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F865  
(Rev. 173, Issued: 11-22-17, Effective: 11-28-17, Implementation: 11-28-17)  

§483.75(a) Quality assurance and performance improvement (QAPI) program.  

[§483.75 and all subparts will be implemented beginning November 28, 2019 (Phase 3), unless otherwise specified]  

Each LTC facility, including a facility that is part of a multiunit chain, must develop, implement, and maintain an 

effective, comprehensive, data-driven QAPI program that focuses on indicators of the outcomes of care and quality 

of life. The facility must:  

§483.75(a)(1) Maintain documentation and demonstrate evidence of its ongoing QAPI program that meets the 

requirements of this section. This may include but is not limited to systems and reports demonstrating systematic 

identification, reporting, investigation, analysis, and prevention of adverse events; and documentation 

demonstrating the development, implementation, and evaluation of corrective actions or performance improvement 

activities;  

§483.75(a)(2) Present its QAPI plan to the State Survey Agency no later than 1 year after the promulgation of this 

regulation; [§483.75(a)(2) implemented November 28, 2017 (Phase 2)]  

§483.75(a)(3) Present its QAPI plan to a State Survey Agency or Federal surveyor at each annual recertification 

survey and upon request during any other survey and to CMS upon request; and  

§483.75(a)(4) Present documentation and evidence of its ongoing QAPI program's implementation and the 

facility's compliance with requirements to a State Survey Agency, Federal surveyor or CMS upon request.  

§483.75(b) Program design and scope.  

A facility must design its QAPI program to be ongoing, comprehensive, and to address the full range of care and 

services provided by the facility. It must:  

§483.75(b)(1) Address all systems of care and management practices;  

§483.75(b)(2) Include clinical care, quality of life, and resident choice;  

INTENT  

These requirements are intended to ensure facilities develop a plan that describes the process for conducting 

QAPI/QAA activities, such as identifying and correcting quality deficiencies as well as opportunities for improvement, 

which will lead to improvement in the lives of nursing home residents, through continuous attention to quality of care, 

quality of life, and resident safety.  

GUIDANCE §483.75(a)(2)-(3), and (h)-(i)  

QAPI Plan  

A QAPI plan is the written plan containing the process that will guide the nursing home’s efforts in assuring care and 

services are maintained at acceptable levels of performance and continually improved. The plan describes how the 

facility will conduct its required QAPI and QAA committee functions. The facility is required to develop a QAPI plan 

and present its plan to federal and state surveyors at each annual recertification survey and upon request during any 

other survey, and to CMS upon request.  

The QAPI plan must describe in detail the scope of the QAA committee’s responsibilities and activities, and the 

process addressing how the committee will conduct the activities necessary to identify and correct quality deficiencies. 

Each nursing home, including facilities which are a part of a multi-chain organization, should tailor its QAPI plan to 

reflect the specific units, programs, departments, and unique population it serves, as identified in its facility 

assessment.  

The QAPI plan must describe how the facility will ensure care and services delivered meet accepted standards of 

quality, identify problems and opportunities for improvement, and ensure progress toward correction or improvement 

is achieved and sustained.  

The QAPI plan must describe the process for identifying and correcting quality deficiencies. Key components of the 

process include:  

• Tracking and measuring performance;  

• Establishing goals and thresholds for performance measurement;  

• Identifying and prioritizing quality deficiencies;  

• Systematically analyzing underlying causes of systemic quality deficiencies;  

• Developing and implementing corrective action or performance improvement activities; and  



• Monitoring or evaluating the effectiveness of corrective action/performance improvement activities, and revising 

as needed.  

 

Disclosure of Information and Good Faith Attempts  

The survey process is intended to be an objective assessment of facility compliance with the requirements of 

participation. This assessment is guided by facility performance and outcomes as reported by Quality Measures 

(QMs) and Minimum Data Set (MDS) data, as well as complaints and surveyor observations, interviews, and record 

reviews. The surveyor task to review the QAPI Plan/QAA is intended to occur at the end of the survey, after 

completion of investigation into all other requirements to ensure that concerns are identified by the survey team 

independent of the QAPI Plan/QAA review. Surveyors must use critical thinking and investigatory skills to identify 

noncompliance, rather than using information provided during the QAA review as a source to identify deficiencies. 

The intent of §483.75(h), (i) is to:  

• Ensure information obtained from QAA committee documents that is related to the committee’s good faith 

attempt to identify and correct quality deficiencies are not used by surveyors to identify additional concerns 

not previously identified during the survey; and  

• Foster a culture where nursing homes can openly conduct their internal QAA investigations and performance 

improvement efforts.  

