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These slides are current as of March 25, 2024.  The Joint Commission 
reserves the right to change the content of the information, as appropriate. 

These slides are only meant to be cue points, which were expounded upon 
verbally by the original presenter and are not meant to be comprehensive 
statements of standards interpretation or represent all the content of the 

presentation. Thus, care should be exercised in interpreting Joint 
Commission requirements based solely on the content of these slides. 

Pictures or discussion of products are provided as examples and do not 
constitute an endorsement or criticism of any product or manufacturer. 

These slides are copyrighted and may not be further used, shared or 
distributed without permission of Tiffany Wiksten. Distribution of this 

presentation other than in PDF format is expressly prohibited.

The Joint Commission Disclaimer
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Objectives

• Updates to the Infection Control StandardsReview

• The top Infection Control non-compliant 
standards

Discuss

• The expectations of the Infection Control 
standards

Clarify

• Examples for how to identify the root cause of 
non-compliance with the Infection Control 
Standards

Provide
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New Infection Control Standards and 
Elements of Performance:

HAP/CAH Programs
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IC Chapter Rewrite Milestones

CMS has approved the new Infection Control 
requirements and survey processes for HAP/CAH

HAP/CAH IC standards were published in January 2024 
and go into effect in July 2024

IC Chapter Rewrite for non-hospital programs: 
Implementation January 2025 (ALC, NCC, OME) and July 
2025 (AHC, BHC, LAB)
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Overview

The IC chapter underwent a full rewrite and will replace 
the current IC chapter for both HAP and CAH 
accreditation programs

Consistent with the ongoing initiative to simplify 
requirements and provide more meaningful 
evaluations of hospitals

Eliminated requirements that do not add value to 
accreditation surveys 

Focus on the structures that are essential to support 
quality and safety and identify a framework for a 
strong infection prevention and control program 

Align more closely to law and regulation, the Centers 
for Medicare & Medicaid Services’ (CMS) 
Conditions of Participation (CoPs), and the Centers 
for Disease Control and Prevention (CDC) Core 
Infection Prevention and Control Practices for Safe 
Healthcare Delivery in All Settings https://www.jointcommission.org/standards/r3-report/r3-report-issue-41-new-and-revised-

requirements-for-infection-prevention-and-control-for/
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What Will the New Infection Control Chapter Look Like?

12 Standards 

51 Elements of 
Performance

4 Standards

14 Elements of 
Performance

Condensed and Reorganized Standards/Elements of Performance
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Infection Prevention and Control’s Responsibilities

Hospitalwide infection surveillance, prevention, and control policies and procedures
Developing and 
implementing

The infection prevention and control program surveillance, prevention, and control activitiesDocumenting

Competency-based training and education of hospital staff on infection prevention and control 
policies and procedures and their application

Competency-based 
training/education

Health care–associated infections, including auditing of adherence to infection prevention and 
control policies and procedures

Preventing and 
controlling

With all components of the hospital involved in infection prevention and control activities 
Communicating and 

collaborating

With the QAPI on infection prevention and control issues
Communicating and 

collaborating

Directly Responsible for:

IC.05.01.01 EP1 Hospital policies address the roles and responsibilities for infection 

prevention and control program within the hospital and how the various hospital committees 

and departments interface with the infection prevention and control program (for example, 

how to report infectious/communicable disease issues to the infection prevention and control 

program).
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Modified from April 2019 Perspectives (available at https://www.jointcommission.org/-

/media/tjc/documents/resources/patient-safety-topics/infection-prevention-and-hai/ic-

hierarchical-approach-to-scoring-standards-april-2019-perspectives.pdf © The Joint 

Commission. Used with permission.

Approach to Assessing Compliance with Infection 

Prevention and Control Requirements

The New IC Standards Uphold the 

Approach to Assessing Compliance 

with Infection Prevention and Control 

Requirements

https://www.jointcommission.org/-/media/tjc/documents/resources/patient-safety-topics/infection-prevention-and-hai/ic-hierarchical-approach-to-scoring-standards-april-2019-perspectives.pdf
https://www.jointcommission.org/-/media/tjc/documents/resources/patient-safety-topics/infection-prevention-and-hai/ic-hierarchical-approach-to-scoring-standards-april-2019-perspectives.pdf
https://www.jointcommission.org/-/media/tjc/documents/resources/patient-safety-topics/infection-prevention-and-hai/ic-hierarchical-approach-to-scoring-standards-april-2019-perspectives.pdf
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The hospital’s policies and procedures for cleaning, disinfection, and sterilization 
of reusable medical and surgical devices and equipment address the following:

Cleaning, disinfection, and sterilization of reusable medical and surgical devices in accordance with the Spaulding classification system and 
manufacturers’ instructions

The use of EPA-registered disinfectants for noncritical devices and equipment according to the directions on the product labeling

The use of FDA-approved liquid sterilants for the processing of critical devices and high-level disinfectants for the processing of semicritical 
devices in accordance with the FDA-cleared label and device manufacturers’ instructions

Required documentation for device reprocessing cycles (e.g., sterilizer cycle logs, the frequency of chemical and biological testing, and the 
results of testing for appropriate concentration for chemicals used in high-level disinfection, etc.)

