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Regulatory Readiness

At the conclusion of this course, the learner will be able to:
• Describe strategies to achieve program readiness
• Describe the difference between regulations, standards, guidelines, best 

practices, and standards of care
• Identify prioritization strategies to ensure compliance with standards
• Describe when and how to use a risk assessment
• Define the updates to the July 2024 IC standards
• Identify commonly scored findings for 2024
• Apply strategies to collect meaningful data and disseminate summaries of 

actions and results
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Ok….so It’s that time 
again
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Know your accreditor 

• The Joint Commission (TJC) is a non-profit organization that 
accredits and certifies over 22,000 healthcare organizations and 
programs in the United States. It is widely recognized as the 
gold standard in healthcare accreditation, and its standards are 
considered rigorous and comprehensive.
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https://www.jointcommission.org/what-we-offer/accreditation/health-care-settings/ambulatory-health-care/learn/accreditation-options-certifications/ambulatory-surgery-center/?utm_source=Google&utm_medium=cpctjc&utm_campaign=ahc_gaascaccred&gclid=Cj0KCQjw2cWgBhDYARIsALggUhqwY8q0gl21wFL0gnErHOSc1ut2TqkpV_LuY0O0EkH0VJj0xlXDxPgaAormEALw_wcB


Know your accreditor 

• Det Norske Veritas (DNV) is a global quality assurance and risk 
management company that provides accreditation services for 
healthcare organizations. DNV has a strong focus on patient 
safety and is known for its innovative approach to accreditation, 
which includes a focus on continuous improvement and a 
performance-based assessment model.
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https://www.dnv.us/assurance/Management-Systems/ISO-Certification.html?gclid=Cj0KCQjw2cWgBhDYARIsALggUhpt__pigUjAkvxiPUWsvQUAZ6TldGQl5CdAOCQCCFu5i2VuaD25pxkaAswkEALw_wcB
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Essential Components 

Infection 
Prevention 
and Control 

Program
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Getting prepared for the next TJC Survey 
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YOUR “BOB”: Big Ole Binder—What’s in 
there?

• The Serenity Prayer?
• Your annual plan and risk 

assessment
• Annual report 
• Recent data and reports
• Risk Assessments
• Polices and procedures 
• Job aids 
• Tricky IFUs
• Important numbers 
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It takes a little planning…..

Multidisciplinary Rounds

Have your Resources Handy
Make it Easy to Do the Right 
Thing 
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Integration is KEY

IPC 
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Remember the WHY:
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*To promote best practice *To promote safety of patients, 
visitors and healthcare professionals 
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Now, where do I start??? 
The IPC program should be built on hierarchy that accounts for the 
following elements, as appropriate: 

• Local, state, and federal rules and regulations 
• CMS Conditions of Participation (CoPs) and Conditions for Coverage (CfCs)* 
• Manufacturers’ instructions for use 
• Evidence-based guidelines and national standards, consensus documents



Can I define the differences to help prioritize?

Laws and 
Regulations

Standards and other 
guidance

Recommendations/ 
Guidance/Action 

Plans
Best Practice

Standards of Care
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Understanding the Difference: Regulations and Force of Law 

Regulations:
Examples: 
• CMS payment rules being received annually

• OSHA (developing infectious disease standard since 
2010)

• Most recent revisions to CoPs for hospitals

• OSHA COVID 19 Healthcare ETS 
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Force of law: CMS, OSHA, FDA
Federal and state laws are enacted by the congress of state 
legislature and issued by the legislative body

Examples:
• Affordable Care Act
• Occupational Safety and Health Act
• Federal Food, Drug, and Cosmetics Act 

*States have different and sometimes more stringent laws outside 
of federal laws



Understanding the Difference: Guidelines, Recommendations, 
guidance, and action plans

• Evidence-based rules of practice by a government body or other agency 
or organization

• Does not have the force of law but considered by practitioners to be 
strong guides for practice.
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What if Regulations or Laws don’t exist?

*In the absence of laws or regulations compliance with guidelines may be used to determine accreditation status
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Risk Assessments: When to use them and how

Don’t
• Use a risk assessment to go against 

MIFUs

Do
• Use it when there is tension between two 

or more conditions of performance
• Weight the pros and cons
• Review with key stakeholders
• Reassess annually or more frequently if 

needed 
• Report actions to multidisciplinary group 
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Here is how you prioritize to impact compliance! 
Rules and 

Regulations 

CoPs and Cfc*

Evidence-Based 
Guidelines and 

National Standards

Manufacturers’ 
Instruction for 

Use

Consensus 
Documents 

Organization’s 
IPC Process, 
Policies and 

Protocols 
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Reaching the Frontline



July 2024 IC Standards 
Changes



Standards and Scoring: What has changed?
NEW
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New Requirements within the IC Chapter

• Governing body and leaders’ responsibilities: 04.01.01 – EP1 and 
05.01.01 – EP1 and EP2

• Policies and procedures: 04.01.01. – EP3, EP4
• Policies and procedures for processing reusables: 04.01.010 - EP4
• Access to and use of public health and safety data: 05.01.01 – EP1 

and 06.01.01 – EP1
• Protocols for HCID or special pathogens: 07.01.01 – EP1 and EP2
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Eliminated EPs within the IC Chapter

• Infection prevention and control plan
• Elimination of IP plan

*The requirements for both topics are now required under the new or 
existing EPs.
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Existing Requirements moved to new EP 
location