 

Surveyors may only require facilities to disclose QAA committee records if they are used to determine the extent to 

which facilities are compliant with the provisions for QAA. Protection from disclosure is generally afforded 

documents generated by the QAA committee, such as minutes, internal papers, or conclusions. However, if those 

documents contain the evidence necessary to determine compliance with QAPI/QAA regulations, the facility must 

allow the surveyor to review and copy them. The key point is that the facility must provide satisfactory evidence that 

it has, through its QAA committee, identified its own high risk, high volume, and problem-prone quality 

deficiencies, and are making a “good faith attempt” to correct them.  

Information gleaned from disclosure of QAA committee documents will not be used to cite new issues (not already 

identified by the survey team) or to expand the scope or severity of concerns identified on the current survey.  

NOTE: Prior to conducting the QAA review, the survey team must conduct a thorough investigation of all issues 

identified, including expanding the sample as necessary to determine the scope of the issue.  

Reports and Logs  

Incident and accident reports, wound logs, or other reports or records used to track adverse events are not protected 

from disclosure. Surveyors may request these documents as part of their normal investigation of other areas of 

concern throughout the survey to support their findings.  

Surveyor Access to QAA Material and Confidentiality of Patient Safety Work Products  

CMS supports and encourages nursing homes to work on a confidential basis with an Agency for Healthcare Research 

and Quality (AHRQ) approved Patient Safety Organization (PSO) to obtain technical assistance in identifying, 

analyzing and preventing quality deficiencies and adverse events. The Federal Patient Safety and Quality 

Improvement Act of 2005 (PSQIA), Public Law 109-41, established a voluntary reporting system designed to enhance 

the data available to assess and resolve patient safety and health care quality issues. PSQIA has afforded 

Public Law 109-41, established a voluntary reporting system designed to enhance the data available to assess and 

resolve patient safety and health care quality issues. PSQIA has afforded privileged and confidential status to “patient 

safety work product” (PSWP). PSWP includes data, reports, records, memoranda, analysis, or written and oral 

statements assembled and developed for reporting to a PSO and have been submitted to a PSO approved and listed by 

the Department of Health and Human Services (HHS), AHRQ.  

PSQIA and the Patient Safety Rule only limit the disclosure of PSWP. Neither PSQIA nor the Patient Safety Rule limit 

the disclosure of non-PSWP, including its disclosure to a Federal, state or local government for public health 

surveillance, investigation or health oversight. The preamble to the final Patient Safety Rule states:  

“Information is not patient safety work product if it is collected to comply with external reporting, such 

as…certification or licensing records for compliance with health oversight agency requirements;…complying 

with required disclosures by particular providers or suppliers pursuant to Medicare’s Conditions of 

participation or conditions of coverage…” (73 FR 70742-70743, November 21, 2008).  



Ultimately, it is the nursing home’s final decision as to whether to enter into a relationship with a PSO and to create a 

patient safety evaluation system (PSES) which is the collection, management, or analysis of information for reporting 

to or by a PSO. Additionally, the nursing home must determine what information to place within the PSES, 

considering a number of factors, including how they will demonstrate compliance with the Long-term Care 

Requirements for Participation, in particular, the QAA requirements. A nursing home must be prepared to meet its 

obligation to provide surveyors access to QAA program information to demonstrate compliance without disclosing 

PSWP as that term is defined in 42 CFR Part 3, the regulation implementing the Federal PSQIA. There is no barrier 

under the PSQIA for nursing homes to maintain duplicate systems, one consisting of patient safety work product 

within a protected patient safety evaluation system, and another to demonstrate compliance with local, State or 

Federal requirements.  

Surveyors should consider the following key points:  

• Surveyors assessing QAA compliance must ask nursing homes to provide evidence of QAA compliance.  

• Surveyors must never ask or demand that a nursing home show them “patient safety work product.” If a nursing 

home states that all relevant QAA material has been placed in its PSES, or is protected PSWP, surveyors must 

ask to see the agreement the nursing home has with an AHRQ-approved PSO, to confirm that it has an 

approved protected PSES.  

• If a nursing home has placed all evidence related to QAA compliance in its PSES as patient safety work product 

and does not also maintain a separate non-confidential system to provide evidence of compliance, or is unable 

to remove evidence of such compliance from its PSES, it may not be able to demonstrate its compliance to the 

surveyor.  

 

Good Faith Attempts  

If the facility, through its QAA committee, has identified and made a good faith attempt to correct the same issue 

identified by the survey team during the current survey, the facility will not be cited for QAA (it may however, still be 

cited with deficiencies related to actual or potential issues at other relevant tags).  

