medical staff rules and regulations 

	Interpretive Guidelines 
The governing body decides whether or not to approve medical staff bylaws submitted by the medical staff. The medical staff bylaws and any revisions must be approved by the governing body before they are considered effective. 

Survey Procedures 
· Verify that the medical staff operates under current bylaws, rules and policies that have been approved by the governing body. 

· Verify that any revisions or modifications in the medical staff bylaws, rules and policies have been approved by the medical staff and the governing body, e.g., bylaws are annotated with date of last review and initialed by person(s) responsible. 


	Interpretive Guidelines 
The governing body decides whether or not to approve medical staff bylaws submitted by the medical staff. The medical staff bylaws and any revisions must be approved by the governing body before they are considered effective. 

Survey Procedures 
· Verify that the medical staff operates under current bylaws, rules and policies that have been approved by the governing body. 

· Verify that any revisions or modifications in the medical staff bylaws, rules and policies have been approved by the medical staff and the governing body, e.g., bylaws are annotated with date of last review and initialed by person(s) responsible. 



	§482.12(a)(5) Ensure that the medical staff is accountable to the governing body for the quality of care provided to patients; 

	Interpretive Guidelines 
The governing body must ensure that the medical staff is accountable to the governing body for the quality of care provided to patients. The governing body is responsible for the conduct of the hospital and this conduct includes the quality of care provided to patients. 

All hospital patients must be under the care of a member of the medical staff or under the care of a practitioner who is directly under the supervision of a member of the medical staff. All patient care is provided by or in accordance with the orders of a practitioner who meets the medical staff criteria and procedures for the privileges granted, who has been granted privileges in accordance with those criteria by the governing body, and who is working within the scope of those granted privileges. 

Survey Procedures 
· Verify that the governing body is periodically apprised of the medical staff evaluation of patient care services provided hospital wide, at every patient care location of the hospital. 

· Verify that any individual providing patient care services is a member of the medical staff or is accountable to a member of the medical staff qualified to evaluate the quality of services provided, and in turn, is responsible to the governing body for the quality of services provided. 


	Interpretive Guidelines 
The governing body must ensure that the medical staff as a group is accountable to the governing body for the quality of care provided to patients. The governing body is responsible for the conduct of the hospital and this conduct includes the quality of care provided to patients. 

All hospital patients must be under the care of a practitioner who meets the criteria of 42 CFR 482.12(c)(1)and who has been granted medical staff privileges, or under the care of a practitioner who is directly under the supervision of a member of the medical staff. All patient care is provided by or in accordance with the orders of a practitioner who has been granted privileges in accordance with the criteria established by the governing body, and who is working within the scope of those granted privileges. 

Survey Procedures 
· Verify that the governing body is periodically apprised of the medical staff evaluation of patient care services provided hospital wide, at every patient care location of the hospital. 

· Verify that any individual providing patient care services is a member of the medical staff or is accountable to a member of the medical staff qualified to evaluate the quality of services provided, and in turn, is responsible to the governing body for the quality of services provided. 



	§482.12(a)(6) Ensure the criteria for selection are individual character, competence, training, experience, and judgment 

	Interpretive Guidelines The governing body ensures that the criteria for selection of both new medical staff members and selection of current medical staff members for continued membership must be based on: 

· Individual character; 

· Individual competence; 

· Individual training; 

· Individual experience; and
· Individual judgment. 

Survey Procedures 
· Verify that there are written criteria for staff appointments to the medical staff. 
· Verify that selection of medical staff for membership, both new and renewal, is based upon an individual practitioner’s compliance with the medical staff’s membership criteria. 
· Verify that at a minimum, criteria for selection to the medical staff are individual character, competence, training, experience, and judgment. 


	Interpretive Guidelines 
The governing body must assure that the medical staff bylaws describe the privileging process to be used by the hospital. The process articulated in the medical staff bylaws, rules, or regulations must include criteria for determining the privileges that may be granted to individual practitioners and a procedure for applying the criteria to individual practitioners that considers: 
· Individual character;  

· Individual competence; 

· Individual training;  

· Individual experience;  and
· Individual judgment. 

