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§482.13   Condition of participation: Patient's rights. 
 
A hospital must protect and promote each patient's rights. 
 
(a) Standard: Notice of rights—(1) A hospital must inform each patient, or when appropriate, the 
patient's representative (as allowed under State law), of the patient's rights, in advance of furnishing or 
discontinuing patient care whenever possible. 
 
(2) The hospital must establish a process for prompt resolution of patient grievances and must inform 
each patient whom to contact to file a grievance. The hospital's governing body must approve and be 
responsible for the effective operation of the grievance process and must review and resolve grievances, 
unless it delegates the responsibility in writing to a grievance committee. The grievance process must 
include a mechanism for timely referral of patient concerns regarding quality of care or premature 
discharge to the appropriate Utilization and Quality Control Quality Improvement Organization. At a 
minimum: 
 
(i) The hospital must establish a clearly explained procedure for the submission of a patient's written or 
verbal grievance to the hospital. 
 
(ii) The grievance process must specify time frames for review of the grievance and the provision of a 
response. 
 
(iii) In its resolution of the grievance, the hospital must provide the patient with written notice of its 
decision that contains the name of the hospital contact person, the steps taken on behalf of the patient 
to investigate the grievance, the results of the grievance process, and the date of completion. 
 
(b) Standard: Exercise of rights. (1) The patient has the right to participate in the development and 
implementation of his or her plan of care. 
 
(2) The patient or his or her representative (as allowed under State law) has the right to make informed 
decisions regarding his or her care. The patient's rights include being informed of his or her health 
status, being involved in care planning and treatment, and being able to request or refuse treatment. 
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This right must not be construed as a mechanism to demand the provision of treatment or services 
deemed medically unnecessary or inappropriate. 
 
(3) The patient has the right to formulate advance directives and to have hospital staff and practitioners 
who provide care in the hospital comply with these directives, in accordance with §489.100 of this part 
(Definition), §489.102 of this part (Requirements for providers), and §489.104 of this part (Effective 
dates). 
 
(4) The patient has the right to have a family member or representative of his or her choice and his or 
her own physician notified promptly of his or her admission to the hospital. 
 
(c) Standard: Privacy and safety. (1) The patient has the right to personal privacy. 
 
(2) The patient has the right to receive care in a safe setting. 
 
(3) The patient has the right to be free from all forms of abuse or harassment. 
 
(d) Standard: Confidentiality of patient records. (1) The patient has the right to the confidentiality of his 
or her clinical records. 
 
(2) The patient has the right to access information contained in his or her clinical records their medical 
records, upon an oral or written request, in the form and format requested by the individual, if it is 
readily producible in such form and format (including in an electronic form or format when such medical 
records are maintained electronically); or, if not, in a readable hard copy form or such other form and 
format as agreed to by the facility and the individual, including current medical records, within a 
reasonable time frame. The hospital must not frustrate the legitimate efforts of individuals to gain 
access to their own medical records and must actively seek to meet these requests as quickly as its 
record keeping system permits. 
 
(e) Standard: Restraint or seclusion. All patients have the right to be free from physical or mental abuse, 
and corporal punishment. All patients have the right to be free from restraint or seclusion, of any form, 
imposed as a means of coercion, discipline, convenience, or retaliation by staff. Restraint or seclusion 
may only be imposed to ensure the immediate physical safety of the patient, a staff member, or others 
and must be discontinued at the earliest possible time. 
 
(1) Definitions. (i) A restraint is— 
 
(A) Any manual method, physical or mechanical device, material, or equipment that immobilizes or 
reduces the ability of a patient to move his or her arms, legs, body, or head freely; or 
 
(B) A drug or medication when it is used as a restriction to manage the patient's behavior or restrict the 
patient's freedom of movement and is not a standard treatment or dosage for the patient's condition. 
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(C) A restraint does not include devices, such as orthopedically prescribed devices, surgical dressings or 
bandages, protective helmets, or other methods that involve the physical holding of a patient for the 
purpose of conducting routine physical examinations or tests, or to protect the patient from falling out 
of bed, or to permit the patient to participate in activities without the risk of physical harm (this does 
not include a physical escort). 
 
(ii) Seclusion is the involuntary confinement of a patient alone in a room or area from which the patient 
is physically prevented from leaving. Seclusion may only be used for the management of violent or self-
destructive behavior. 
 
(2) Restraint or seclusion may only be used when less restrictive interventions have been determined to 
be ineffective to protect the patient a staff member or others from harm. 
 
(3) The type or technique of restraint or seclusion used must be the least restrictive intervention that 
will be effective to protect the patient, a staff member, or others from harm. 
 
(4) The use of restraint or seclusion must be— 
 
(i) In accordance with a written modification to the patient's plan of care; and 
 
(ii) Implemented in accordance with safe and appropriate restraint and seclusion techniques as 
determined by hospital policy in accordance with State law. 
 
(5) The use of restraint or seclusion must be in accordance with the order of a physician or other 
licensed independent practitioner who is responsible for the care of the patient as specified under 
§482.12(c) and authorized to order restraint or seclusion by hospital policy in accordance with State law. 
 
(6) Orders for the use of restraint or seclusion must never be written as a standing order or on an as 
needed basis (PRN). 
 
(7) The attending physician must be consulted as soon as possible if the attending physician did not 
order the restraint or seclusion. 
 
(8) Unless superseded by State law that is more restrictive— 
 
(i) Each order for restraint or seclusion used for the management of violent or self-destructive behavior 
that jeopardizes the immediate physical safety of the patient, a staff member, or others may only be 
renewed in accordance with the following limits for up to a total of 24 hours: 
 
(A) 4 hours for adults 18 years of age or older; 
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(B) 2 hours for children and adolescents 9 to 17 years of age; or 
 
(C) 1 hour for children under 9 years of age; and 
 
(ii) After 24 hours, before writing a new order for the use of restraint or seclusion for the management 
of violent or self-destructive behavior, a physician or other licensed independent practitioner who is 
responsible for the care of the patient as specified under §482.12(c) of this part and authorized to order 
restraint or seclusion by hospital policy in accordance with State law must see and assess the patient. 
 
(iii) Each order for restraint used to ensure the physical safety of the non-violent or non-self-destructive 
patient may be renewed as authorized by hospital policy. 
 
(9) Restraint or seclusion must be discontinued at the earliest possible time, regardless of the length of 
time identified in the order. 
 
(10) The condition of the patient who is restrained or secluded must be monitored by a physician, other 
licensed independent practitioner, or trained staff that have completed the training criteria specified in 
paragraph (f) of this section at an interval determined by hospital policy. 
 
(11) Physician and other licensed independent practitioner training requirements must be specified in 
hospital policy. At a minimum, physicians and other licensed independent practitioners authorized to 
order restraint or seclusion by hospital policy in accordance with State law must have a working 
knowledge of hospital policy regarding the use of restraint or seclusion. 
 
(12) When restraint or seclusion is used for the management of violent or self-destructive behavior that 
jeopardizes the immediate physical safety of the patient, a staff member, or others, the patient must be 
seen face-to-face within 1 hour after the initiation of the intervention— 
 
(i) By a— 
 
(A) Physician or other licensed independent practitioner; or 
 
(B) Registered nurse or physician assistant who has been trained in accordance with the requirements 
specified in paragraph (f) of this section. 
 
(ii) To evaluate— 
 
(A) The patient's immediate situation; 
 
(B) The patient's reaction to the intervention; 
 
(C) The patient's medical and behavioral condition; and 
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(D) The need to continue or terminate the restraint or seclusion. 
 
(13) States are free to have requirements by statute or regulation that are more restrictive than those 
contained in paragraph (e)(12)(i) of this section. 
 
(14) If the face-to-face evaluation specified in paragraph (e)(12) of this section is conducted by a trained 
registered nurse or physician assistant, the trained registered nurse or physician assistant must consult 
the attending physician or other licensed independent practitioner who is responsible for the care of the 
patient as specified under §482.12(c) as soon as possible after the completion of the 1-hour face-to-face 
evaluation. 
 
(15) All requirements specified under this paragraph are applicable to the simultaneous use of restraint 
and seclusion. Simultaneous restraint and seclusion use is only permitted if the patient is continually 
monitored— 
 
(i) Face-to-face by an assigned, trained staff member; or 
 
(ii) By trained staff using both video and audio equipment. This monitoring must be in close proximity to 
the patient. 
 
(16) When restraint or seclusion is used, there must be documentation in the patient's medical record of 
the following: 
 
(i) The 1-hour face-to-face medical and behavioral evaluation if restraint or seclusion is used to manage 
violent or self-destructive behavior; 
 
(ii) A description of the patient's behavior and the intervention used; 
 
(iii) Alternatives or other less restrictive interventions attempted (as applicable); 
 
(iv) The patient's condition or symptom(s) that warranted the use of the restraint or seclusion; and 
 
(v) The patient's response to the intervention(s) used, including the rationale for continued use of the 
intervention. 
 