A good faith attempt to correct an identified quality deficiency involves determining where a facility is within the 

process of identifying and correcting a problem (or problems). Surveyors will have to determine if the facility became 

aware of the issue as soon as it should have – was the issue a high-risk, high-volume, or problem-prone issue they 

should have been tracking? Was there a negative outcome to a resident which should have alerted them to the issue? 

What steps did the facility take when they became aware of the issue? Has there been enough time to implement 

changes and to evaluate the effectiveness of those changes? Do their efforts demonstrate diligence and an honest 

attempt to correct the issue?  

Identifying and correcting problems requires facilities to:  

• Collect data from various sources related to high risk, high volume, and problem-prone issues such as medical 

errors and adverse events;  

• Analyze the data collected to identify performance indicators signaling deviation from expected performance;  

• Study the issue to determine underlying causes and contributing factors;  

• Develop and implement corrective actions; and  

• Monitor data related to the issue to determine if they are sustaining corrections, or if revisions are necessary.  

 

If the survey team has identified a current issue which will be cited at S/S level of E or above, or has identified 

substandard quality of care, the surveyor conducting the QAPI/QAA Review should consider if the facility’s 

monitoring systems should also have identified the same issue. The surveyor must take into consideration whether the 

QAA committee has had sufficient time through its monitoring systems to identify the issue, if it was a high risk, 

problem-prone issue they should have been monitoring, and whether there has been a reasonable amount of time to 

respond to the issue. Issues which are likely to cause serious harm, impairment, or death must be responded to 

immediately. If the facility has identified the issue through its QAA committee, the surveyor must then evaluate the 

extent to which their actions or plans to correct the issue demonstrate a “good faith attempt.”  

Surveyors must not use documentation provided by the facility during the QAA review to identify additional concerns 

not previously identified by the survey team during the current survey, nor can they expand the scope or the severity of 

the problem based on information gleaned from this disclosure.  



Facility Refusal to Provide Evidence of Compliance  

Refusal by a facility to produce evidence of compliance with QAA will lead to citation of noncompliance with F865, 

requiring a plan of correction, and possible imposition of enforcement remedies up to and including termination of the 

facility’s provider agreement. In the event of a facility refusal to produce evidence of compliance, the team 

coordinator should contact their State Agency supervisor.  

The Code of Federal Regulations (CFR) 42 CFR, §489.53(a)(1), (3) and (4) stipulates the following:  

“(a) Basis for termination of agreement with any provider. CMS may terminate the agreement with any provider 

if CMS finds that any of the following failings is attributable to that provider:  

(1) It is not complying with the provisions of title XVIII and the applicable regulations of this chapter or with 

the provision of the agreement…  

(3) It no longer meets the appropriate conditions of participation or requirements (for SNFs or NFs) set forth 

elsewhere in this chapter…  

(4) It fails to furnish information that CMS finds necessary for a determination as to whether payments are or 

were due under Medicare and the amounts due.”  

Thus, since access to QAA committee records may be necessary to determine whether a facility meets the Medicare 

requirements at 483.75, denial of such access risks termination of the provider agreement.  

KEY ELEMENTS OF NONCOMPLIANCE  

To cite deficient practice at F865, the surveyor's investigation must generally show that the facility failed to develop a 

QAPI plan and/or make the plan available to federal and/or state surveyors.  

INVESTIGATIVE SUMMARY  

Use the Facility Task Pathway for Quality Assurance and Performance Improvement (QAPI) Plan and Quality 

Assessment and Assurance (QAA) Review, as appropriate, along with the above interpretive guidelines when 

determining if the facility meets the requirements for, or investigating concerns related to the QAPI plan.  

Summary of Investigative Procedure  

Prior to conducting the QAPI Plan/QAA review, the survey team should identify and validate systemic problems in the 

facility. This includes concerns identified from offsite preparation that represent repeat deficient practice, and 

concerns or issues identified throughout the survey that will potentially be cited at a S/S of E or above.  

F866  
(Rev. 173, Issued: 11-22-17, Effective: 11-28-17, Implementation: 11-28-17)  

§483.75(c) Program feedback, data systems and monitoring.  

(§483.75(c) will be implemented during Phase 3)  

A facility must establish and implement written policies and procedures for feedback, data collections systems, and 

monitoring, including adverse event monitoring. The policies and procedures must include, at a minimum, the 

following:  

§483.75(c)(1) Facility maintenance of effective systems to obtain and use of feedback and input from direct care 

staff, other staff, residents, and resident representatives, including how such information will be used to identify 

problems that are high risk, high volume, or problem-prone, and opportunities for improvement.  