The governing body must ensure that the hospital’s bylaws governing medical staff membership or the granting of privileges apply equally to all practitioners in each professional category of practitioners. 
Survey Procedures  

· Verify that there are written criteria for appointments to the medical staff and granting of medical staff privileges.
· Verify that granting of medical staff membership or privileges, both new and renewal, is based upon an individual practitioner’s meeting the medical staff’s membership/privileging criteria. 

· Verify that, at a minimum, criteria for appointment to the medical staff/granting of medical staff privileges are individual character, competence, training, experience, and judgment. 



	§482.12(a)(7) Ensure that under no circumstances is the accordance of staff membership or professional privileges in the hospital dependent solely upon certification, fellowship or membership in a specialty body or society. 

	Interpretive Guidelines 
The governing body must ensure that the hospital’s rules and criteria for medical staff membership or the granting of privileges apply equally to all practitioners in each professional category of practitioners. 
A hospital is not prohibited from requiring board certification when considering a MD/DO for medical staff membership. Rather, the regulation provides that a hospital may not rely solely on the fact that a MD/DO is or is not board certified in making a judgment on medical staff membership. In addition to matters of board certification, a hospital must also consider other criteria such as training, character, competence and judgment. After analysis of all of the criteria, if all criteria are met except for board certification, the hospital has the discretion to decide not to select that individual to the medical staff. 

Survey Procedures 
· Verify that there are written criteria for staff appointments, and that these criteria are based on individual character, competence, training, experience, and judgment, and are not dependent solely upon certification, fellowship, or membership in a specialty body or society. 


	Interpretive Guidelines 
In making a judgment on medical staff membership, a hospital may not rely solely on the fact that a MD/DO is, or is not, board-certified. This does not mean that a hospital is prohibited from requiring board certification when considering a MD/DO for medical staff membership, but only that such certification must not be the only factor that the hospital considers. In addition to matters of board certification, a hospital must also consider other criteria such as training, character, competence and judgment. After analysis of all of the criteria, if all criteria are met except for board certification, the hospital has the discretion to decide not to select that individual to the medical staff. 

Survey Procedures 
· Verify that written criteria for appointment to the medical staff and granting of medical staff privileges are not dependent solely upon certification, fellowship, or membership in a specialty body or society. 



	§482.12(b) Standard: Chief Executive Officer 
The governing body must appoint a chief executive officer who is responsible for managing the hospital. 

	Interpretive Guidelines 
The Governing Body must appoint one chief executive officer who is responsible for managing the entire hospital. 

Survey Procedures 
· Verify that the hospital has only one chief executive officer for the entire hospital. 
· Verify that the governing body has appointed the chief executive officer. 
· Verify that the chief executive officer is responsible for managing the entire hospital. 


	Interpretive Guidelines 
The Governing Body must appoint one chief executive officer who is responsible for managing the entire hospital. 

Survey Procedures 
· Verify that the hospital has only one chief executive officer for the entire hospital.
· Verify that the governing body has appointed the chief executive officer. 

· Verify that the chief executive officer is responsible for managing the entire hospital. 



	§482.12(c) Standard: Care of Patients 

	In accordance with hospital policy, the governing body must ensure that the following requirements are met:
	In accordance with hospital policy, the governing body must ensure that the following requirements are met: 


	§482.12(c)(1) Every Medicare patient is under the care of: 
(i) A doctor of medicine or osteopathy. (This provision is not to be construed to limit the authority of a doctor of medicine or osteopathy to delegate tasks to other qualified health care personnel to the extent recognized under State law or a State’s regulatory mechanism.); 
(ii) A doctor of dental surgery or dental medicine who is legally authorized to practice dentistry by the State and who is acting within the scope of his or her license; 
(iii) A doctor of podiatric medicine, but only with respect to functions which he or she is legally authorized by the State to perform; 
(iv) A doctor of optometry who is legally authorized to practice optometry by the State in which he or she practices; 
(v) A chiropractor who is licensed by the State or legally authorized to perform the services of a chiropractor, but only with respect to treatment by means of manual manipulation of the spine to correct a subluxation demonstrated by x-ray to exist; and 
(vi) A clinical psychologist as defined in §410.71 of this chapter, but only with respect to clinical psychologist services as defined in §410.71 of this chapter and only to the extent permitted by State law. 