Resolution of conflicts or discrepancies between a medical device manufacturer’s instructions and manufacturers’ instructions for automated 
high-level disinfection or sterilization equipment

Criteria and the process for the use of immediate-use steam sterilization

Actions to take in the event of a reprocessing error or failure identified either prior to the release of the reprocessed item(s) or after the 
reprocessed item(s) was used or stored for later use 
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Infection Prevention and Control Program

Apply to all staff providing patient care, 
treatment or services

Apply to all inpatient and outpatient care 
locations

Apply to all care, treatment and services 
provided

Scope of surveillance is consistent with scope 
and complexity of the hospital’s services

Policies and procedures address the special 
populations served by the hospital

Evidence that new locations, services and 
areas are incorporated

−Reflects the scope and 

complexity of the hospital’s 

services
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Many Requirements Have Been Clarified 

In a new Infection Prevention and Control Assessment Tool
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Reprocessing Reusable Medical Equipment
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High-level Disinfection
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Sterilization
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Customer Resources

Available on the Extranet:

> Survey Process Tab

>> In Pre-Survey menu, click on 
"Survey Activity Guide" 

>> Scroll down to 
"Additional Resources"

Will be available in the organization 
SAG in Spring 2024

Includes required components that 
could be evaluated during survey

Includes locations for scoring
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Infection Control Findings 2023
• Frequently Scored 
• High Risk

17
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#1 on the 2022 Most Frequently Cited Higher-Risk Accreditation 

Requirements

HAP, CAH, AHC, OBS

In the Top 10 Infection Control Findings

Highest Percentage of High-Risk Findings and findings 

evaluated for Immediate Threat to Health and Safety

Sterilization and High-Level Disinfection

18
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IC.02.02.01 EP2

IC.02.02.01 EP4

IC.02.02.01 EP1

IC.02.01.01 EP1

IC.02.01.01 EP2

Sterilization / High Level Disinfection

Storage

Low Level Disinfection

Implement IC Plan

Standard Precautions

Top 5 Infection Control Findings 2023:
HAP/CAH Programs 

19
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Proportion of Safer Placement 2023:
Top 5 Infection Control Findings (HAP/CAH)
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Safer Matrix Scoring All IC Findings: 
2023 HAP/CAH

21
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Top 5 Scored IC Findings
Last 3 years HAP/CAH

2021 2022 2023

IC.02.02.01 EP2
IC.02.02.01 EP4
IC.02.01.01 EP1
IC.02.01.01 EP2
IC.02.02.01 EP1

IC.02.02.01 EP2
IC.02.02.01 EP4
IC.02.02.01 EP1
IC.02.01.01 EP1
IC.02.01.01 EP2

IC.02.02.01 EP2
IC.02.02.01 EP4
IC.02.02.01 EP1
IC.02.01.01 EP1
IC.02.01.01 EP2

IC.02.01.01 EP1 – Implementation of IC activities

IC.02.01.01 EP2 – Standard Precautions

IC.02.02.01 EP2 – High-Level Disinfection and Sterilization

IC.02.02.01 EP1 – Low-Level Disinfection

IC.02.02.01 EP4 – Storage

22
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Manufacturer’s Instructions for Use (MIFU) not available

MIFU conflicts/ambiguity not clarified 

Supplies not available

MIFU not followed

Instruments/ devices not appropriate for sterilization

Immediate Use Steam Sterilization

Frequently Cited Sterilization Observations

23
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Manufacturer’s Instructions for Use (MIFU) not available

Supplies not available

MIFU not followed

Not stored in a manner to protect from contamination/damage

Contaminated probes not transported per OSHA Bloodborne Pathogen standard

Frequently Cited High Level Disinfection Observations

24
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Evaluating the Root Cause for 
Sterilization and High-Level 
Disinfection Non-Compliance

25
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Where Does Reprocessing Occur in Your Organization?

High Level Disinfection
▪ Central Sterile Processing

▪ Radiology

➢ Inpatient and Outpatient

▪ Women’s Health locations 

➢ Inpatient Maternal Health (L&D triage, 
antepartum)

➢ Outpatient OB/GYN

▪ GI services

➢ Endoscopy department

➢ GI Clinics

▪ Sleep Lab

▪ Speech Therapy

▪ Respiratory Therapy

▪ Ophthalmology Clinics

▪ Cardiology Clinics

Sterilization
▪ Central Sterile Processing

▪ Outpatient locations

➢ Dental clinics

➢ Wound clinics

➢ OB/GYN clinics

➢ Podiatry Clinics

➢ Pain Clinics

➢ Radiation Oncology Clinics

➢ Ophthalmology Clinics

Offsite Centralized 

Reprocessing Site?

26
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Who Provides Oversight for Reprocessing?