(f) Standard: Restraint or seclusion: Staff training requirements. The patient has the right to safe 
implementation of restraint or seclusion by trained staff. 
 
(1) Training intervals. Staff must be trained and able to demonstrate competency in the application of 
restraints, implementation of seclusion, monitoring, assessment, and providing care for a patient in 
restraint or seclusion— 
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(i) Before performing any of the actions specified in this paragraph; 
 
(ii) As part of orientation; and 
 
(iii) Subsequently on a periodic basis consistent with hospital policy. 
 
(2) Training content. The hospital must require appropriate staff to have education, training, and 
demonstrated knowledge based on the specific needs of the patient population in at least the following: 
 
(i) Techniques to identify staff and patient behaviors, events, and environmental factors that may trigger 
circumstances that require the use of a restraint or seclusion. 
 
(ii) The use of nonphysical intervention skills. 
 
(iii) Choosing the least restrictive intervention based on an individualized assessment of the patient's 
medical, or behavioral status or condition. 
 
(iv) The safe application and use of all types of restraint or seclusion used in the hospital, including 
training in how to recognize and respond to signs of physical and psychological distress (for example, 
positional asphyxia); 
 
(v) Clinical identification of specific behavioral changes that indicate that restraint or seclusion is no 
longer necessary. 
 
(vi) Monitoring the physical and psychological well-being of the patient who is restrained or secluded, 
including but not limited to, respiratory and circulatory status, skin integrity, vital signs, and any special 
requirements specified by hospital policy associated with the 1-hour face-to-face evaluation. 
 
(vii) The use of first aid techniques and certification in the use of cardiopulmonary resuscitation, 
including required periodic recertification. 
 
(3) Trainer requirements. Individuals providing staff training must be qualified as evidenced by 
education, training, and experience in techniques used to address patients' behaviors. 
 
(4) Training documentation. The hospital must document in the staff personnel records that the training 
and demonstration of competency were successfully completed. 
 
(g) Standard: Death reporting requirements: Hospitals must report deaths associated with the use of 
seclusion or restraint. 
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(1) With the exception of deaths described under paragraph (g)(2) of this section, the hospital must 
report the following information to CMS by telephone, facsimile, or electronically, as determined by 
CMS, no later than the close of business on the next business day following knowledge of the patient's 
death: 
 
(i) Each death that occurs while a patient is in restraint or seclusion. 
 
(ii) Each death that occurs within 24 hours after the patient has been removed from restraint or 
seclusion. 
 
(iii) Each death known to the hospital that occurs within 1 week after restraint or seclusion where it is 
reasonable to assume that use of restraint or placement in seclusion contributed directly or indirectly to 
a patient's death, regardless of the type(s) of restraint used on the patient during this time. “Reasonable 
to assume” in this context includes, but is not limited to, deaths related to restrictions of movement for 
prolonged periods of time, or death related to chest compression, restriction of breathing, or 
asphyxiation. 
 
(2) When no seclusion has been used and when the only restraints used on the patient are those applied 
exclusively to the patient's wrist(s), and which are composed solely of soft, non-rigid, cloth-like 
materials, the hospital staff must record in an internal log or other system, the following information: 
 
(i) Any death that occurs while a patient is in such restraints. 
 
(ii) Any death that occurs within 24 hours after a patient has been removed from such restraints. 
 
(3) The staff must document in the patient's medical record the date and time the death was: 
 
(i) Reported to CMS for deaths described in paragraph (g)(1) of this section; or 
 
(ii) Recorded in the internal log or other system for deaths described in paragraph (g)(2) of this section. 
 
(4) For deaths described in paragraph (g)(2) of this section, entries into the internal log or other system 
must be documented as follows: 
 
(i) Each entry must be made not later than seven days after the date of death of the patient. 
 
(ii) Each entry must document the patient's name, date of birth, date of death, name of attending 
physician or other licensed independent practitioner who is responsible for the care of the patient as 
specified under §482.12(c), medical record number, and primary diagnosis(es). 
 
(iii) The information must be made available in either written or electronic form to CMS immediately 
upon request. 
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(h) Standard: Patient visitation rights. A hospital must have written policies and procedures regarding 
the visitation rights of patients, including those setting forth any clinically necessary or reasonable 
restriction or limitation that the hospital may need to place on such rights and the reasons for the 
clinical restriction or limitation. A hospital must meet the following requirements: 
 
(1) Inform each patient (or support person, where appropriate) of his or her visitation rights, including 
any clinical restriction or limitation on such rights, when he or she is informed of his or her other rights 
under this section. 
 
(2) Inform each patient (or support person, where appropriate) of the right, subject to his or her 
consent, to receive the visitors whom he or she designates, including, but not limited to, a spouse, a 
domestic partner (including a same-sex domestic partner), another family member, or a friend, and his 
or her right to withdraw or deny such consent at any time. 
 
(3) Not restrict, limit, or otherwise deny visitation privileges on the basis of race, color, national origin, 
religion, sex, gender identity, sexual orientation, or disability. 
 
(4) Ensure that all visitors enjoy full and equal visitation privileges consistent with patient preferences. 
 
(i) Standard: Non-discrimination. A hospital must meet the following requirements: 
 
(1) Not discriminate on the basis of race, color, religion, national origin, sex (including gender identity), 
sexual orientation, age, or disability. 
 
(2) Establish and implement a written policy prohibiting discrimination on the basis of race, color, 
religion, national origin, sex (including gender identity), sexual orientation, age, or disability. 
 
(3) Inform each patient (and/or support person, where appropriate), in a language he or she can 
understand, of his or her right to be free from discrimination against them and how to file a complaint if 
they encounter discrimination when he or she is informed of his or her other rights under this section. 
 
§482.21   Condition of participation: Quality assessment and performance improvement program. 
 
The hospital must develop, implement, and maintain an effective, ongoing, hospital-wide, data-driven 
quality assessment and performance improvement program. The hospital's governing body must ensure 
that the program reflects the complexity of the hospital's organization and services; involves all hospital 
departments and services (including those services furnished under contract or arrangement); and 
focuses on indicators related to improved health outcomes and the prevention and reduction of medical 
errors. The hospital must maintain and demonstrate evidence of its QAPI program for review by CMS.  
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(a) Standard: Program scope. (1) The program must include, but not be limited to, an ongoing program 
that shows measurable improvement in indicators for which there is evidence that it will improve health 
outcomes and identify and reduce medical errors.  
 
(2) The hospital must measure, analyze, and track quality indicators, including adverse patient events, 
and other aspects of performance that assess processes of care, hospital service and operations.  
 
(b) Standard: Program data. (1) The program must incorporate quality indicator data including patient 
care data, and other relevant data, for example, information submitted to, or received from, the 
hospital's Quality Improvement Organization.  such as data submitted to or received from Medicare 
quality reporting and quality performance programs, including but not limited to data related to hospital  
readmissions and hospital-acquired conditions. 
 
(2) The hospital must use the data collected to—  
 
(i) Monitor the effectiveness and safety of services and quality of care; and  
 
(ii) Identify opportunities for improvement and changes that will lead to improvement.  
 
(3) The frequency and detail of data collection must be specified by the hospital's governing body.  
 
(c) Standard: Program activities. (1) The hospital must set priorities for its performance improvement 
activities that—  
 
(i) Focus on high-risk, high-volume, or problem-prone areas;  
 
(ii) Consider the incidence, prevalence, and severity of problems in those areas; and  
 
(iii) Affect health outcomes, patient safety, and quality of care.  
 
(2) Performance improvement activities must track medical errors and adverse patient events, analyze 
their causes, and implement preventive actions and mechanisms that include feedback and learning 
throughout the hospital.  
 
(3) The hospital must take actions aimed at performance improvement and, after implementing those 
actions, the hospital must measure its success, and track performance to ensure that improvements are 
sustained.  
 
(d) Standard: Performance improvement projects. As part of its quality assessment and performance 
improvement program, the hospital must conduct performance improvement projects.  
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(1) The number and scope of distinct improvement projects conducted annually must be proportional to 
the scope and complexity of the hospital's services and operations.  
 
(2) A hospital may, as one of its projects, develop and implement an information technology system 
explicitly designed to improve patient safety and quality of care. This project, in its initial stage of 
development, does not need to demonstrate measurable improvement in indicators related to health 
outcomes.  
 
(3) The hospital must document what quality improvement projects are being conducted, the reasons 
for conducting these projects, and the measurable progress achieved on these projects.  
 
(4) A hospital is not required to participate in a QIO cooperative project, but its own projects are 
required to be of comparable effort.  
 
(e) Standard: Executive responsibilities. The hospital's governing body (or organized group or individual 
who assumes full legal authority and responsibility for operations of the hospital), medical staff, and 
administrative officials are responsible and accountable for ensuring the following:  
 
(1) That an ongoing program for quality improvement and patient safety, including the reduction of 
medical errors, is defined, implemented, and maintained.  
 