§483.75(c)(2) Facility maintenance of effective systems to identify, collect, and use data and information from all 

departments, including but not limited to the facility assessment required at §483.70(e) and including how such 

information will be used to develop and monitor performance indicators.  

§483.75(c)(3) Facility development, monitoring, and evaluation of performance indicators, including the 

methodology and frequency for such development, monitoring, and evaluation.  

§483.75(c)(4) Facility adverse event monitoring, including the methods by which the facility will systematically 

identify, report, track, investigate, analyze and use data and information relating to adverse events in the facility, 

including how the facility will use the data to develop activities to prevent adverse events. §483.75(b)(3) Utilize the 

best available evidence to define and measure indicators of quality and facility goals that reflect processes of care 

and facility operations that have been shown to be predictive of desired outcomes for residents of a SNF or NF.  

§483.75(b (4) Reflect the complexities, unique care, and services that the facility provides.  

§483.75(f) Governance and leadership.  

The governing body and/or executive leadership (or organized group or individual who assumes full legal authority 

and responsibility for operation of the facility) is responsible and accountable for ensuring that:  



§483.75(f)(1) An ongoing QAPI program is defined, implemented, and maintained and addresses identified 

priorities.  

§483.75(f)(2) The QAPI program is sustained during transitions in leadership and staffing;  

§483.75(f)(3) The QAPI program is adequately resourced, including ensuring staff  

time, equipment, and technical training as needed;  

§483.75(f)(4) The QAPI program identifies and prioritizes problems and opportunities that reflect organizational 

process, functions, and services provided to residents based on performance indicator data, and resident and staff 

input, and other information.  

§483.75(f)(5) Corrective actions address gaps in systems, and are evaluated for effectiveness; and  

§483.75(f)(6) Clear expectations are set around safety, quality, rights, choice, and respect.  

§483.75(h) Disclosure of information.  

A State or the Secretary may not require disclosure of the records of such committee except in so far as such 

disclosure is related to the compliance of such committee with the requirements of this section. [§483.75(h) was 

implemented November 28, 2016 (Phase 1)]  

§483.75(i) Sanctions.  

Good faith attempts by the committee to identify and correct quality deficiencies will not be used as a basis for 

sanctions. [§483.75(i) was implemented November 28, 2016 (Phase 1) 

F867  
(Rev. 173, Issued: 11-22-17, Effective: 11-28-17, Implementation: 11-28-17)  

§483.75(d) Program systematic analysis and systemic action.  

(§483.75(d) will be implemented during Phase 3) §483.75(d)(1) The facility must take actions aimed at performance 

improvement and, after implementing those actions, measure its success, and track performance to ensure that 

improvements are realized and sustained.  

§483.75(d)(2) The facility will develop and implement policies addressing:  

(i) How they will use a systematic approach to determine underlying causes of problems impacting larger 

systems;  

(ii) How they will develop corrective actions that will be designed to effect change at the systems level to prevent 

quality of care, quality of life, or safety problems; and  

(iii) How the facility will monitor the effectiveness of its performance improvement activities to ensure that 

improvements are sustained.  

§483.75(e) Program activities.  

(§483.75(e) will be implemented during Phase 3)  

§483.75(e)(1) The facility must set priorities for its performance improvement activities that focus on high-risk, 

high-volume, or problem-prone areas; consider the incidence, prevalence, and severity of problems in those areas; 

and affect health outcomes, resident safety, resident autonomy, resident choice, and quality of care.  

§483.75(e)(2) Performance improvement activities must track medical errors and adverse resident events, analyze 

their causes, and implement preventive actions and mechanisms that include feedback and learning throughout the 

facility. 865 

§483.75(e)(3) As part of their performance improvement activities, the facility must conduct distinct performance 

improvement projects. The number and frequency of improvement projects conducted by the facility must reflect 

the scope and complexity of the facility's services and available resources, as reflected in the facility assessment 

required at §483.70(e). Improvement projects must include at least annually a project that focuses on high risk or 

problem-prone areas identified through the data collection and analysis described in paragraphs (c) and (d) of this 

section  

§483.75(g) Quality assessment and assurance.  

§483.75(g)(2) The quality assessment and assurance committee reports to the facility's governing body, or 

designated person(s) functioning as a governing body regarding its activities, including implementation of the 

QAPI program required under paragraphs (a) through (e) of this section. The committee must:  

(ii) Develop and implement appropriate plans of action to correct identified quality deficiencies;  



(iii) Regularly review and analyze data, including data collected under the QAPI program and data resulting 

from drug regimen reviews, and act on available data to make improvements. [§483.75(g)(2)(ii) 

implemented November 28, 2016 (Phase 1) except as related to implementation of the QAPI program, 

which will be implemented November 28, 2019 (Phase 3)]  

DEFINITIONS §483.75(g)(2)(ii)  

“Adverse Events”: An adverse event is defined as an untoward, undesirable, and usually unanticipated event that 

causes death or serious injury, or the risk thereof, which includes near misses.  