	Interpretive Guidelines §482.12(c)(1) 
Practitioners other than doctors of medicine or osteopathy may join the medical staff if the practitioners are appropriately licensed and medical staff membership is in accordance with State law. 

Every Medicare or Medicaid patient must be under the care of a licensed practitioner as defined in this requirement. 

Survey Procedures 
· Verify that Medicare patients are under the care of a licensed practitioner as defined by (c)(1). 


	Interpretive Guidelines §482.12(c)(1) 
Practitioners other than doctors of medicine or osteopathy may join the medical staff if the practitioners are appropriately licensed and medical staff membership is in accordance with State law. 

Every Medicare or Medicaid patient must be under the care of a licensed practitioner as defined in this requirement. 

Survey Procedures 
· Verify that Medicare patients are under the care of a licensed practitioner as defined by (c)(1). 



	§482.12(c)(2) Patients are admitted to the hospital only on the recommendation of a licensed practitioner permitted by the State to admit patients to a hospital. 

	Survey Procedures 
· Verify that admitting privileges are limited to those categories of practitioners as allowed by State law. 

· Verify that patients are admitted only by those practitioners who are currently licensed and have been granted admitting privileges by the governing body in accordance with State laws and medical staff bylaws. 


	Survey Procedures  

· Verify that admitting privileges are limited to those categories of practitioners as allowed by State law.  

· Verify that patients are admitted only by those practitioners who are currently licensed and have been granted admitting privileges by the governing body in accordance with State laws and medical staff bylaws. 



	§482.12(c)(2) continued 

If a Medicare patient is admitted by a practitioner not specified in paragraph (c)(1) of this section, that patient is under the care of a doctor of medicine or osteopathy. 

	Interpretive Guidelines 
CMS hospital regulations do permit licensed practitioners (e.g., nurse practitioners, midwives, etc), as allowed by the State, to admit patients to a hospital, and CMS does not require these practitioners be employed by a MD/DO. However, CMS regulations do require that Medicare and Medicaid patients admitted by these practitioners be under the care of an MD/DO. Evidence of being under the care of an MD/DO must be in the patient’s medical record. If a hospital allows these practitioners to admit and care for patients, as allowed by State law, the governing body and medical staff would have to establish policies and bylaws to ensure that the requirements of 42 CFR §482 are met. 

Survey Procedures 
· If the hospital grants admitting privileges to these practitioners, select patients that are admitted to the hospital by these practitioners. Determine if the patient is/was under the care of an MD/DO. 


	Interpretive Guidelines 
CMS hospital regulations do permit licensed practitioners (e.g., nurse practitioners, midwives, etc), as allowed by the State, to admit patients to a hospital, and CMS does not require these practitioners be employed by a MD/DO. However, CMS regulations do require that Medicare and Medicaid patients admitted by these practitioners be under the care of an MD/DO. Evidence of being under the care of an MD/DO must be in the patient’s medical record. If a hospital allows these practitioners to admit and care for patients, as allowed by State law, the governing body and medical staff would have to establish policies and bylaws to ensure that the requirements of 42 CFR §482 are met. 

Midwife Patients 
42 CFR 482.1(a)(5) states, "Section 1905(a) of the Act provides that 'medical assistance' (Medicaid) payments may be applied to various hospital services. Regulations interpreting those provisions specify that hospitals receiving payment under Medicaid must meet the requirements for participation in Medicare (except in the case of medical supervision of nurse midwife services. See §§440.10 and 440.165 of this chapter)." 
Midwives are not specified at 42 CFR §482.12(c)(1). 
Section 482.1(a)(5), when taken together with this requirement (42 CFR 482.12(c)(2)) means that in a State that permits midwives to admit patients (and in accordance with hospital policy and practitioner privileges), CMS requires ONLY Medicare patients of a midwife be under the care of a doctor of medicine or osteopathy. CMS DOES NOT require Medicaid or other non-Medicare patients admitted by a midwife to be under the care of a doctor of medicine or osteopathy. 
Survey Procedures 
· If the hospital grants admitting privileges to these practitioners, select Medicare and Medicaid patients (select only Medicare patients for midwives) that are admitted to the hospital by these practitioners. 
· Determine if the patient is/was under the care of an MD/DO. 



	§482.12(c)(3) A doctor of medicine or osteopathy is on duty or on call at all times. 