(2) That the hospital-wide quality assessment and performance improvement efforts address priorities 
for improved quality of care and patient safety; and that all improvement actions are evaluated.  
 
(3) That clear expectations for safety are established.  
 
(4) That adequate resources are allocated for measuring, assessing, improving, and sustaining the 
hospital's performance and reducing risk to patients.  
 
(5) That the determination of the number of distinct improvement projects is conducted annually. 
 
 
§482.23   Condition of participation: Nursing services. 
 
The hospital must have an organized nursing service that provides 24-hour nursing services. The nursing 
services must be furnished or supervised by a registered nurse.  
 
(a) Standard: Organization. The hospital must have a well-organized service with a plan of administrative 
authority and delineation of responsibilities for patient care. The director of the nursing service must be 
a licensed registered nurse. He or she is responsible for the operation of the service, including 
determining the types and numbers of nursing personnel and staff necessary to provide nursing care for 
all areas of the hospital.  
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(b) Standard: Staffing and delivery of care. The nursing service must have adequate numbers of licensed 
registered nurses, licensed practical (vocational) nurses, and other personnel to provide nursing care to 
all patients as needed. There must be supervisory and staff personnel for each department or nursing 
unit to ensure, when needed, the immediate availability of a registered nurse for bedside the care of any 
patient.  
 
(1) The hospital must provide 24-hour nursing services furnished or supervised by a registered nurse, 
and have a licensed practical nurse or registered nurse on duty at all times, except for rural hospitals 
that have in effect a 24-hour nursing waiver granted under §488.54(c) of this chapter.  
 
(2) The nursing service must have a procedure to ensure that hospital nursing personnel for whom 
licensure is required have valid and current licensure.  
 
(3) A registered nurse must supervise and evaluate the nursing care for each patient.  
 
(4) The hospital must ensure that the nursing staff develops, and keeps current, current for each patient,  
a nursing care plan for each patient. that reflects the patient’s goals and the nursing care to be provided 
to meet the patient’s needs.  The nursing care plan may be part of an interdisciplinary care plan.  
 
(5) A registered nurse must assign the nursing care of each patient to other nursing personnel in 
accordance with the patient's needs and the specialized qualifications and competence of the nursing 
staff available.  
 
(6) Non-employee licensed nurses who are working  All licensed nurses who provide services in the 
hospital must adhere to the policies and procedures of the hospital. The director of nursing service must 
provide for the adequate supervision and evaluation of the clinical activities of non-employee all nursing 
personnel which occur within the responsibility of the nursing service., regardless of the mechanism 
through which those personnel are providing services (that is, hospital employee, contract, lease, other 
agreement, or volunteer).  
 
(7) The hospital must have policies and procedures in place establishing which outpatient departments, 
if any, are not required under hospital policy to have a registered nurse present. The policies and 
procedures must: 
 
(i) Establish the criteria such outpatient departments must meet, taking into account the types of 
services delivered, the general level of acuity of patients served by the department, and the established  
standards of practice for the services delivered; 
 
(ii) Establish alternative staffing plans; 
 
(iii) Be approved by the medical staff; 
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(iv) Be reviewed at least once every three years. 
 
   
(c) Standard: Preparation and administration of drugs. (1) Drugs and biologicals must be prepared and 
administered in accordance with Federal and State laws, the orders of the practitioner or practitioners 
responsible for the patient's care as specified under §482.12(c), and accepted standards of practice. 
 
(i) Drugs and biologicals may be prepared and administered on the orders of other practitioners not 
specified under §482.12(c) only if such practitioners are acting in accordance with State law, including 
scope-of-practice laws, hospital policies, and medical staff bylaws, rules, and regulations. 
 
(ii) Drugs and biologicals may be prepared and administered on the orders contained within pre-printed 
and electronic standing orders, order sets, and protocols for patient orders only if such orders meet the 
requirements of §482.24(c)(3). 
 
(2) All drugs and biologicals must be administered by, or under supervision of, nursing or other 
personnel in accordance with Federal and State laws and regulations, including applicable licensing 
requirements, and in accordance with the approved medical staff policies and procedures. 
 
(3) With the exception of influenza and pneumococcal vaccines, which may be administered per 
physician-approved hospital policy after an assessment of contraindications, orders for drugs and 
biologicals must be documented and signed by a practitioner who is authorized to write orders in 
accordance with State law and hospital policy, and who is responsible for the care of the patient as 
specified under §482.12(c). 
 
(i) If verbal orders are used, they are to be used infrequently. 
 
(ii) When verbal orders are used, they must only be accepted by persons who are authorized to do so by 
hospital policy and procedures consistent with Federal and State law. 
 
(iii) Orders for drugs and biologicals may be documented and signed by other practitioners not specified 
under §482.12(c) only if such practitioners are acting in accordance with State law, including scope-of-
practice laws, hospital policies, and medical staff bylaws, rules, and regulations. 
 
(4) Blood transfusions and intravenous medications must be administered in accordance with State law 
and approved medical staff policies and procedures. 
 
(5) There must be a hospital procedure for reporting transfusion reactions, adverse drug reactions, and 
errors in administration of drugs. 
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(6) The hospital may allow a patient (or his or her caregiver/support person where appropriate) to self-
administer both hospital-issued medications and the patient's own medications brought into the 
hospital, as defined and specified in the hospital's policies and procedures. 
 
(i) If the hospital allows a patient to self-administer specific hospital-issued medications, then the 
hospital must have policies and procedures in place to: 
 
(A) Ensure that a practitioner responsible for the care of the patient has issued an order, consistent with 
hospital policy, permitting self-administration. 
 
(B) Assess the capacity of the patient (or the patient's caregiver/support person where appropriate) to 
self-administer the specified medication(s). 
 
(C) Instruct the patient (or the patient's caregiver/support person where appropriate) in the safe and 
accurate administration of the specified medication(s). 
 
(D) Address the security of the medication(s) for each patient. 
 
(E) Document the administration of each medication, as reported by the patient (or the patient's 
caregiver/support person where appropriate), in the patient's medical record. 
 
(ii) If the hospital allows a patient to self-administer his or her own specific medications brought into the 
hospital, then the hospital must have policies and procedures in place to: 
 
(A) Ensure that a practitioner responsible for the care of the patient has issued an order, consistent with 
hospital policy, permitting self-administration of medications the patient brought into the hospital. 
 
(B) Assess the capacity of the patient (or the patient's caregiver/support person where appropriate) to 
self-administer the specified medication(s), and also determine if the patient (or the patient's 
caregiver/support person where appropriate) needs instruction in the safe and accurate administration 
of the specified medication(s). 
 
(C) Identify the specified medication(s) and visually evaluate the medication(s) for integrity. 
 
(D) Address the security of the medication(s) for each patient. 
 
(E) Document the administration of each medication, as reported by the patient (or the patient's 
caregiver/support person where appropriate), in the patient's medical record. 
 
§482.24   Condition of participation: Medical record services. 
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The hospital must have a medical record service that has administrative responsibility for medical 
records. A medical record must be maintained for every individual evaluated or treated in the hospital.  
 
(a) Standard: Organization and staffing. The organization of the medical record service must be 
appropriate to the scope and complexity of the services performed. The hospital must employ adequate 
personnel to ensure prompt completion, filing, and retrieval of records.  
 
(b) Standard: Form and retention of record. The hospital must maintain a medical record for each 
inpatient and outpatient. Medical records must be accurately written, promptly completed, properly 
filed and retained, and accessible. The hospital must use a system of author identification and record 
maintenance that ensures the integrity of the authentification and protects the security of all record 
entries.  
 
(1) Medical records must be retained in their original or legally reproduced form for a period of at least 5 
years.  
 
(2) The hospital must have a system of coding and indexing medical records. The system must allow for 
timely retrieval by diagnosis and procedure, in order to support medical care evaluation studies. 
 
(3) The hospital must have a procedure for ensuring the confidentiality of patient records. In-formation 
from or copies of records may be released only to authorized individuals, and the hospital must ensure 
that unauthorized individuals cannot gain access to or alter patient records. Original medical records 
must be released by the hospital only in accordance with Federal or State laws, court orders, or 
subpoenas.  
 
(c) Standard: Content of record. The medical record must contain information to justify all admissions 
and continued hospitalizations, support the diagnosis, and diagnoses, describe the patient's progress 
and response to medications and services., and document all inpatient stays and outpatient visits to 
reflect all services provided to the patient. 
 
(1) All patient medical record entries must be legible, complete, dated, timed, and authenticated in 
written or electronic form by the person responsible for providing or evaluating the service provided, 
consistent with hospital policies and procedures. 
 