“Corrective Action”: A written and implemented plan of action for correcting or improving performance in response 

to an identified quality deficiency. Use of the term corrective action in this guidance is not synonymous with a Plan of 

Correction (formal response to cited deficiencies). This is also separate from the written QAPI plan.  

“High Risk, High Volume, Problem-Prone”:  

“High risk”: Refers to care or service areas associated with significant risk to the health or safety of residents, e.g., 

tracheostomy care; pressure injury prevention; administration of high risk medications such as warfarin, insulin, and 

opioids.  

“High Volume”: Refers to care or service areas performed frequently or affecting a large population, thus increasing 

the scope of the problem, e.g., transcription of orders; medication administration; laboratory testing.  

“Problem-prone”: Refers to care or service areas that have historically had repeated problems, e.g., call bell 

response times; staff turnover; lost laundry.  

“Near Miss”: A potential harm event that did not reach a resident.  

“Plan Do Study Act (PDSA) Cycle”: An iterative four-step improvement method used to quickly test change in a 

process, resulting in continuous improvement. Also known as a Deming cycle, rapid-cycle improvement, or Plan Do 

Check Act (PDCA) cycle.  

“Quality Assurance and Performance Improvement (QAPI)”: Nursing home QAPI is the coordinated application of 

two mutually-reinforcing aspects of a quality management system: Quality Assurance (QA) and Performance 

Improvement (PI). QAPI takes a systematic, interdisciplinary, comprehensive, and data-driven approach to 

maintaining and improving safety and quality in nursing homes while involving residents and families, and all nursing 

home caregivers in practical and creative problem solving.  

• Quality Assurance (QA): QA is the specification of standards for quality of care, service and outcomes, and 

systems throughout the facility for assuring that care is maintained at acceptable levels in relation to those 

standards. QA is on-going and both anticipatory and retrospective in its efforts to identify how the 

organization is performing, including where and why facility performance is at risk or has failed to meet 

standards.  

• Performance Improvement (PI): PI (also called Quality Improvement - QI) is the continuous study and 

improvement of processes with the intent to improve services or outcomes, and prevent or decrease the 

likelihood of problems, by identifying opportunities for improvement, and testing new approaches to fix 

underlying causes of persistent/systemic problems or barriers to improvement. PI in nursing homes aims to 

improve facility processes involved in care delivery and enhanced resident quality of life. PI can make good 

quality even better.  

 

“Quality Deficiency (or Opportunity for Improvement)”: A deviation in performance resulting in an actual or 

potential undesirable outcome, or an opportunity for improvement. A quality deficiency is anything the facility 

considers to be in need of further investigation and correction or improvement. Examples include problems such as 

medical errors and accidents, as well as improvement opportunities such as responses to questionnaires showing 

decreased satisfaction. This term is not necessarily synonymous with a deficiency cited by surveyors, but may include 

issues related to deficiencies cited on annual or complaint surveys.  

GUIDANCE §483.75(g)(2)(ii)  

Identifying Quality Deficiencies  

The QAA committee’s responsibility to identify quality deficiencies requires facilities to have a system for monitoring 

departmental performance data routinely in order to identify deviations in performance and adverse events. Issues 

identified must be prioritized to determine which concerns pose a high risk to resident safety, health, and well-being, 

those which are problem-prone, and those which are high volume (occur with frequency). Adverse events, such as the 



elopement without injury of a cognitively-impaired resident, should be considered a high risk problem for which 

corrective action is required.  

Adverse Events  

An adverse event is defined as an untoward, undesirable, and usually unanticipated event that causes death or serious 

injury, or the risk thereof, which includes near misses. Facilities must have mechanisms or systems in place to ensure 

the QAA Committee takes necessary steps to identify the cause and correct the issue.  

In 2014, the Department of Health and Human Services, Office of Inspector General (OIG) released its report 

“Adverse Events in Skilled Nursing Facilities (SNFs): National Incidence Among Medicare Beneficiaries,” which 

found that one in three Medicare beneficiaries were harmed by an adverse event or temporary harm event within their 

first 35 days while residing in a SNF. The OIG determined that nearly sixty percent of the events were potentially 

preventable. The OIG classified the events into three categories: medication, care, and infection related adverse 

events.  

