
 
(1) The HHA’s performance improvement activities must— 

 
(i) Focus on high risk, high volume, or problem-prone areas; 
(ii) Consider incidence, prevalence, and severity of problems in those areas; and 
(iii) Lead to an immediate correction of any identified problem that directly or 
potentially threaten the health and safety of patients. 
 

Interpretive Guidelines §484.65(c)(1) 
 
“High risk” areas may include global concerns such as a type of service (e.g., pediatrics), 
geographic concerns (e.g., safety of a neighborhood served); or specific patient care 
services (e.g., administration of intravenous medications or tracheostomy care).  All 
factors would be associated with significant risk to the health or safety of patients.   
 
“High volume” areas refers to care or service areas that are frequently provided by the 
HHA to a large patient population, thus possibly increasing the scope of the problem (e.g. 
laboratory testing, physical therapy, infusion therapy, diabetes management). 
 
“Problem-prone” areas refer to care or service areas that have the potential for negative 
outcomes and that are associated with a diagnosis or condition for a particular patient 
group or a particular component of the HHA operation or historical problem areas.   
 
G654 
(Rev. 219; Issued: 04-12-24; Effective: 04-12-24; Implementation: 04-12-24) 
 
§484.65(c)(2) Performance improvement activities must track adverse patient 
events, analyze their causes, and implement preventive actions. 
 
Interpretive Guidelines §484.65(c)(2) 
 
“Adverse patient events” are those patient events that are negative and unexpected, 
impact a patient’s HHA plan of care, and have the potential to cause a decline in a 
patient’s condition. 
 
HHAs must track all adverse patient events, to determine through subsequent analysis 
whether they were the result of errors that should have been preventable, to reduce the 
likelihood of such events in the future. HHAs should also consider a way to identify 
errors that result in near misses, since such errors have the potential to cause future 
adverse events.  
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