(2) All orders, including verbal orders, must be dated, timed, and authenticated promptly by the 
ordering practitioner or by another practitioner who is responsible for the care of the patient only if 
such a practitioner is acting in accordance with State law, including scope-of-practice laws, hospital 
policies, and medical staff bylaws, rules, and regulations. 
 
(3) Hospitals may use pre-printed and electronic standing orders, order sets, and protocols for patient 
orders only if the hospital: 
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(i) Establishes that such orders and protocols have been reviewed and approved by the medical staff and 
the hospital's nursing and pharmacy leadership; 
 
(ii) Demonstrates that such orders and protocols are consistent with nationally recognized and evidence-
based guidelines; 
 
(iii) Ensures that the periodic and regular review of such orders and protocols is conducted by the 
medical staff and the hospital's nursing and pharmacy leadership to determine the continuing 
usefulness and safety of the orders and protocols; and 
 
(iv) Ensures that such orders and protocols are dated, timed, and authenticated promptly in the 
patient's medical record by the ordering practitioner or by another practitioner responsible for the care 
of the patient only if such a practitioner is acting in accordance with State law, including scope-of-
practice laws, hospital policies, and medical staff bylaws, rules, and regulations. 
 
(4) All records must document the following, as appropriate:  
 
(i) Evidence of— 
 
(A) A medical history and physical examination completed and documented no more than 30 days 
before or 24 hours after admission or registration, but prior to surgery or a procedure requiring 
anesthesia services. The medical history and physical examination must be placed in the patient's 
medical record within 24 hours after admission or registration, but prior to surgery or a procedure 
requiring anesthesia services. 
 
(B) An updated examination of the patient, including any changes in the patient's condition, when the 
medical history and physical examination are completed within 30 days before admission or registration. 
Documentation of the updated examination must be placed in the patient's medical record within 24 
hours after admission or registration, but prior to surgery or a procedure requiring anesthesia services. 
 
(ii) Admitting diagnosis.  All diagnoses specific to each inpatient stay and outpatient visit. 
 
(iii) Results of all consultative evaluations of the patient and appropriate findings by clinical and other 
staff involved in the care of the patient.  
 
(iv) Documentation of complications, hospital acquired infections, and unfavorable reactions to drugs 
and anesthesia.  hospital-acquired conditions, healthcare associated infections, and adverse reactions to 
drugs and anesthesia. 
 
(v) Properly executed informed consent forms for procedures and treatments specified by the medical 
staff, or by Federal or State law if applicable, to require written patient consent.  
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(vi) All practitioners' progress notes and orders, nursing notes, reports of treatment, interventions, 
responses to interventions, medication records, radiology, and laboratory reports, and vital signs and 
other information necessary to monitor the patient's condition.  and to reflect all services provided to 
the patient. 
 
(vii) Discharge summary and transfer summaries with outcomes of all hospitalizations, disposition of 
cases, and provisions for follow-up care.  for all inpatient and outpatient visits to reflect the scope of all 
services received by the patient. 
 
(viii) Final diagnosis with completion of medical records within 30 days following discharge. all inpatient 
stays, and within 7 days following all outpatient visits. 
 
§482.27   Condition of participation: Laboratory services. 
 
The hospital must maintain, or have available, adequate laboratory services to meet the needs of its 
patients. The hospital must ensure that all laboratory services provided to its patients are performed in 
a facility certified in accordance with part 493 of this chapter.  
 
(a) Standard: Adequacy of laboratory services. The hospital must have laboratory services available, 
either directly or through a contractual agreement with a certified laboratory that meets requirements 
of part 493 of this chapter. 
 
(1) Emergency laboratory services must be available 24 hours a day. 
 
(2) A written description of services provided must be available to the medical staff. 
 
(3) The laboratory must make provision for proper receipt and reporting of tissue specimens. 
 
(4) The medical staff and a pathologist must determine which tissue specimens require a macroscopic 
(gross) examination and which require both macroscopic and microscopic examinations.  
 
(b) Standard: Potentially infectious blood and blood components—(1) Potentially human 
immunodeficiency virus (HIV) infectious blood and blood components. Potentially HIV infectious blood 
and blood components are prior collections from a donor— 
 
(i) Who tested negative at the time of donation but tests reactive for evidence of HIV infection on a later 
donation; 
 
(ii) Who tests positive on the supplemental (additional, more specific) test or other follow-up testing 
required by FDA; and 
 
(iii) For whom the timing of seroconversion cannot be precisely estimated. 
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(2) Potentially hepatitis C virus (HCV) infectious blood and blood components. Potentially HCV infectious 
blood and blood components are the blood and blood components identified in 21 CFR 610.47. 
 
(3) Services furnished by an outside blood collecting establishment. If a hospital regularly uses the 
services of an outside blood collecting establishment, it must have an agreement with the blood 
collecting establishment that governs the procurement, transfer, and availability of blood and blood 
components. The agreement must require that the blood collecting establishment notify the hospital— 
 
(i) Within 3 calendar days if the blood collecting establishment supplied blood and blood components 
collected from a donor who tested negative at the time of donation but tests reactive for evidence of 
HIV or HCV infection on a later donation or who is determined to be at increased risk for transmitting 
HIV or HCV infection; 
 
(ii) Within 45 days of the test, of the results of the supplemental (additional, more specific) test for HIV 
or HCV, as relevant, or other follow-up testing required by FDA; and 
 
(iii) Within 3 calendar days after the blood collecting establishment supplied blood and blood 
components collected from an infectious donor, whenever records are available, as set forth at 21 CFR 
610.48(b)(3). 
 
(4) Quarantine and disposition of blood and blood components pending completion of testing. If the 
blood collecting establishment (either internal or under an agreement) notifies the hospital of the 
reactive HIV or HCV screening test results, the hospital must determine the disposition of the blood or 
blood product and quarantine all blood and blood components from previous donations in inventory. 
 
(i) If the blood collecting establishment notifies the hospital that the result of the supplemental 
(additional, more specific) test or other follow-up testing required by FDA is negative, absent other 
informative test results, the hospital may release the blood and blood components from quarantine. 
 
(ii) If the blood collecting establishment notifies the hospital that the result of the supplemental, 
(additional, more specific) test or other follow-up testing required by FDA is positive, the hospital 
must— 
 
(A) Dispose of the blood and blood components; and 
 
(B) Notify the transfusion beneficiaries as set forth in paragraph (b)(6) of this section. 
 
(iii) If the blood collecting establishment notifies the hospital that the result of the supplemental, 
(additional, more specific) test or other follow-up testing required by FDA is indeterminate, the hospital 
must destroy or label prior collections of blood or blood components held in quarantine as set forth at 
21 CFR 610.46(b)(2), 610.47(b)(2), and 610.48(c)(2). 
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(5) Recordkeeping by the hospital. The hospital must maintain— 
 
(i) Records of the source and disposition of all units of blood and blood components for at least 10 years 
from the date of disposition in a manner that permits prompt retrieval; and 
 
(ii) A fully funded plan to transfer these records to another hospital or other entity if such hospital 
ceases operation for any reason. 
 
(6) Patient notification. If the hospital has administered potentially HIV or HCV infectious blood or blood 
components (either directly through its own blood collecting establishment or under an agreement) or 
released such blood or blood components to another entity or individual, the hospital must take the 
following actions: 
 
(i) Make reasonable attempts to notify the patient, or to notify the attending physician or the physician 
who ordered the blood or blood component and ask the physician to notify the patient, or other 
individual as permitted under paragraph (b)(10) of this section, that potentially HIV or HCV infectious 
blood or blood components were transfused to the patient and that there may be a need for HIV or HCV 
testing and counseling. 
 
(ii) If the physician is unavailable or declines to make the notification, make reasonable attempts to give 
this notification to the patient, legal guardian, or relative. 
 
(iii) Document in the patient's medical record the notification or attempts to give the required 
notification. 
 
(7) Timeframe for notification—(i) For donors tested on or after February 20, 2008. For notifications 
resulting from donors tested on or after February 20, 2008 as set forth at 21 CFR 610.46 and 21 CFR 
610.47 the notification effort begins when the blood collecting establishment notifies the hospital that it 
received potentially HIV or HCV infectious blood and blood components. The hospital must make 
reasonable attempts to give notification over a period of 12 weeks unless— 
 
(A) The patient is located and notified; or 
 
(B) The hospital is unable to locate the patient and documents in the patient's medical record the 
extenuating circumstances beyond the hospital's control that caused the notification timeframe to 
exceed 12 weeks. 
 
(ii) For donors tested before February 20, 2008. For notifications resulting from donors tested before 
February 20, 2008 as set forth at 21 CFR 610.48(b) and (c), the notification effort begins when the blood 
collecting establishment notifies the hospital that it received potentially HCV infectious blood and blood 
components. The hospital must make reasonable attempts to give notification and must complete the 
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actions within 1 year of the date on which the hospital received notification from the outside blood 
collecting establishment. 
 