CMS collaborated with the Agency for Healthcare Research and Quality (AHRQ) to develop a listing of common potentially 

preventable events that occur in nursing homes – this list is not all-inclusive of potentially preventable events. This list is  

subject to change as technology and research redefine what is preventable. Potentially Preventable Events Related to:  

Medication  Care  Infection  

Change in mental status/delirium related 

to use of opiates and psychotropic 

medication 

  
• Influenza  

 

 

Hypoglycemia related to use of       

antidiabetic medication  

Electrolyte imbalance (including 

dehydration and acute kidney 

injury/insufficiency) associated with 

inadequate fluid maintenance  

Skin and wound infections:  

 

• Surgical Site Infections (SSIs)  

• Soft tissue and non-surgical wound 

infections  

 

Ketoacidosis related to use of 

antidiabetic medication  

Thromboembolic events related to 

inadequate resident monitoring and 

provision of care  

Urinary tract infections (UTIs)  

 

• Catheter Associated UTIs (CAUTIs)  

• UTIs (non-catheter associated)  

 

Bleeding related to use of antithrombotic 

medication  

Respiratory distress related to 

inadequate monitoring and provision of 

tracheostomy/ventilator care  

Infectious diarrhea  

 

• Clostridium difficile  

• Norovirus  

 

Thromboembolism related to use of  

antithrombotic medication  

 

Exacerbations of preexisting conditions related to inadequate 

or omitted care  

Prolonged constipation/ileus/  

impaction related to use of opiates  

 

 

Feeding tube complications (aspiration, leakage, displacement) 

related to inadequate monitoring and provision of care  

Electrolyte imbalance (including dehydration and acute kidney 

injury ) related to use of diuretic medication  

In-house acquired/worsened stage pressure injuries, and 

unstageable/suspected deep tissue injuries  

Drug toxicities including: acetaminophen, digoxin; 

levothyroxine; ACE inhibitors; phenytoin; lithium; valproic 

acid; antibiotics  

Elopement  

Falls, abrasions/skin tears, or other  

Trauma related to care 

 

 

 

 

 

Electrolyte imbalance (including 

dehydration and acute kidney 

injury/insufficiency) associated with 

inadequate fluid maintenance  

auma related to care  

 

Thromboembolic events related to 

inadequate resident monitoring and 

provision of care  

 

 

Respiratory distress related to 

inadequate monitoring and provision of 

tracheostomy/ventilator care  

 

 

Exacerbations of preexisting conditions 

related to inadequate or omitted care  

 

Feeding tube complications (aspiration, 

leakage, displacement) related to 

inadequate monitoring and provision of 

care  

In-house acquired/worsened stage 

pressure injuries, and 

unstageable/suspected deep tissue 

injuries  

 

Respiratory infections:  

 

• Pneumonia  

 

 

 

 

Skin and wound infections:  

• Surgical Site Infections (SSIs)  

• Soft tissue and non-surgical 

 wound infections  
 

 

Urinary tract infections (UTIs)  

• Catheter Associated UTIs 

 (CAUTIs)  

• UTIs (non-catheter associated)  

 

Infectious diarrhea  

• Clostridium difficile  

• Norovirus  

 

 



Altered cardiac output related to use  

of cardiac/blood pressure medication 

 

 

 

 

 

 

Elopement  

According to the OIG report, preventable adverse events were generally caused by:  

• Appropriate treatment provided in a substandard way (56%)  

• Resident’s progress not adequately monitored (37%)  

• Necessary treatment not provided (25%)  

• Inadequate resident assessment and care planning (22%)  

 

Corrective Action  

Once a quality deficiency is identified, the QAA committee has a responsibility to oversee development of 

“appropriate” corrective action. An appropriate corrective action is one that appears to address the underlying cause 

of the issue comprehensively, at the systems level.  

There are many different methodologies available to facilities for developing corrective action. CMS has not 

prescribed a particular method that must be used. Corrective action generally involves a written plan that includes:  

• A definition of the problem – which, depending on the severity and extent of the problem, may require further 

study by the committee to determine contributing causes of the problem (Root Cause Analysis);  

• Measurable goals or targets;  

• Step-by-step interventions to correct the problem and achieve established goals; and  

• A description of how the QAA committee will monitor to ensure changes yield the expected results.  

 

Corrective actions may take the form of one or more tests of change, or PDSA cycles until the desired performance 

goals have been met, or facilities may convene a Performance Improvement Project (PIP).  

