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42 CFR Ch. IV (10–1–20 Edition) § 485.641 

§ 485.641 Condition of participation: 
Quality assessment and perform-
ance improvement program. 

The CAH must develop, implement, 
and maintain an effective, ongoing, 
CAH-wide, data-driven quality assess-
ment and performance improvement 
(QAPI) program. The CAH must main-
tain and demonstrate evidence of the 
effectiveness of its QAPI program. 

(a) Definitions. For the purposes of 
this section— 

Adverse event means an untoward, un-
desirable, and usually unanticipated 
event that causes death or serious in-
jury 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 sys-
tems; and 

Medical error means an error that oc-
curs in the delivery of healthcare serv-
ices. 

(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 serv-
ices furnished under contract or ar-
rangement). 

(4) Use objective measures to evalu-
ate its organizational processes, func-
tions and services. 

(5) Address outcome indicators re-
lated to improved health outcomes and 
the prevention and reduction of med-
ical errors, adverse events, CAH-ac-
quired conditions, and transitions of 
care, including readmissions. 

(c) Standard: Governance and leader-
ship. The CAH’s governing body or re-
sponsible individual is ultimately re-
sponsible 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. 

(d) Standard: Program activities. For 
each of the areas listed in paragraph 
(b) of this section, the CAH must: 

(1) Focus on measures related to im-
proved health outcomes that are shown 

to be predictive of desired patient out-
comes. 

(2) Use the measures to analyze and 
track its performance. 

(3) Set priorities for performance im-
provement, considering either high- 
volume, high-risk services, or problem- 
prone areas. 

(e) Standard: Program data collection 
and analysis. The program must incor-
porate quality indicator data including 
patient care data, and other relevant 
data, in order to achieve the goals of 
the QAPI program. 

[84 FR 51828, Sept. 30, 2019] 

§ 485.642 Condition of participation: 
Discharge planning. 

A Critical Access Hospital (CAH) 
must have an effective discharge plan-
ning process that focuses on the pa-
tient’s goals and treatment preferences 
and includes the patient and his or her 
caregivers/support person(s) as active 
partners in the discharge planning for 
post-discharge care. The discharge 
planning process and the discharge 
plan must be consistent with the pa-
tient’s goals for care and his or her 
treatment preferences, ensure an effec-
tive transition of the patient from the 
CAH to post-discharge care, and reduce 
the factors leading to preventable CAH 
and hospital readmissions. 

(a) Standard: Discharge planning proc-
ess. The CAH’s discharge planning proc-
ess must identify, at an early stage of 
hospitalization, those patients who are 
likely to suffer adverse health con-
sequences upon discharge in the ab-
sence of adequate discharge planning 
and must provide a discharge planning 
evaluation for those patients so identi-
fied as well as for other patients upon 
the request of the patient, patient’s 
representative, or patient’s physician. 

(1) Any discharge planning evalua-
tion must be made on a timely basis to 
ensure that appropriate arrangements 
for post-CAH care will be made before 
discharge and to avoid unnecessary 
delays in discharge. 

(2) A discharge planning evaluation 
must include an evaluation of a pa-
tient’s likely need for appropriate post- 
CAH services, including, but not lim-
ited to, hospice care services, post-CAH 
extended care services, home health 
services, and non-health care services 
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