(8) Content of notification. The notification must include the following information: 
 
(i) A basic explanation of the need for HIV or HCV testing and counseling; 
 
(ii) Enough oral or written information so that an informed decision can be made about whether to 
obtain HIV or HCV testing and counseling; and 
 
(iii) A list of programs or places where the person can obtain HIV or HCV testing and counseling, 
including any requirements or restrictions the program may impose. 
 
(9) Policies and procedures. The hospital must establish policies and procedures for notification and 
documentation that conform to Federal, State, and local laws, including requirements for the 
confidentiality of medical records and other patient information. 
 
(10) Notification to legal representative or relative. If the patient has been adjudged incompetent by a 
State court, the physician or hospital must notify a legal representative designated in accordance with 
State law. If the patient is competent, but State law permits a legal representative or relative to receive 
the information on the patient's behalf, the physician or hospital must notify the patient or his or her 
legal representative or relative. For possible HIV infectious transfusion beneficiaries that are deceased, 
the physician or hospital must inform the deceased patient's legal representative or relative. If the 
patient is a minor, the parents or legal guardian must be notified. 
 
(11) Applicability. HCV notification requirements resulting from donors tested before February 20, 2008 
as set forth at 21 CFR 610.48 will expire on August 24, 2015. 
 
(c) General blood safety issues. For lookback activities only related to new blood safety issues that are 
identified after August 24, 2007, hospitals must comply with FDA regulations as they pertain to blood 
safety issues in the following areas: 
 
(1) Appropriate testing and quarantining of infectious blood and blood components. 
 
(2) Notification and counseling of beneficiaries that may have received infectious blood and blood 
components. 
 
§482.42   Condition of participation: Infection control. prevention and control and antibiotic 
stewardship programs. 
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The hospital must provide a sanitary environment to avoid sources and transmission of infections and 
communicable diseases. There must be an active program for the prevention, control, and investigation 
of infections and communicable diseases. 
 
(a) Standard: Organization and policies. A person or persons must be designated as infection control 
officer or officers to develop and implement policies governing control of infections and communicable 
diseases. The infection control officer or officers must develop a system for identifying, reporting, 
investigating, and controlling infections and communicable diseases of patients and personnel. 
 
(b) Standard: Responsibilities of chief executive officer, medical staff, and director of nursing services. 
The chief executive officer, the medical staff, and the director of nursing services must— 
 
(1) Ensure that the hospital-wide quality assessment and performance improvement (QAPI) program 
and training programs address problems identified by the infection control officer or officers; and 
 
(2) Be responsible for the implementation of successful corrective action plans in affected problem 
areas. 
 
The hospital must have active hospital-wide programs for the surveillance, prevention, and control of 
HAIs and other infectious diseases, and for the optimization of antibiotic use through stewardship. The 
programs must demonstrate adherence to nationally recognized infection prevention and control 
guidelines, as well as best practices for improving antibiotic use, where applicable, for reducing the 
development and transmission of HAIs and antibiotic-resistant organisms. Infection prevention and 
control problems and antibiotic use issues identified in the programs must be addressed in collaboration  
with the hospital-wide quality assessment and performance improvement (QAPI) program. 
 
(a) Standard: Infection prevention and control program organization and policies. The hospital must 
ensure all of the following: 
 
(1) An individual (or individuals), who are qualified through education, training, experience, or 
certification in infection prevention and control, are appointed by the governing body as the infection 
preventionist(s)/infection control professional(s) responsible for the infection prevention and control 
program and that the appointment is based on the recommendations of medical staff leadership and 
nursing leadership. 
 
(2) The hospital infection prevention and control program, as documented in its policies and procedures, 
employs methods for preventing and controlling the transmission of infections within the  
hospital and between the hospital and other institutions and settings. 
 
(3) The infection prevention and control program includes surveillance, prevention, and control of HAIs, 
including maintaining a clean and sanitary environment to avoid sources and transmission of  
infection, and addresses any infection control issues identified by public health authorities. 
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(4) The infection prevention and control program reflects the scope and complexity of the hospital 
services provided. 
 
(b) Standard: Antibiotic stewardship program organization and policies. The hospital must ensure all of 
the following: 
 
(1) An individual, who is qualified through education, training, or experience in infectious diseases 
and/or antibiotic stewardship, is appointed by the governing body as the leader of the antibiotic 
stewardship program and that the appointment is based on the recommendations of medical staff 
leadership and pharmacy leadership. 
 
(2) An active hospital-wide antibiotic stewardship program must: 
 
(i) Demonstrate coordination among all components of the hospital responsible for antibiotic use and 
resistance, including, but not limited to, the infection prevention and control program, the QAPI  
program, the medical staff, nursing services, and pharmacy services. 
 
(ii) Document the evidence-based use of antibiotics in all departments and services of the hospital. 
 
(iii) Demonstrate improvements, including sustained improvements, in proper antibiotic use, such as 
through reductions in CDI and antibiotic resistance in all departments and services of the hospital. 
 
(3) The antibiotic stewardship program adheres to nationally recognized guidelines, as well as best 
practices, for improving antibiotic use. 
 
(4) The antibiotic stewardship program reflects the scope and complexity of the hospital services 
provided. 
 
(c) Standard: Leadership responsibilities. (1) The governing body must ensure all of the following: 
 
(i) Systems are in place and operational for the tracking of all infection surveillance, prevention, and 
control, and antibiotic use activities, in order to demonstrate the implementation, success, and  
sustainability of such activities. 
 
(ii) All HAIs and other infectious diseases identified by the infection prevention and control program as 
well as antibiotic use issues identified by the antibiotic stewardship program are addressed in 
collaboration with hospital QAPI leadership. 
 
(2) The infection preventionist(s)/infection control professional(s) are responsible for: 
 

21 
 



(i) The development and implementation of hospital-wide infection surveillance, prevention, and control 
policies and procedures that adhere to nationally recognized guidelines. 
 
(ii) All documentation, written or electronic, of the infection prevention and control program and its 
surveillance, prevention, and control activities. 
 
(iii) Communication and collaboration with the hospital's QAPI program on infection prevention and 
control issues. 
 
(iv) Competency-based training and education of hospital personnel and staff, including medical staff, 
and, as applicable, personnel providing contracted services in the hospital, on the practical applications 
of infection prevention and control guidelines, policies, and procedures. 
 
(v) The prevention and control of HAIs, including auditing of adherence to infection prevention and 
control policies and procedures by hospital personnel. 
 
(vi) Communication and collaboration with the antibiotic stewardship program. 
 
(3) The leader of the antibiotic stewardship program is responsible for: 
 
(i) The development and implementation of a hospital-wide antibiotic stewardship program, based on 
nationally recognized guidelines, to monitor and improve the use of antibiotics. 
 
(ii) All documentation, written or electronic, of antibiotic stewardship program activities. 
 
(iii) Communication and collaboration with medical staff, nursing, and pharmacy leadership, as well as 
the hospital's infection prevention and control and QAPI programs, on antibiotic use issues. 
 
(iv) Competency-based training and education of hospital personnel and staff, including medical staff, 
and, as applicable, personnel providing contracted services in the hospital, on the practical applications 
of antibiotic stewardship guidelines, policies, and procedures. 
 
§482.58   Special requirements for hospital providers of long-term care services (“swing-beds”). 
 
A hospital that has a Medicare provider agreement must meet the following requirements in order to be 
granted an approval from CMS to provide post-hospital extended care services, as specified in §409.30 
of this chapter, and be reimbursed as a swing-bed hospital, as specified in §413.114 of this chapter: 
 
(a) Eligibility. A hospital must meet the following eligibility requirements: 
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(1) The facility has fewer than 100 hospital beds, excluding beds for newborns and beds in intensive care 
type inpatient units (for eligibility of hospitals with distinct parts electing the optional reimbursement 
method, see §413.24(d)(5) of this chapter). 
 
(2) The hospital is located in a rural area. This includes all areas not delineated as “urbanized” areas by 
the Census Bureau, based on the most recent census. 
 
(3) The hospital does not have in effect a 24-hour nursing waiver granted under §488.54(c) of this 
chapter. 
 
(4) The hospital has not had a swing-bed approval terminated within the two years previous to 
application. 
 
(b) Skilled nursing facility services. The facility is substantially in compliance with the following skilled 
nursing facility requirements contained in subpart B of part 483 of this chapter. 
 
(1) Resident rights (§483.10 (b)(3), (b)(4), (b)(5), (b)(6), (d), (e), (h), (i), (j)(1)(vii), (j)(1)(viii), (l), and (m)). 
 
(2) Admission, transfer, and discharge rights (§483.12 (a)(1), (a)(2), (a)(3), (a)(4), (a)(5), (a)(6), and (a)(7)). 
 
(3) Resident behavior and facility practices (§483.13). 
 
(4) Patient activities (§483.15(f)). 
 