	Survey Procedures 
· Verify the governing body has established and monitors the enforcement of policies that ensure a doctor of medicine or osteopathy is on duty or on call at all times to provide medical care and onsite supervision when necessary. 

· Review the “call” register and documents that assure that a doctor of medicine or osteopathy is on duty or on call at all times. 

· Interview nursing staff. How do they know who is on call? Are they able to call the on-call MD/DO and speak with him/her at all times? When appropriate, do on-call MD/DOs come to the hospital to provide needed care. 


	Survey Procedures 
· Verify the governing body has established and monitors the enforcement of policies that ensure a doctor of medicine or osteopathy is on duty or on call at all times to provide medical care and onsite supervision when necessary. 

· Review the “call” register and documents that assure that a doctor of medicine or osteopathy is on duty or on call at all times.  

· Interview nursing staff. How do they know who is on call? Are they able to call the on-call MD/DO and speak with him/her at all times? When appropriate, do on-call MD/DOs come to the hospital to provide needed care. 



	§482.12(c)(4) A doctor of medicine or osteopathy is responsible for the care of each Medicare patient with respect to any medical or psychiatric problem that-- 
(i) Is present on admission or develops during hospitalization; and 
(ii) Is not specifically within the scope of practice of a doctor of dental surgery, dental medicine, podiatric medicine, or optometry; a chiropractor; or clinical psychologist, as that scope is-- 
(A) Defined by the medical staff; 
(B) Permitted by State law; and 
(C) Limited, under paragraph (c)(1)(v) of this section, with respect to chiropractors. 

	Interpretive Guidelines 
CMS hospital regulations do permit licensed practitioners (i.e., doctors of dental surgery, dental medicine, podiatric medicine, or optometry; chiropractors; or clinical psychologists), as allowed by the State, to admit patients to a hospital. However, CMS does require that Medicare and Medicaid patients who are admitted by a doctor of dental surgery, dental medicine, podiatric medicine, or optometry; a chiropractor; or clinical psychologist be under the care of a MD/DO with respect to any medical or psychiatric problem that is present on admission or develops during hospitalization that is outside the scope of practice of the admitting practitioner. If a hospital allows a doctor of dental surgery, dental medicine, podiatric medicine, or optometry, a chiropractor or a clinical psychologist to admit and care for patients, as allowed by State law, the governing body and medical staff must establish policies and bylaws to ensure that the requirements of 42 CFR §482 are met. As applicable, the patient’s medical record must demonstrate MD/DO responsibility/care. 

Survey Procedures 
· Verify that an assigned doctor of medicine or osteopathy is responsible for and is monitoring the care of each Medicare or Medicaid patient with respect to all medical or psychiatric problems during the hospitalization. 

· If non-MD/DOs admit patients, verify that every Medicare/Medicaid patient is being monitored by an MD/DO who is responsible for any medical or psychiatric problem outside the scope of practice of the admitting practitioners. 


	Interpretive Guidelines 
CMS hospital regulations do permit licensed practitioners (i.e., doctors of dental surgery, dental medicine, podiatric medicine, or optometry; chiropractors; or clinical psychologists), as allowed by the State, to admit patients to a hospital. However, CMS does require that Medicare and Medicaid patients who are admitted by a doctor of dental surgery, dental medicine, podiatric medicine, or optometry; a chiropractor; or clinical 

psychologist be under the care of a MD/DO with respect to any medical or psychiatric problem that is present on admission or develops during hospitalization that is outside the scope of practice of the admitting practitioner. If a hospital allows a doctor of dental surgery, dental medicine, podiatric medicine, or optometry, a chiropractor or a clinical psychologist to admit and care for patients, as allowed by State law, the governing body and medical staff must establish policies and bylaws to ensure that the requirements of 42 CFR §482 are met. As applicable, the patient’s medical record must demonstrate MD/DO responsibility/care. 

Survey Procedures 

· Verify that an assigned doctor of medicine or osteopathy is responsible for and is monitoring the care of each Medicare or Medicaid patient with respect to all medical or psychiatric problems during the hospitalization. 

· If non-MD/DOs admit patients, verify that every Medicare/Medicaid patient is being monitored by an MD/DO who is responsible for any medical or psychiatric problem outside the scope of practice of the admitting practitioners. 