• Program leader responsibilities: 04.01.01 – EP1 and EP2
• Program resources: 05.01.01 – EP1
• Risk identification and annual review: 06.01.01 – EP1 and EP2
• Setting prioritization goals: 06.01.01 – EP1
• Use of evidence-based national guidelines: 04.01.01 – EP3
• Surveillance of IP processes: 06.01.01 – EP 3
• Outbreak management: 06.01.01 – EP4
• Hospital-wide IP program: 04.01.01 – EP5
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Existing Requirements moved to new EP 
location
• Implementation: 06.01.01 – EP3
• Communication of responsibilities: 06.01.01 – EP4
• Communication to staff: 05.01.01 – EP2, 06.01.01 – EP4 and 07.01.01 – EP1
• Reporting: 04.01.01 – EP3 and 07.01.01 – Ep1
• Patient notification: 04.01.01 – EP4
• Occupational health: 06.01.01 – EP5
• Staff vaccination: 04.01.01 – EP3 and 06.01.01 – EP5
• Practices to prevent HAIs: 04.01.01 – EP3 and 06.01.01 – EP 3
• Communication of results: 05.01.01 – EP2
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Requirements moved outside the IC Chapter

• Influx of infectious patients: EM requirements
• Storage and disposal: EC 02.02.01
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TJC New IC Assessment Tool

• Details the IC practices and structures needed to meet the IC 
requirements. 

• The tool was developed using regulations, CMS survey procedures, 
the CMS Hospital Infection Control Worksheet, the US Centers for 
Disease Control and Prevention (CDC) Core IC Practices, and 
Category IA recommendations from CDC guidelines. 

• The new tool is posted to The Joint Commission Connect® 
extranet site
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IC.04.01.01 The hospital has a hospital wide infection prevention and control program for the 
surveillance, prevention, and control of health care–associated infections (HAIs) and other infectious diseases. 
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Related Standards and EPs to 04.01.01
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Related Standards and EPs to 04.01.01
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IC.04.01.01: Examples of Frequently Scored Findings:
The hospital has a hospital wide infection prevention and control program for the surveillance, prevention, and control of 
health care–associated infections (HAIs) and other infectious diseases

EP 4: Policy not reflecting observed  
process. “The policy for HLD 

reusable equipment did not indicate 
that TEE Probes  do not require 

reprocessing due them not having 
lumens” 

EP 5: You have not accurately 
reflected the scope your service. Do 

not forget your specialty areas: 
BURN, Dialysis,  Cath Lab, 

Behavioral Health 

EP 2: Staff not able to demonstrate 
the skills and tasks specific to their 
roles and responsibilities. Examples 

of competencies may include 
donning/doffing of personal 

protective equipment and the ability 
to correctly perform the processes for 

high-level disinfection.

EP 3:  Not following IFUs, 
reprocessing of single use medical 
devices, not following your policies 

and procedures

EP 1: Governing body did not appoint 
an IP or IPs to the role. 
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IC.05.01.01 The hospital’s governing body is accountable for the implementation, performance, and 
sustainability of the infection prevention and control program.
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More on 05.01.01: Governing body and leaders’ responsibilities.

Document and track the following:
• Implementation 
• Performance 
• Sustainability 
• Resources
• Showing that problems are addressed.

37



IC.06.01.01The hospital implements its infection prevention and control program through surveillance, 
prevention, and control activities.
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Related Standards and EPs to 06.01.01
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Related Standards and EPs to 06.01.01
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IC.06.01.01: Examples of Frequently Scored Findings: The hospital 
implements its infection prevention and control program through surveillance, prevention, and control activities.

EP 4: Lack of appropriate 
communication around 

outbreaks to team 
members, visitors, and 

staff. 

EP 5: Lack of management 
or policy and procedure for 

staff members. Lack of 
screening, immunization, 

self education, and training 
for staff.

EP 2: Not updating your 
plan both annually and 

when risk changes

EP 3:  Not following IFUs, 
hand hygiene, care 

handling and maintenance 
of equipment, scopes, 

probes, and instruments.

EP 1: lack of priority to risk 
or response around 

clusters or outbreaks. Lack 
of reporting to health 

department when 
appropriate. 
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IC.07.01.01The hospital implements processes to support preparedness for high-consequence 
infectious diseases or special pathogens.
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CMS Crosswalk for the IC Standards
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Additional Strategies: Review your policies and procedures! 

Written documentation of the following:
• Activities | methods | control transmission
• Separate policy to address cleaning, disinfection, and sterilization of reusable 

medical and surgical devices and equipment.
• All documentation must include relevant law regulations, guidelines, and expert 

opinions.
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IPC Program Concerns in non-acute care 
settings
• The presence of patients and families (some with undiagnosed communicable diseases) in 

common waiting rooms 
• Lack of laboratory and information technology support 
• Lack of private rooms in hospitals, long term acute care facilities, and nursing care centers, 

which can increase the risk of exposure to infectious agents 
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Pulling it all together! Strategies to collect meaningful data and disseminate 
summaries of actions and results

Rules and 
Regulations 

CoPs and 
Cfc*

•Routine audit and feedback of 
compliance so teams and leaders 
know where you stand 

Evidence-Based 
Guidelines and 

National 
Standards

Manufacturers’ 
Instruction for 

Use

•Have a mechanism in place so you stay up to 
date!

•Routine audit and feedback of compliance   

Consensus 
Documents 

Organization’s 
IPC Process, 
Policies and 

Protocols 

• Make these easily accessible

• Have a one stop shop for guides and job aids 

• Make sure you update as things change!
• Make them easily accessible 

• Know your federal and state 
regulations
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Questions?
• Thank you! 

Contact me at kaila.cooper@vcuhealth.org
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