While facilities are not yet required to perform them, PIPs are a type of corrective action that generally involves a 

team making a concentrated effort over time to improve a systemic problem. It often requires a systematic 

investigation, such as a Root Cause Analysis (RCA) to identify underlying causes or factors which have contributed to, 

or caused the problem. Interventions are designed to address the underlying causes. Once each intervention is 

implemented, the team closely monitors results to determine if changes are yielding the expected improvement or if the 

interventions should be revised.  

NOTE: The requirement for facilities to conduct PIPs will be implemented in Phase 3, beginning on November 28, 

2019.  

KEY ELEMENTS OF NON-COMPLIANCE  

To cite deficient practice at F867, the surveyor's investigation must generally show that the facility failed to:  

• Identify quality deficiencies; and  

• Develop and implement action plans to correct identified quality deficiencies.  

 

INVESTIGATIVE SUMMARY  

Use the Facility Task Pathway for Quality Assurance and Performance Improvement (QAPI) Plan and Quality 

Assessment and Assurance (QAA) Review, as appropriate, along with the above interpretive guidelines when 

determining if the facility meets the requirements for, or investigating concerns related to QAA Committee 

identification and correction of quality deficiencies.  

Summary of Investigative Procedure 



Prior to conducting the QAPI Plan/QAA review, the survey team should identify and validate systemic problems in the 

facility. This includes concerns identified from offsite preparation that represent repeat deficient practice, and 

concerns or issues identified throughout the survey that will potentially be cited at a S/S of E or above.  

DEFICIENCY CATEGORIZATION  

Examples of Severity Level 4 Non-compliance Immediate Jeopardy to Resident Health or Safety include but are not 

limited to:  

• Evidence showing one or more residents received third degree burns from hot water temperatures in the month 

prior to the survey. QAA review showed there was no system in place for routine monitoring of hot water 

temperatures throughout the facility, yet no action had been taken to correct the systemic, high risk issue. 

(Cross-referenced at F689, Accidents)  

• Evidence showing the facility failed to monitor their system for communicating each residents’ code status. This 

resulted in staff having inaccurate and inconsistent information to use in emergency situations. QAA review 

showed the QAA committee was not aware of this systemic issue, and the QAA committee was not monitoring 

facility practices related to accurate and consistent communication of residents’ advance directives and code 

status.  

 

Examples of Severity Level 3 Non-compliance Actual Harm that is Not Immediate Jeopardy include, but are not 

limited to:  

• Evidence showing the facility had no system for conducting infection surveillance, with accompanying evidence 

that several residents on one unit had Clostridium difficile, one of whom had a resultant decline in their ability 

to perform ADLs. QAA review showed the QAA committee had identified the issue, put a corrective action in 

place, but failed to monitor to ensure the corrective action was achieving the intended results. (Cross-

reference and also cited at Infection Control).  

• Evidence showing the facility had repeat deficiencies for the past two surveys related to their failure to ensure 

residents’ post discharge needs were care planned and met upon discharge. During the current survey it was 

determined that a resident was discharged with no education about how to manage his new onset diabetes, 

resulting in his rehospitalization. The QAA review showed the QAA committee was not aware of the issue, and 

was not monitoring its practices around discharge. (Cross-referenced and also cited at Discharge Planning.  

 

Example of Severity Level 2 Considerations: No Actual Harm with Potential for More Than Minimal Harm that is 

Not Immediate Jeopardy includes, but is not limited to:  

• Facility failed to identify an unresolved quality deficiency involving inaccurate weights, which was previously 

cited on the last annual survey. This issue has the potential to cause more than minimal harm.  

 

Example of a Severity Level 1: No actual harm with potential for minimal harm includes but is not limited to:  

• Facility failed to ensure that monitoring occurred as planned for an identified quality deficiency. On interview it 

was determined that the facility’s corrective action involved  

monitoring monthly for three months to ensure the issue was corrected, however, documentation showed that for 

the second month, there was no evidence that monitoring had occurred. The QAA coordinator explained that 

she was out of the facility during that period.  

 

F868  
(Rev. 173, Issued: 11-22-17, Effective: 11-28-17, Implementation: 11-28-17)  

§483.75(g) Quality assessment and assurance.  

§483.75(g)(1) A facility must maintain a quality assessment and assurance committee consisting at a minimum of:  

(i) The director of nursing services;  

(ii) The Medical Director or his/her designee;  

(iii) At least three other members of the facility's staff, at least one of who must be the administrator, owner, a 

board member or other individual in a leadership role; and  

(iv) The infection preventionist.  