(5) Social services (§483.15(g)). 
 
(6) Discharge planning (§483.20(e)).  summary (§ 483.20(l)). 
 
(7) Specialized rehabilitative services (§483.45). 
 
(8) Dental services (§483.55). 
 
§485.627   Condition of participation: Organizational structure. 
 
(a) Standard: Governing body or responsible individual. The CAH has a governing body or an individual 
that assumes full legal responsibility for determining, implementing and monitoring policies governing 
the CAH's total operation and for ensuring that those policies are administered so as to provide quality 
health care in a safe environment.  
 
(b) Standard: Disclosure. The CAH discloses the names and addresses of—  
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(1) Its owners, or those with a controlling interest in the CAH or in any subcontractor in which the CAH 
directly or indirectly has a 5 percent or more ownership interest, in accordance with subpart C of part 
420 of this chapter;  
 
(2) (1) The person principally responsible for the operation of the CAH; and  
 
(3) (2) The person responsible for medical direction. 
 
 
§485.631   Condition of participation: Staffing and staff responsibilities. 
 
(a) Standard: Staffing—(1) The CAH has a professional health care staff that includes one or more 
doctors of medicine or osteopathy, and may include one or more physician assistants, nurse 
practitioners, or clinical nurse specialists.  
 
(2) Any ancillary personnel are supervised by the professional staff.  
 
(3) The staff is sufficient to provide the services essential to the operation of the CAH. 
 
(4) A doctor of medicine or osteopathy, nurse practitioner, clinical nurse specialist, or physician assistant 
is available to furnish patient care services at all times the CAH operates.  
 
(5) A registered nurse, clinical nurse specialist, or licensed practical nurse is on duty whenever the CAH 
has one or more inpatients.  
 
(b) Standard: Responsibilities of the doctor of medicine or osteopathy. (1) The doctor of medicine or 
osteopathy—  
 
(i) Provides medical direction for the CAH's health care activities and consultation for, and medical 
supervision of, the health care staff;  
 
(ii) In conjunction with the physician assistant and/or nurse practitioner member(s), participates in 
developing, executing, and periodically reviewing the CAH's written policies governing the services it 
furnishes.  
 
(iii) In conjunction with the physician assistant and/or nurse practitioner members, periodically reviews 
the CAH's patient records, provides medical orders, and provides medical care services to the patients of 
the CAH; and 
 
(iv) Periodically reviews and signs the records of all inpatients cared for by nurse practitioners, clinical 
nurse specialists, certified nurse midwives, or physician assistants. 
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(v) Periodically reviews and signs a sample of outpatient records of patients cared for by nurse 
practitioners, clinical nurse specialists, certified nurse midwives, or physician assistants only to the 
extent required under State law where State law requires record reviews or co-signatures, or both, by a 
collaborating physician. 
 
(2) A doctor of medicine or osteopathy is present for sufficient periods of time to provide medical 
direction, consultation, and supervision for the services provided in the CAH, and is available through 
direct radio or telephone communication or electronic communication for consultation, assistance with 
medical emergencies, or patient referral. 
 
(c) Standard: Physician assistant, nurse practitioner, and clinical nurse specialist responsibilities. (1) The 
physician assistant, the nurse practitioner, or clinical nurse specialist members of the CAH's staff—  
 
(i) Participate in the development, execution and periodic review of the written policies governing the 
services the CAH furnishes; and  
 
(ii) Participate with a doctor of medicine or osteopathy in a periodic review of the patients' health 
records. 
 
(2) The physician assistant, nurse practitioner, or clinical nurse specialist performs the following 
functions to the extent they are not being performed by a doctor of medicine or osteopathy:  
 
(i) Provides services in accordance with the CAH's policies.  
 
(ii) Arranges for, or refers patients to, needed services that cannot be furnished at the CAH, and assures 
that adequate patient health records are maintained and transferred as required when patients are 
referred.  
 
(3) Whenever a patient is admitted to the CAH by a nurse practitioner, physician assistant, or clinical 
nurse specialist, a doctor of medicine or osteopathy on the staff of the CAH is notified of the admission. 
 
(d) Standard: Periodic review of clinical privileges and performance. The CAH requires that— 
 
(1) The quality and appropriateness of the diagnosis and treatment furnished by nurse practitioners, 
clinical nurse specialist, and physician assistants at the CAH are evaluated by a member of the CAH  
staff who is a doctor of medicine or osteopathy or by another doctor of medicine or osteopathy under 
contract with the CAH. 
 
(2) The quality and appropriateness of the diagnosis and treatment furnished by doctors of medicine or 
osteopathy at the CAH are evaluated by— 
 
(i) One hospital that is a member of the network, when applicable; 
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(ii) One Quality Improvement Organization (QIO) or equivalent entity; 
 
(iii) One other appropriate and qualified entity identified in the State rural health care plan; 
 
(iv) In the case of distant-site physicians and practitioners providing telemedicine services to the CAH's 
patient under an agreement between the CAH and a distant-site hospital, the distant-site hospital;  
or 
 
(v) In the case of distant-site physicians and practitioners providing telemedicine services to the CAH's 
patients under a written agreement between the CAH and a distant-site telemedicine entity, one  
of the entities listed in paragraphs (d)(2)(i) through (iii) of this section. 
 
(3) The CAH staff consider the findings of the evaluation and make the necessary changes as specified in 
paragraphs (b) through (d) of this section. 
 
§485.635   Condition of participation: Provision of services. 
 
(a) Standard: Patient care policies. (1) The CAH's health care services are furnished in accordance with 
appropriate written policies that are consistent with applicable State law.  
 
(2) The policies are developed with the advice of members of the CAH's professional healthcare staff, 
including one or more doctors of medicine or osteopathy and one or more physician assistants, nurse 
practitioners, or clinical nurse specialists, if they are on staff under the provisions of §485.631(a)(1). 
 
(3) The policies include the following: (i) A description of the services the CAH furnishes, including those 
furnished through agreement or arrangement.  
 
(ii) Policies and procedures for emergency medical services.  
 
(iii) Guidelines for the medical management of health problems that include the conditions requiring 
medical consultation and/or patient referral, the maintenance of health care records, and procedures 
for the periodic review and evaluation of the services furnished by the CAH.  
 
(iv) Rules for the storage, handling, dispensation, and administration of drugs and biologicals. These 
rules must provide that there is a drug storage area that is administered in accordance with accepted 
professional principles, that current and accurate records are kept of the receipt and disposition of all 
scheduled drugs, and that outdated, mislabeled, or otherwise unusable drugs are not available for 
patient use.  
 
(v) Procedures for reporting adverse drug reactions and errors in the administration of drugs. 
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(vi) A system for identifying, reporting, investigating and controlling infections and communicable 
diseases of patients and personnel.  
 
(vii) (vi)  Procedures that ensure that the nutritional needs of inpatients are met in accordance with 
recognized dietary practices and the orders of practices. All patient diets, including therapeutic diets, 
must be ordered by  the practitioner responsible for the care of the patients,  patients or by a qualified 
dietitian or qualified nutrition professional as authorized by the medical staff in accordance with State 
law governing dietitians and nutrition professionals and that the requirement of §483.25(i) of this 
chapter is met with respect to inpatients receiving posthospital postCAH SNF care.  
 
(4) These policies are reviewed at least annually by the group of professional personnel required under 
paragraph (a)(2) of this section, and reviewed as necessary by the CAH.  
 
(b) Standard: Patient services—(1) General: (i) The CAH provides those diagnostic and therapeutic 
services and supplies that are commonly furnished in a physician's office or at another entry point into 
the health care delivery system, such as a low intensity hospital outpatient department or emergency 
department. These CAH services include medical history, physical examination, specimen collection, 
assessment of health status, and treatment for a variety of medical conditions. 
 
(ii) The CAH furnishes acute care inpatient services. 
 
(2) Laboratory services. The CAH provides basic laboratory services essential to the immediate diagnosis 
and treatment of the patient that meet the standards imposed under section 353 of the Public Health 
Service Act (42 U.S.C. 236a). (See the laboratory requirements specified in part 493 of this chapter.) The 
services provided include the following: 
 
(i) Chemical examination of urine by stick or tablet method or both (including urine ketones). 
 
(ii) Hemoglobin or hematocrit. 
 
(iii) Blood glucose. 
 
(iv) Examination of stool specimens for occult blood. 
 
(v) Pregnancy tests. 
 
(vi) Primary culturing for transmittal to a certified laboratory. 
 
(3) Radiology services. Radiology services furnished by the CAH are provided by personnel qualified 
under State law, and do not expose CAH patients or personnel to radiation hazards. 
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(4) Emergency procedures. In accordance with requirements of §485.618, the CAH provides medical 
services as a first response to common life-threatening injuries and acute illness.  
 
