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Objectives

• Describe the newest QAPI program requirements from SOM

• Create a gap analysis tool for evaluating your current QAPI 
program

• Create a program timeline to implement and meet all 
requirements

2



CMS:  Why They Changed

• “Because we said so”
• Update QAPI to meet current industry standards 
• Slowly moving to Appendix A ‘likeness’ (PPS Hospitals)
• Forcing a more proactive program 
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Reading the SOMs

4



But Wait…no guidance???
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Expectation that QAPI is in place by 
March 2021!!! Anticipate more guidance 
but for now here we go…



C-1300 (new numbering) 

• §485.641 Quality Assessment and Performance Improvement 
Program

• Includes C-0330 through C-0343
• C-1300 – C-1321

6



§485.641  A CAH Must:

• Develop, implement and maintain
• Effective
• Ongoing
• CAH-wide
• Data-driven
Quality Assessment and Performance Improvement Program

Must demonstrate through evidence of the effectiveness of its QAPI 
program (show me the proof!) 
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C-0336 Program Design and Scope 
§485.641: Quality Assessment and Performance Improvement Program
The CAH has an effective quality assurance program that:

1. Appropriate for the complexity of services provided
2. Ongoing and comprehensive
3. Involve all departments (even those under contract)
4. Use objective measures to evaluate the processes, 

functions and services (analysis and tracking)
5.  Address the outcomes…improved health outcomes;

prevention and reduction of medical errors, adverse events,
CAH-acquired conditions, transitions of care, readmissions
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Don’t forget C-0962
Governance and Leadership
• §485.627(a) Standard:  Governing Body or Responsible 

Individual 
• The CAH’s governing body or responsible individual 

(designated in governing manual) for the CAH’s QAPI and 
responsible and accountable that QAPI meets the requirements

• Includes the quality of care provided to patients 
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But Wait…C-0962 was not in QAPI section?

• Know the entire SOM!
• Embedded QAPI throughout the guidance
• Several areas with quality reference to ensure compliance
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C-0999
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• §485.631 (d) Periodic review of clinical privileges and 
performance



C-1010 Re:  Policy and Procedures

• §485.635(a)(3) A description of the services the CAH furnishes, 
including those furnished through agreement or arrangement

• Hint…remember each of these must be part of your QAPI plan
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C-1018

• §485.635(a)(3) (v) procedures for reporting adverse drug 
reactions and errors in the administration of drugs

• Specifically notes that “the second reporting step is related to 
the CAH-wide Quality Assurance review as addressed in 
§485.641(b) 

• Whole section related to Quality Assurance/Improvement 
Reporting in the reduction of medication administration errors 
and ADRs. (p.131)
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C-1034

• §485.635(c) Services Provided Through Agreements or 
Arrangements

• The governing body (or responsible individual) has the responsibility for ensuring that CAH services 
are provided according to acceptable standards of practice, irrespective of whether the services are 
provided directly by CAH employees or indirectly by agreement or arrangement

• The governing body must take actions through the CAH’S QA program to: assess the services 
furnished directly by CAH staff and those services provided under agreement or arrangement, 
identify quality and performance problems, implement appropriate corrective or improvement 
activities, and to ensure the monitoring and sustainability of those corrective or improvement 
activities.
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C-1046 Nursing Services

• §485.635(d) Nursing services must meet the needs of patients

• Interpretive Guidelines §485.635(d) & (d)(1)

Nurse leader is responsible for the overall management 
and evaluation of nursing care in the CAH … including, 
ongoing review and analysis of the quality of nursing care
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C-1142

• §485.639(a) Designation of Qualified Practitioners

Interpretive Guidelines
• The medical staff appraisal procedures must evaluate each individual practitioner’s training, education, 

experience, and demonstrated competence as established by the CAH’S QA program, credentialing process, 
the practitioner’s adherence to CAH policies and procedures, and in accordance with scope of practice and 
other State laws and regulations.
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C-1200 

• §485.640 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 to best practices for improving antibiotic use 
where applicable, and 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.
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C-1210 

§485.640(a)(4) The infection prevention and control program 
reflects the scope and complexity of the CAH services provided. 

Note:  Be sure this aligns with C-0336 and scope and complexity 
of services!  
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C-1229 

• §485.640(c)(1)(ii) Leadership Responsibilities cont. 
All HAIs and other infection diseases identified by the infection 
prevention and control program a well as antibiotic use issues 
identified by the antibiotic stewardship program are addressed in 
collaboration with the CAH’s QAPI leadership 

§485.640(c)(2)(iii) 
Communication and collaboration with the CAH’s QAPI program 
on infection prevention and control issues
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C-1248 still going…

• §485.640(c) Leadership responsibilities 

(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.
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C-0342 (not new)

• §485.641(b)(5)(ii) 

• The CAH also takes appropriate remedial action to address 
deficiencies found through the quality assurance program.
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C-1425

• §485.642(a)(8) In Discharge Planning

The CAH must assist patients, their families, or the patient’s representative 
in selecting a post-acute care provider by using and sharing data that 
includes, but is not limited to, HHA, SNF, IRF, or LTCH data on quality 
measures and data on resource use measures. 
The CAH must ensure that the post-acute care data on quality measures 
and data on resource use measures is relevant and applicable to the 
patient’s goals of care and treatment preferences.
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What’s Next without Interpretive Guidelines?

• Establish key stakeholders
• This is not a one-person job!
• Create your team 

• Key leadership
• Medical Staff (MD, NP, PA)
• Managers
• Staff (the ones who do the job)
• Maybe an ad hoc board 

member

Gap Analysis Tool

Educate on QAPI
Establish goals of QAPI
Align with organizational goals
Outcomes expected
Know your improvement 
process
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Revise the QAPI Plan post analysis



The Gap Analysis Tool 
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Setting Your Timeline and Expectations

• There is no good rule of thumb
• Angie version…’just start somewhere’
• Typically have a champion to provide monthly feedback reports
• Completion on most within a quarter (90 days)
• Be sure the ones involved are the ones engaged in change
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26From Missouri Hospital Assoc.

These steps do not need to be sequential
Choose a few at a time as you work through 
your QAPI Review
Identify key stakeholders and champions
It is not a race to the finish!
It takes a team…not one person.
Start with what you know is working…and 
understand why it works (create the goals)
Be prepared for hurdles along the way



Consider for QAPI Plan
• Organization vision
• Organization mission
• Establish some guiding principles

• What organization does, why it does it and how…as it pertains to Quality
• Review the five elements of QAPI to capture the principles 

• Define Scope of QAPI 
• Guidelines for Governance and Leadership
• Data management, feedback, data systems/collection, monitoring and reporting 
• Guidelines to PIPs (or your terminology)
• Overall Analysis (system-wide)
• Communicate and approve
• Evaluation of QAPI
• Plan Implementation 
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Purpose Statement for 
QAPI



Let’s 
Share 
Some 

Examples 
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Questions, Challenges
& Concerns

Ask me… ask others… we are a TEAM!
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