	§482.12(d) Standard: Institutional Plan and Budget 
The institution must have an overall institutional plan that meets the following conditions: 
(1) The plan must include an annual operating budget that is prepared according to generally accepted accounting principles. 
(2) The budget must include all anticipated income and expenses. This provision does not require that the budget identify item by item the components of each anticipated income or expense. 
(3) The plan must provide for capital expenditures for at least a 3-year period, including the year in which the operating budget specified in paragraph (d)(2) of this section is applicable. 
(4) The plan must include and identify in detail the objective of, and the anticipated sources of financing for, each anticipated capital expenditure in excess of $600,000 (or a lesser amount that is established, in accordance with section 1122(g)(1) of the Act, by the State in which the hospital is located) that relates to any of the following: 
(i) Acquisition of land; 
(ii) Improvement of land, buildings, and equipment; or (iii) The replacement, equipment. 

	Survey Procedures 
· Verify that an institutional plan and budget exist, includes items 1-4, and complies with all items in this standard. Do not review the specifics or format in the institutional plan or the budget. 


	Survey Procedures 
· Verify that an institutional plan and budget exist, includes items 1-4, and complies with all items in this standard. Do not review the specifics or format in the institutional plan or the budget. 



	§482.12(d)(5) The plan must be submitted for review to the planning agency designated in accordance with section 1122(b) of the Act, or if an agency is not designated, to the appropriate health planning agency in the State. (See part 100 of this title.) §482.12(d)(5) continued 

A capital expenditure is not subject to section 1122 review if 75 percent of the health care facility’s patients who are expected to use the service for which the capital expenditure is made are individuals enrolled in a health maintenance organization (HMO) or competitive medical plan (CMP) that meets the requirements of section 1876(b) of the Act, and if the Department determines that the capital expenditure is for services and facilities that are needed by the HMO or CMP in order to operate efficiently and economically and that are not otherwise readily accessible to the HMO or CMP because-- 
(i) The facilities do not provide common services at the same site; 
(ii) The facilities are not available under a contract of reasonable duration; 
(iii) Full and equal medical staff privileges in the facilities are not available; 
(iv) Arrangements with these facilities are not administratively feasible; or 
(v) The purchase of these services is more costly than if the HMO or CMP provided the services directly. 

	Survey Procedures 
· Determine that the hospital’s plan for capital expenditures has been submitted to the planning agency designated to review capital expenditures. In certain cases facilities used by HMO and CMP patients are exempt from the review process. 


	Survey Procedures 
· Determine that the hospital’s plan for capital expenditures has been submitted to the planning agency designated to review capital expenditures. In certain cases facilities used by HMO and CMP patients are exempt from the review process. 



	§482.12(d)(6) The plan must be reviewed and updated annually 

	Survey Procedures 
· Verify that the plan and budget are reviewed and updated annually. 


	Survey Procedures 
· Verify that the plan and budget are reviewed and updated annually. 



	§482.12(d)(7) The plan must be prepared-- 
(i) Under the direction of the governing body; and 
(ii) By a committee consisting of representatives of the governing body, the administrative staff, and the medical staff of the institution. 

	Survey Procedures 
· Verify that the governing body, administrative staff, and medical staff have participated in the development of the institutional plan and budget. 


	Survey Procedures 
· Verify that the governing body, administrative staff, and medical staff have participated in the development of the institutional plan and budget. 



	§482.12(e) Standard: Contracted Services 
The governing body must be responsible for services furnished in the hospital whether or not they are furnished under contracts. The governing body must ensure that a contractor of services (including one for shared services and joint ventures) furnishes services that permit the hospital to comply with all applicable conditions of participation and standards for the contracted services. 

	Interpretive Guidelines 
The governing body has the responsibility for assuring that hospital services are provided in compliance with the Medicare Conditions of participation and according to acceptable standards of practice, irrespective of whether the services are provided directly by hospital employees or indirectly by contract. The governing body must take actions through the hospital’s QAPI program to: assess the services furnished directly by hospital staff and those services provided under contract, identify quality and performance problems, implement appropriate corrective or improvement activities, and to ensure the monitoring and sustainability of those corrective or improvement activities. See §482.21 QAPI. 
Survey Procedures 
· Ascertain that all contractor services provided in the hospital are in compliance with the Conditions of Participation for hospitals. 