(c) Standard: Services provided through agreements or arrangements. (1) The CAH has agreements or 
arrangements (as appropriate) with one or more providers or suppliers participating under Medicare to 
furnish other services to its patients, including— 
 
(i) Services of doctors of medicine or osteopathy; 
 
(ii) Additional or specialized diagnostic and clinical laboratory services that are not available at the CAH; 
and 
 
(iii) Food and other services to meet inpatients' nutritional needs to the extent these services are not 
provided directly by the CAH.  
 
(2) If the agreements or arrangements are not in writing, the CAH is able to present evidence that 
patients referred by the CAH are being accepted and treated.  
 
(3) The CAH maintains a list of all services furnished under arrangements or agreements. The list 
describes the nature and scope of the services provided.  
 
(4) The person principally responsible for the operation of the CAH under §485.627(b)(2) of this chapter 
is also responsible for the following: 
 
(i) Services furnished in the CAH whether or not they are furnished under arrangements or agreements.  
 
(ii) Ensuring that a contractor of services (including one for shared services and joint ventures) furnishes 
services that enable the CAH to comply with all applicable conditions of participation and standards for 
the contracted services.  
 
(5) In the case of distant-site physicians and practitioners providing telemedicine services to the CAH's 
patients under a written agreement between the CAH and a distant-site telemedicine entity, the distant-
site telemedicine entity is not required to be a Medicare-participating provider or supplier. 
 
(d) Standard: Nursing services. Nursing services must meet the needs of patients.  
 
(1) A registered nurse must provide (or assign to other personnel) the nursing care of each patient, 
including patients at a SNF level of care in a swing-bed CAH. The care must be provided in accordance 
with the patient's needs and the specialized qualifications and competence of the staff available.  
 
(2) A registered nurse or, where permitted by State law, a physician assistant, must supervise and 
evaluate the nursing care for each patient, including patients at a SNF level of care in a swing-bed CAH.  
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(3) All drugs, biologicals, and intravenous medications must be administered by or under the supervision 
of a registered nurse, a doctor of medicine or osteopathy, or, where permitted by State law, a physician 
assistant, in accordance with written and signed orders, accepted standards of practice, and Federal and 
State laws.  
 
(4) A nursing care plan must be developed and kept current for each inpatient.  
 
(e) Standard: Rehabilitation Therapy Services. Physical therapy, occupational therapy, and speech-
language pathology services furnished at the CAH, if provided, are provided by staff qualified under 
State law, and consistent with the requirements for therapy services in §409.17 of this subpart. 
 
(f) Standard: Patient visitation rights. A CAH must have written policies and procedures regarding the 
visitation rights of patients, including those setting forth any clinically necessary or reasonable 
restriction or limitation that the CAH may need to place on such rights and the reasons for the clinical 
restriction or limitation. A CAH must meet the following requirements: 
 
(1) Inform each patient (or support person, where appropriate) of his or her visitation rights, including 
any clinical restriction or limitation on such rights, in advance of furnishing patient care whenever 
possible. 
 
(2) Inform each patient (or support person, where appropriate) of the right, subject to his or her 
consent, to receive the visitors whom he or she designates, including, but not limited to, a spouse, a 
domestic partner (including a same-sex domestic partner), another family member, or a friend, and his 
or her right to withdraw or deny such consent at any time. 
 
(3) Not restrict, limit, or otherwise deny visitation privileges on the basis of race, color, national origin, 
religion, sex, gender identity, sexual orientation, or disability. 
 
(4) Ensure that all visitors enjoy full and equal visitation privileges consistent with patient preferences. 
 
(g) Standard: Non-discrimination. A CAH must meet the following requirements: 
(1) Not discriminate on the basis of race, color, religion, national origin, sex (including gender identity), 
sexual orientation, age, or disability. 
 
(2) Establish and implement a written policy prohibiting discrimination on the basis of race, color, 
religion, national origin, sex (including gender identity), sexual orientation, age, or disability. 
 
(3) Inform each patient (and/or support person, where appropriate), in a language he or she can 
understand, of his or her right to be free from discrimination against them and how to file a complaint if 
they encounter discrimination. 
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§485.640  Condition of participation: Infection prevention and control and antibiotic stewardship 
programs. 
 
The CAH must have active facility-wide programs, for the surveillance, prevention, and control of HAIs 
and other infectious diseases and for the optimization of antibiotic use through stewardship. The 
programs must demonstrate adherence to nationally recognized infection prevention and control 
guidelines, as well as best practices for improving antibiotic use, where applicable, for reducing the 
development and transmission of HAIs and antibiotic-resistant organisms. Infection prevention and 
control problems and antibiotic use issues identified in the programs must be addressed in coordination  
with the facility-wide quality assessment and performance improvement (QAPI) program. 
 
(a) Standard: Infection prevention and control program organization and policies. The CAH must ensure 
all of the following: 
 
(1) An individual (or individuals), who are qualified through education, training, experience, or 
certification in infection prevention and control, are appointed by the governing body, or responsible 
individual, as the infection preventionist(s)/infection control professional(s) responsible for the infection 
prevention and control program and that the appointment is based on the recommendations of medical 
staff leadership and nursing leadership. 
 
(2) The infection prevention and control program, as documented in its policies and procedures, 
employs methods for preventing and controlling the transmission of infections within the CAH and 
between the CAH and other healthcare settings. 
 
(3) The infection prevention and control includes surveillance, prevention, and control of HAIs, including 
maintaining a clean and sanitary environment to avoid sources and transmission of infection, and that 
the program also addresses any infection control issues identified by public health authorities. 
 
(4) The infection prevention and control program reflects the scope and complexity of the CAH services 
provided. 
 
(b) Standard: Antibiotic stewardship program organization and policies. The CAH must ensure that: 
 
(1) An individual, who is qualified through education, training, or experience in infectious diseases 
and/or antibiotic stewardship, is appointed by the governing body, or responsible individual, as the  
leader of the antibiotic stewardship program and that the appointment is based on the 
recommendations of medical staff leadership and pharmacy leadership. 
 
(2) An active facility-wide antibiotic stewardship program must: 
 

30 
 



(i) Demonstrate coordination among all components of the CAH responsible for antibiotic use and 
resistance, including, but not limited to, the infection prevention and control program, the QAPI  
program, the medical staff, nursing services, and pharmacy services. 
 
(ii) Document the evidence-based use of antibiotics in all departments and services of the CAH. 
 
(iii) Demonstrate improvements, including sustained improvements, in proper antibiotic use, such as 
through reductions in CDI and antibiotic resistance in all departments and services of the CAH. 
 
(3) The antibiotic stewardship program adheres to nationally recognized guidelines, as well as best 
practices, for improving antibiotic use. 
 
(4) The antibiotic stewardship program reflects the scope and complexity of the CAH services provided. 
 
(c) Standard: Leadership responsibilities. (1) The governing body, or responsible individual, must ensure 
all of the following: 
 
(i) Systems are in place and operational for the tracking of all infection surveillance, prevention and 
control, and antibiotic use activities, in order to demonstrate the implementation, success, and  
sustainability of such activities. 
 
(ii) All HAIs and other infectious diseases identified by the infection prevention and control program as 
well as antibiotic use issues identified by the antibiotic stewardship program are addressed in 
collaboration with the CAH's QAPI leadership. 
 
(2) The infection prevention and control professional(s) are responsible for: 
 
(i) The development and implementation of facility-wide infection surveillance, prevention, and control 
policies and procedures that adhere to nationally recognized guidelines. 
 
(ii) All documentation, written or electronic, of the infection prevention and control program and its 
surveillance, prevention, and control activities. 
 
(iii) Communication and collaboration with the CAH's QAPI program on infection prevention and control 
issues. 
 
(iv) Competency-based training and education of CAH personnel and staff, including medical staff, and, 
as applicable, personnel providing contracted services in the CAH, on the practical applications of  
infection prevention and control guidelines, policies and procedures. 
 
(v) The prevention and control of HAIs, including auditing of adherence to infection prevention and 
control policies and procedures by CAH personnel. 
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(vi) Communication and collaboration with the antibiotic stewardship program. 
 
(3) The leader of the antibiotic stewardship program is responsible for: 
 
(i) The development and implementation of a facility-wide antibiotic stewardship program, based on 
nationally recognized guidelines, to monitor and improve the use of antibiotics. 
 
(ii) All documentation, written or electronic, of antibiotic stewardship program activities. 
 
(iii) Communication and collaboration with medical staff, nursing, and pharmacy leadership, as well as 
the CAH's infection prevention and control and QAPI programs, on antibiotic use issues. 
 
(iv) Competency-based training and education of CAH personnel and staff, including medical staff, and, 
as applicable, personnel providing contracted services in the CAHs, on the practical applications of  
antibiotic stewardship guidelines, policies, and procedures. 
 
§485.641   Condition of participation: Periodic evaluation and quality assurance review.   
 