[483.75(g)(1)(iv) Implemented beginning November 28, 2019(Phase 3)]  



§483.75(g)(2) The quality assessment and assurance committee reports to the facility's governing body, or 

designated person(s) functioning as a governing body regarding its activities, including implementation of the 

QAPI program required under paragraphs (a) through (e) of this section. The committee must:  

(i) Meet at least quarterly and as needed to coordinate and evaluate activities under the QAPI program, such as 

identifying issues with respect to which quality assessment and assurance activities, including performance 

improvement projects required under the QAPI program, are necessary.  

DEFINITIONS §483.75(g)(1)-(2)  

“Non-physician practitioner (NPP)”: A nurse practitioner (NP), clinical nurse specialist (CNS), or physician 

assistant (PA).  

GUIDANCE §483.75(g)(1)-(2)  

QAA Committee  

QAA committee responsibilities include identifying and responding to quality deficiencies throughout the facility, and 

oversight of the QAPI program when fully implemented. Additionally, the committee must develop and implement 

corrective action, and monitor to ensure performance goals or targets are achieved, and revising corrective action 

when necessary.  

The committee should be composed of staff who understand the characteristics and complexities of the care and 

services delivered by each unit, and/or department. The QAA Committee must be composed of, at a minimum:  

• The director of nursing (DON),  

• The Medical Director or his/her designee, and  

• At least three other staff, one of whom must be the facility’s administrator, owner, board member, or other 

individual in a leadership role who has knowledge of facility systems and the authority to change those 

systems.  

 

Facilities may have a larger committee than required by the regulation. Residents and families may provide a 

valuable perspective to committee efforts, although their participation is not required. Representation by staff with 

responsibility for direct care and services provides perspectives that are valuable in identifying, analyzing and 

correcting problems in resident care areas. Additionally, departments such as maintenance, housekeeping, laundry 

services, and other service areas such as the business office should be provided opportunities to participate in the 

committee, when relevant performance data is discussed. Consideration should be given as to how committee 

information is provided to and from staff who may not be members of the committee, but whose responsibilities 

include oversight of departments or services.  

As noted above, the Medical Director is a required member of the QAA committee. This requirement stems from the 

Medical Director’s responsibility for the overall medical care provided and the implementation of all resident care 

policies in the facility. There should be evidence of meaningful participation by the Medical Director in the QAPI 

program, such as reporting on trends identified during oversight and review of reports such as the report of 

irregularities from the medication regimen review, and other oversight activities. For additional guidance related to 

the Medical Director‘s role, see §483.70(h), Medical Director, F841.  

The Medical Director’s designee must not be another required member, such as the DON, but may be a NPP. The 

designee must have knowledge of the facility’s policies, procedures and practices so that he/she can fully participate 

and can add value to the QAA committee comparable to the medical director. Having a designee for the QAA 

committee, does not change or absolve the Medical Director’s responsibility to fulfill his or her role as a member of 

the QAA committee, or his or her responsibility for overall medical care in the facility. In addition, there must be 

evidence of communication of the content of the meeting to the Medical Director, with his/her acknowledgement of 

this information. The Medical Director, in conjunction with the QAA committee, may arrange for real-time alternative 

methods of participation, such as videoconferencing and teleconference calls. For additional guidance related to the 

Medical Director’s responsibilities, see §483.70(h) Medical Director, F841.  

Frequency of Meetings  

QAA committee meetings must be held at least quarterly or more often as necessary to fulfill the committee’s 

responsibilities to identify and correct quality deficiencies effectively. The QAA committee determines what 

performance data will be monitored and the schedule or frequency for monitoring this data. There is no expectation 

that all performance data will be monitored at each committee meeting, however, the data must be reviewed with 



enough frequency to enable the committee to know if improvement is needed or if improvement is occurring (for 

current corrective actions).  

KEY ELEMENTS OF NONCOMPLIANCE  

To cite deficient practice at F868, the surveyor's investigation must generally show that the facility failed to meet any 

one of the following:  

• Establish and maintain a QAA committee;  

• Ensure the QAA committee is composed of the required committee members;  

• Meet at least quarterly, and with enough frequency to conduct required QAPI/QAA activities.  

 

INVESTIGATIVE SUMMARY  

Use the Facility Task Pathway for Quality Assurance and Performance Improvement (QAPI) Plan and Quality 

Assessment and Assurance (QAA) Review, as appropriate, along with the above interpretive guidelines when 

determining if the facility meets the requirements for, or investigating concerns related to the QAA Committee and 

QAPI program.  

Summary of Investigative Procedure  

Prior to conducting the QAPI Plan/QAA review, the survey team should identify and validate systemic problems in the 

facility. This includes concerns identified from offsite preparation that represent repeat deficient practice, and 

concerns or issues identified throughout the survey that will potentially be cited at a S/S of E or above. 