	Interpretive Guidelines 
The governing body has the responsibility for assuring that hospital services are provided in compliance with the Medicare Conditions of participation and according to acceptable standards of practice, irrespective of whether the services are provided directly by hospital employees or indirectly by contract. The governing body must take actions through the hospital’s QAPI program to: assess the services furnished directly by hospital staff and those services provided under contract, identify quality and performance problems, implement appropriate corrective or improvement activities, and to ensure the monitoring and sustainability of those corrective or improvement activities. See §482.21 QAPI. 

Survey Procedures 
· Ascertain that all contractor services provided in the hospital are in compliance with the Conditions of Participation for hospitals. 



	§482.12(e)(1) The governing body must ensure that the services performed under a contract are provided in a safe and effective manner. 

	Interpretive Guidelines 
Indirect arrangements may take into consideration services provided through formal contracts, joint ventures, informal agreements, shared services, or lease arrangements. The patient care services, and all other services, provided under contract are subject to the same hospital-wide quality assessment and performance improvement (QAPI) evaluation as other services provided directly by the hospital. 

Survey Procedures 
· Determine if the hospital has a mechanism to evaluate the quality of each contracted service and ensures that each contracted service is provided in a safe and effective manner. 

· Review the QAPI plan to ensure that every contracted service is evaluated. 


	Interpretive Guidelines 
Indirect arrangements may take into consideration services provided through formal contracts, joint ventures, informal agreements, shared services, or lease arrangements. The patient care services, and all other services, provided under contract are subject to the same hospital-wide quality assessment and performance improvement (QAPI) evaluation as other services provided directly by the hospital. 

Survey Procedures 
· Determine if the hospital has a mechanism to evaluate the quality of each contracted service and ensures that each contracted service is provided in a safe and effective manner.  

· Review the QAPI plan to ensure that every contracted service is evaluated. 



	§482.12(e)(2) The hospital must maintain a list of all contracted services, including the scope and nature of the services provided. 

	Survey Procedures 
· Review the list of contracted services and verify that there is a delineation of contractor responsibility. 


	Survey Procedures 
· Review the list of contracted services and verify that there is a delineation of contractor responsibility. 



	§482.12(f) Standard: Emergency Services 

	
	Interpretive Guidelines 
The hospital must ensure the emergency services requirements are met. 


	§482.12(f)(1) 
If emergency services are provided at the hospital, the hospital must comply with the requirements of §482.55.
	
	

	§482.12(f)(2) If emergency services are not provided at the hospital, the governing body must assure that the medical staff has written policies and procedures for appraisal of emergencies, initial treatment, and referral when appropriate. 

	Interpretive Guidelines This requirement applies hospital-wide (all on-campus and off-campus locations) to hospitals that do not provide emergency services. 
The hospital must have and implement medical staff policies and procedures for the appraisal of emergencies, initial treatment, and referral when appropriate. 
The hospital must have appropriate policies and procedures in place for dealing with emergency care situations at the hospital. This includes emergencies that occur to hospital patients, staff, visitors, and others at any hospital location and to individuals who come to the hospital or any of its off-campus locations seeking/needing emergency care. Hospital staff at all on-campus and off-campus locations must know what to do when a patient or other individual seeks/needs emergency care. Staff must know the hospital’s policies and procedures and, as appropriate, be capable of appraising, providing initial care, and referring individuals who are seeking or needing emergency care. 

Survey Procedures 
Verify that the medical staff has adopted written policies and procedures for the management of medical or psychiatric emergencies. 

Review emergency care policies and procedures. Do they address emergency procedures for all on-campus and off-campus locations? 
Interview hospital staff at various locations. Can they state their duties and what they are to do if an individual seeks or needs emergency care at their location? 


	Interpretive Guidelines
This requirement applies hospital-wide (all on-campus and off-campus locations) to hospitals that do not provide emergency services. 