(a) Standard: Periodic evaluation—(1) The CAH carries out or arranges for a periodic evaluation of its 
total program. The evaluation is done at least once a year and includes review of—  
 
(i) The utilization of CAH services, including at least the number of patients served and the volume of 
services;  
 
(ii) A representative sample of both active and closed clinical records; and  
 
(iii) The CAH's health care policies.  
 
(2) The purpose of the evaluation is to determine whether the utilization of services was appropriate, 
the established policies were followed, and any changes are needed.  
 
(b) Standard: Quality assurance. The CAH has an effective quality assurance program to evaluate the 
quality and appropriateness of the diagnosis and treatment furnished in the CAH and of the treatment 
outcomes. The program requires that— 
 
(1) All patient care services and other services affecting patient health and safety, are evaluated;  
 
(2) Nosocomial infections and medication therapy are evaluated;  
 
(3) The quality and appropriateness of the diagnosis and treatment furnished by nurse practitioners, 
clinical nurse specialists, and physician assistants at the CAH are evaluated by a member of the CAH staff 
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who is a doctor of medicine or osteopathy or by another doctor of medicine or osteopathy under 
contract with the CAH;  
 
(4) The quality and appropriateness of the diagnosis and treatment furnished by doctors of medicine or 
osteopathy at the CAH are evaluated by— 
 
(i) One hospital that is a member of the network, when applicable; 
 
(ii) One QIO or equivalent entity; 
 
(iii) One other appropriate and qualified entity identified in the State rural health care plan; 
 
(iv) In the case of distant-site physicians and practitioners providing telemedicine services to the CAH's 
patients under a written agreement between the CAH and a distant-site hospital, the distant-site 
hospital; or 
 
(v) In the case of distant-site physicians and practitioners providing telemedicine services to the CAH's 
patients under a written agreement between the CAH and a distant-site telemedicine entity, one of the 
entities listed in paragraphs (b)(4)(i) through (iii) of this section; and 
 
(5)(i) The CAH staff considers the findings of the evaluations, including any findings or recommendations 
of the QIO, and takes corrective action if necessary. 
 
(ii) The CAH also takes appropriate remedial action to address deficiencies found through the quality 
assurance program.  
 
(iii) The CAH documents the outcome of all remedial action. 
 
§485.641   Condition of participation:  Quality assessment and performance improvement program. 
 
The CAH must develop, implement, and maintain an effective, ongoing, CAH-wide, data-driven quality 
assessment and performance improvement (QAPI) program. The CAH must maintain and demonstrate  
evidence of the effectiveness of its QAPI program. 
 
(a) Definitions. For the purposes of this section: 
 
Adverse event means an untoward, undesirable, and usually unanticipated event that causes death or 
serious injury or the risk thereof. 
 
Error means the failure of a planned action to be completed as intended or the use of a wrong plan to 
achieve an aim. Errors can include problems in practice, products, procedures, and systems; and 
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Medical error means an error that occurs in the delivery of healthcare services. 
 
(b) Standard: QAPI program design and scope. The CAH's QAPI program must: 
 
(1) Be appropriate for the complexity of the CAH's organization and services provided. 
 
(2) Be ongoing and comprehensive. 
 
(3) Involve all departments of the CAH and services (including those services furnished under contract or 
arrangement). 
 
(4) Use objective measures to evaluate its organizational processes, functions and services. 
 
(5) Address outcome indicators related to improved health outcomes and the prevention and reduction 
of medical errors, adverse events, CAH-acquired conditions, and transitions of care, including  
readmissions. 
 
(c) Standard: Governance and leadership. The CAH's governing body or responsible individual is 
ultimately responsible for the CAH's QAPI program and is responsible and accountable for ensuring that 
the QAPI program meets the requirements of paragraph (b) of this section and that: 
 
(1) Clear expectations for safety are communicated, implemented, and followed throughout the CAH. 
 
(2) The QAPI efforts address priorities for improved quality of care and patient safety. 
 
(3) All improvement actions are evaluated and modified as needed. 
 
(4) Adequate resources are allocated for measuring, assessing, improving, and sustaining the CAH's 
performance and reducing risk to patients. 
 
(5) The determination of the number of distinct improvement projects is made annually. 
 
(6) The CAH develops and implements policies and procedures for QAPI that address what actions the 
CAH staff should take to prevent and report unsafe patient care practices, medical errors, and adverse  
events. 
 
(d) Standard: Program activities. For each of the areas listed in paragraph (b) and (c) of this section, the 
CAH must: 
 
(1) Focus on measures related to improved health outcomes that are shown to be predictive of desired 
patient outcomes. 
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(2) Use the measures to analyze and track its performance. 
 
(3) Set priorities for performance improvement, considering either high-volume, high-risk services, or 
problem-prone areas. 
 
(e) Performance improvement projects. As part of its QAPI program, the CAH must: 
 
(1) Conduct performance improvement projects. The number and scope of the distinct improvement 
projects conducted must be proportional to the scope and complexity of the CAH's services and 
operations. 
 
(2) The CAH maintains and demonstrates written or electronic evidence and documentation of its QAPI 
projects. 
 
(f) Standard: Program data collection and analysis. (1) The program must incorporate quality indicator 
data including patient care data, and other relevant data, such as data submitted to or received from  
national quality reporting and quality performance programs including but not limited to data related to 
hospital readmissions and hospital-acquired conditions. 
 
(2) The CAH must use the data collected to: 
 
(i) Monitor the effectiveness and safety of services provided and quality of care. 
 
(ii) Identify opportunities for improvement and changes that will lead to improvement. 
 
(3) The frequency and detail of data collection must be approved by the CAH's governing body or 
responsible individual. 
 
 
§485.645   Special requirements for CAH providers of long-term care services (“swing-beds”) 
 
A CAH must meet the following requirements in order to be granted an approval from CMS to provided 
post-hospital provide post-CAH  SNF care, as specified in §409.30 of this chapter, and to be paid for SNF-
level services, in accordance with paragraph (c) of this section. 
 
(a) Eligibility. A CAH must meet the following eligibility requirements: 
 
(1) The facility has been certified as a CAH by CMS under §485.606(b) of this subpart; and 
 
(2) The facility provides not more than 25 inpatient beds. Any bed of a unit of the facility that is licensed 
as a distinct-part SNF at the time the facility applies to the State for designation as a CAH is not counted 
under paragraph (a) of this section. 
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(b) Facilities participating as rural primary care hospitals (RPCHs) on September 30, 1997. These facilities 
must meet the following requirements: 
 
(1) Notwithstanding paragraph (a) of this section, a CAH that participated in Medicare as a RPCH on 
September 30, 1997, and on that date had in effect an approval from CMS to use its inpatient facilities 
to provide post-hospital SNF care may continue in that status under the same terms, conditions and 
limitations that were applicable at the time those approvals were granted. 
 
(2) A CAH that was granted swing-bed approval under paragraph (b)(1) of this section may request that 
its application to be a CAH and swing-bed provider be reevaluated under paragraph (a) of this section. If 
this request is approved, the approval is effective not earlier than October 1, 1997. As of the date of 
approval, the CAH no longer has any status under paragraph (b)(1) of this section and may not request 
reinstatement under paragraph (b)(1) of this section. 
 
(c) Payment. Payment for inpatient RPCH services to a CAH that has qualified as a CAH under the 
provisions in paragraph (a) of this section is made in accordance with §413.70 of this chapter. Payment 
for post-hospital SNF-level of care services is made in accordance with the payment provisions in 
§413.114 of this chapter. 
 
(d) SNF services. The CAH is substantially in compliance with the following SNF requirements contained 
in subpart B of part 483 of this chapter: 
 
(1) Residents rights (§483.10(b)(3) through (b)(6), (d) (e), (h), (i), (j)(1)(vii) and (viii), (l), and (m) of this 
chapter). 
 
(2) Admission, transfer, and discharge rights (§483.12(a) of this chapter). 
 
(3) Resident behavior and facility practices (§483.13 of this chapter). 
 
(4) Patient activities (§483.15(f) of this chapter), except that the services may be directed either by a 
qualified professional meeting the requirements of §485.15(f)(2), or by an individual on the facility staff 
who is designated as the activities director and who serves in consultation with a therapeutic recreation 
specialist, occupational therapist, or other professional with experience or education in recreational 
therapy. 
 
(5) Social services (§483.15(g) of this chapter). 
 
(6) Comprehensive assessment, comprehensive care plan, and discharge planning (§483.20(b), (k), and 
(l) of this chapter, except that the CAH is not required to use the resident assessment instrument (RAI) 
specified by the State that is required under §483.20(b), or to comply with the requirements for 
frequency, scope, and number of assessments prescribed in §413.343(b) of this chapter).  
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(7) Specialized rehabilitative services (§483.45 of this chapter). 
 
(8) Dental services (§483.55 of this chapter). 
 
(9) Nutrition (§483.25(i) of this chapter). 
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