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Quality Assessment: New CMS Regulations For Hospitals. 
    SUMMARY: This final rule requires 

hospitals to develop and maintain a quality 

assessment and performance improvement 

(QAPI) program. 

    EFFECTIVE DATE: These regulations 

are effective on March 25, 2003.  

 

42 CFR PART 482--CONDITIONS OF 

PARTICIPATION FOR HOSPITALS  

    Sec. 482.21 Condition of participa-

tion: Quality assessment and perform-

ance improvement program.  

    The hospital must develop, implement, 

and maintain an effective, ongoing, hospi-

tal-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 ser-

vices (including those services furnished 

under contract or arrangement); and fo-

cuses 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. 

    (a) Standard: Program scope. (1) The 

program must include, but not be limited 

to, an ongoing program that shows measur-

able 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 ad-

verse 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 hospi-

tal's Quality Improvement Organization.  

    (2) The hospital must use the data col-

lected to--  

    (i) Monitor the effectiveness and safety 

of services and quality of care; and  

    (ii) Identify opportunities for improve-

ment and changes that will lead to im-

provement.  

    (3) The frequency and detail of data 

collection must be specified by the hospi-

tal's governing body. 

  On January 24, 2003 the 
Centers for Medicare and 
Medicaid Services (CMS) 
announced a new condition 
of participation, effective 
March 25, 2003, that hospi-
tals develop and maintain a 
quality assessment and 
performance improvement 
program that meets CMS 
guidelines. 
  The full text of the CMS 
announcement is on our 
w e b s i t e  a t  h t t p : / /
w w w . n u r s i n g l a w . c o m /
quality.pdf. 
  The focus is not on new 
standards for hospitals, but 
on the process by which 
institutions systematically 
examine themselves. 
  FEDERAL REGISTER, January 24, 2003 

    (c) Standard: Program activities. (1) 

The hospital must set priorities for its per-

formance 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 pa-

tient events, analyze their causes, and im-

plement preventive actions and mecha-

nisms 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 per-

formance 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.  

    (1) The number and scope of distinct 

improvement projects conducted annually 

must be proportional to the scope and com-

plexity of the hospital's services and opera-

tions.  

    (2) A hospital may, as one of its pro-

jects, develop and implement an informa-

tion 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 re-

lated 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 partici-

pate in a QIO cooperative project, but its 

own projects are required to be of compa-

rable effort.  

    (e) Standard: Executive responsibilities. 

The hospital's governing body (or organ-

ized group or individual who assumes full 

legal authority and responsibility for opera-

tions 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 as-

sessment 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 con-

ducted annually.  
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