Hospitals without emergency departments must have appropriate policies and procedures in place for addressing individuals’ emergency care needs 24 hours per day and 7 days per week, including the following: 
· Appraisal of Persons with Emergencies: A hospital must have medical staff policies and procedures for conducting appraisals of persons with emergencies. The policies and procedures must ensure that: 
· As required by 42 CFR 482.23(b), an RN is immediately available, as needed, to provide bedside care to any patient and that, 
· Among such RN(s) who are immediately available at all times, there must be an RN(s) who is/are qualified, through a combination of education, licensure, and training, to conduct an assessment that enables them to recognize the fact that a person has a need for emergency care. 
The policies and procedures for appraisal should provide that the MD/DO (on-site or on-call) would directly provide appraisals of emergencies or provide medical direction of on-site staff conducting appraisals. 
· Initial Treatment: A hospital must have medical staff policies and procedures for providing the initial treatment needed by persons with emergency conditions. Among the RN(s) who must be available at all times in a hospital as required by 42 CFR 482.23(b), there must be RN(s) who are qualified, through a combination of education, licensure, and training, to provide initial treatment to a person experiencing a medical emergency. The on-site or on-call physician could provide initial treatment directly or provide medical oversight and direction to other staff. This requirement, taken together with other hospital regulatory requirements, suggests that a prudent hospital would evaluate the patient population the hospital routinely cares for in order to anticipate potential emergency care scenarios and develop the policies, procedures, and staffing that would enable it to provide safe and adequate initial treatment of an emergency. 
· Referral when Appropriate: A hospital must have medical staff policies and procedures to address situations in which a person’s emergency needs may exceed the hospital’s capabilities. The policies and procedures should be designed to enable hospital staff members who respond to emergencies to: (a) recognize when a person requires a referral or transfer, and (b) assure appropriate handling of the transfer. This includes arrangement for appropriate transport of the patient. Further, in accordance with the Discharge Planning CoP at 42 CFR 482.43(d), the hospital must transfer patients to appropriate facilities, i.e., those with the appropriate capabilities to handle the patient’s condition. The regulation also requires that necessary medical information be sent along with the patient being transferred. This enables the receiving hospital to treat the medical emergency more efficiently. 
· Patient Transportation and Emergency Medical Services (EMS) A hospital may arrange transportation of the referred patient by several methods, including using the hospital’s own ambulance service, the receiving hospital’s ambulance service, a contracted ambulance service, or, in extraordinary circumstances, alerting EMS via calling 9-1-1. There is no specific Medicare prohibition on a hospital with or without an emergency department calling 9-1-1 in order to obtain transport of a patient to another hospital. Use of 9-1-1 to obtain transport does not, however, relieve the hospital of its obligation to arrange for the patient’s transfer to an appropriate facility and to provide the necessary medical information along with the patient. 
A hospital policy or practice that relies on calling 9-1-1 in order for EMS to substitute its emergency response capabilities for those the hospital is required to maintain, as described above, is not consistent with the Medicare CoPs. For example, a hospital may not rely upon 9-1-1 to provide appraisal and initial treatment of medical emergencies that occur at the hospital. Such policy or practice should be considered as condition-level non-compliance with the applicable CoP, 42 CFR 482.55 or 42 CFR 482.12(f). 
Survey Procedures 
· Verify that the medical staff has adopted written policies and procedures for the management of medical emergencies. 

· Review emergency care policies and procedures. Are they consistent with the expectations articulated above for appraisal, initial treatment, and referral? Do they address emergency procedures for all on-campus and off-campus locations? 

· Interview hospital staff at various locations. Can they state their duties and what they are to do if an individual seeks or needs emergency care at their location? 



	§482.12(f)(3) If emergency services are provided at the hospital but are not provided at one or more off-campus departments of the hospital, the governing body of the hospital must assure that the medical staff has written policies and procedures in effect with respect to the off-campus department(s) for appraisal of emergencies and referral when appropriate. 

	Interpretive Guidelines 
This requirement applies to off-campus non-emergency departments/locations of hospitals that provide emergency services. 

Hospital off-campus non-emergency departments/locations must have and implement medical staff policies and procedures for the appraisal of emergencies and referral when appropriate. 

The hospital must have appropriate policies and procedures in place for dealing with emergency care situations at off-campus non-emergency departments and locations. This includes emergencies that occur to patients, staff, visitors or others at those locations or to individuals who come to those locations seeking/needing emergency care. Hospital staff at those locations must know what to do when any individual seeks/needs emergency care. Staff must know and be able to implement the hospital’s policies and procedures for appraisal and referral of emergencies when appropriate. 
Initial treatment and stabilization of patients needing emergency care must be provided in accordance with the complexity of services provided at that location, the type and qualifications of healthcare staff at that location and the other resources at that location. For example an off-campus cardiac rehabilitation clinic would be expected to have the appropriate qualified staff, equipment (such as a crash cart), and policies and procedures in place to appropriately provide appraisal, initial interventions, and referral of a patient who experiences a cardiac emergency. 
The hospital’s medical staff are responsible for the quality of the medical care provided to patients (See Governing Body and Medical Staff Conditions of Participation (CoP)). The Outpatient Services CoP requires that hospital outpatient services meet the needs of the patients in accordance with acceptable standards of practice, outpatient services must be appropriately organized and integrated with inpatient services, and outpatient services must have appropriate professional and nonprofessional personnel available. The Emergency Services CoP requires the hospital to meet the emergency needs of patients in accordance with accepted standards of practice. The Surgical Services CoP requires that outpatient surgical services must be consistent in quality with inpatient care in accordance with the complexity of services offered. 
See the hospital emergency services CoP (§482.55) for the emergency requirements for hospital locations with emergency services. 

Survey Procedures §482.12(f)(3) 
· Review emergency care policies and procedures. Determine if they address emergency procedures for all off-campus locations? 

· Interview off-campus hospital department staff. Can they state their duties and what they are to do if an individual seeks emergency care? 


	Interpretive Guidelines This requirement applies to any off-campus hospital department/location that does not qualify as a dedicated emergency department in accordance with 42 CFR 489.24(b) and is part of a hospital that provides emergency services. Such departments/locations must have and must implement medical staff policies and procedures for the appraisal of emergencies and referral when appropriate. 

· Appraisal of Persons with Emergencies: A hospital must have medical staff policies and procedures for conducting appraisals of persons with emergencies at off-campus departments/locations that are not dedicated emergency departments. The policies and procedures must ensure that clinical personnel -- who are qualified, through a combination of education, licensure, and training, to conduct an assessment that enables them to recognize the fact that a person has a need for emergency care -- are available during all hours of operation at the off-campus department/location. 
· Referral when Appropriate: A hospital must have medical staff policies and procedures to address situations in which a person’s emergency needs may exceed the capabilities of the off-campus departments/locations that are not dedicated emergency departments. The policies and procedures should be designed to enable staff members at such locations to: (a) recognize when a person requires a referral or transfer, and (b) assure appropriate handling of the transfer. This includes arrangement for appropriate transport of the patient along with the transfer of the patient’s medical information so that the receiving hospital may treat the medical emergency more efficiently. 
· Initial Treatment: Although there is no specific regulatory requirement for such off-campus departments or locations to provide initial treatment of emergencies, nevertheless they are expected to provide treatment and stabilization consistent with the complexity of services, the type and qualifications of clinical staff, and the resources available at that location. This expectation is based on the requirements of the Outpatient Services CoP that hospital outpatient services meet the needs of the patients in accordance with acceptable standards of practice, outpatient services must be appropriately organized and integrated with inpatient services, and outpatient services must have appropriate professional and nonprofessional personnel available. For example, an off-campus cardiac rehabilitation clinic would be expected to have the appropriate qualified staff, equipment (such as a crash cart), and policies and procedures in place to appropriately provide appraisal, initial interventions, and referral of a patient who experiences a cardiac emergency. 
· A hospital policy or practice that relies on calling 9-1-1 in order for EMS to substitute its emergency response capabilities for those the hospital is required to maintain at its off-campus departments/locations, as described above, is not consistent with the Medicare CoPs. However, given the more limited emergency capabilities that may be present in some off-campus departments or locations, calling 9-1-1 to respond to an emergency might be appropriate. 
See the hospital emergency services CoP (42 CFR 482.55) for the emergency requirements for the hospital’s locations that provide emergency services. 

Survey Procedures 

· Review emergency care policies and procedures. Determine if they address emergency procedures for all off-campus locations. 
· Interview off-campus hospital department staff. Can they state their duties and what they are to do if an individual seeks emergency care? 



	
	
	

	
	
	