Centralized Leader Service Line Leader

Department Leader

27
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Single use vs. reusable 

Varying levels of disinfection/sterilization required

Varying levels of complexity

Wide variation in reprocessing instructions

Wide Variety of Instruments and Devices Used
 in Healthcare Settings

28
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Intended use Drives MINIMUM Reprocessing: FDA Uses Spaulding

Spaulding Classification Determines Level of 

Reprocessing Required

29
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Evaluation of Reprocessing During Survey:     
The Tracer Method

30
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Key Elements of Reprocessing Evaluated During Survey

Available 
Resources

Manufacturer’s 
Instructions For Use 
(MIFU) available

Supplies necessary for 
all steps of 
reprocessing

Personal Protective 
Equipment

Process 
Implementation

Conflicts 
within/between MIFU 
resolved

MIFU followed for all 
steps of the process

• Handling used items

• Cleaning

• Sterilization/High 
Level Disinfection

• Documentation

• Storage

Transporting

Organizational Policies, 
processes, procedures 
followed

Competent 
Employees

Staff who perform 
reprocessing are 
trained and competent

Staff who oversee 
process are competent 
to evaluate the process

Infection 
Prevention and 
Control
Process to audit 
adherence to policies, 
processes, procedures

Leadership 
Oversight

Leadership provide 
oversight and hold staff 
accountable

31
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Evaluating Identified Risks

Risk identified

Additional 
Information 
requested

Additional findings 
may be scored 
outside the IC 

chapter

32
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What is the Root Cause of Non-Compliance? 

33
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Other Locations Where Risks May Be Scored 

Resources

Information

Equipment and Supplies

Leadership

Activity Management 

 Oversight

Human resources        
Education

Training

Competency

34
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Short term 

fix

Long term 

solution

Understanding the Root Cause Can Help Guide 

Activities and Resource Allocation

35
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When Reprocessing Reusable Instruments, Devices 
and Equipment…

You must follow all local, state and federal regulations, CMS requirements, the 
manufacturers instructions for use for instruments, devices, equipment and 
products in use as well as your organization’s policies, processes and 
procedures that have incorporated required or chosen Evidence Based 
Guidelines.

The following Infection Control Activities are examples of common elements of 
high-level disinfection and sterilization that are assessed during survey and are 
not intended to provide a comprehensive list of requirements for reprocessing.
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Key Elements of Sterilization

37
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38

Important Steps in the Sterilization Cycle
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Most Frequently Scored Observations Throughout the 
Sterilization Process

Instructions for Use

Cleaning/decontamination

Instrument Inspection

Pack and Prep

Sterilization
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Resources Available:
Manufacturers Instructions for Use for Instruments/Devices Being Reprocessed 

Staff must have access to the MIFUs for all instruments, devices and/or 
equipment being reprocessed to ensure the processes are performed correctly

Having the MIFU is integral:

–Provides manufacturer validated instructions for all steps of reprocessing

–Includes validated methods for sterilization 

–Identifies supplies / equipment needed for reprocessing

–Identifies required reprocessing steps / processes

–Identifies sequence of reprocessing steps / processes

–Identifies scenarios when items may no longer be usable due to loss of integrity or defect

MIFUs may be ambiguous, unclear or contain conflicting information

40
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Most items utilized throughout the steps of reprocessing will have IFUs:
• Detergents

• Cleaning accessories

• Cleaning and decontamination equipment

• Sterilizers

• Chemical/low temperature sterilization equipment

• Accessories used for reprocessing (pouches, wraps, containers)

• Process indicators

Instructions for use for equipment may also contain additional important 

information including, but not limited to equipment verification testing, cleaning 

and disinfection, preventive maintenance and when servicing is indicated

MIFUs may be ambiguous, unclear or contain conflicting information

Resources Available:
Manufacturers Instructions for Use for Other Items Used Throughout the 
Sterilization Process

41
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Example:  
Ambiguity Within a MIFU

Example:  Instruments/devices with multiple pieces

MIFU may contain instructions for:

–Disassembly prior to cleaning and decontamination

–Instructions for cleaning and decontamination

–Instructions for sterilization

May be ambiguous:

–May be silent on if the item should be                                                                                       
sterilized disassembled or if it can be                                                                                      
reassembled prior to sterilization

If there is a conflict within a 

MIFU or between MIFUs for 

items, or if a MIFU contains 

unclear or ambiguous 

information

Contact the Manufacturer 

for Clarification

42
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Example:
Confusing Manufacturers Instructions for Use

Example: Terminology used in the MIFU for Sterilization Accessories

– Maintenance of Package Integrity

– Real Time Testing

– Shelf Life

– Event related sterility

– Some MIFU refer end user to follow specific

   Evidence Based Guidance

If there is a conflict within a MIFU 

or between MIFUs for items, or if 

a MIFU contains unclear or 

ambiguous information

Contact the Manufacturer for 

Clarification

43
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Example: 
Conflicts Between MIFUs

Instruments/Devices and Sterilization 
Accessories

Instruments/Devices and Sterilizers

If there is a conflict within a 

MIFU or between MIFUs for 

items, or if a MIFU contains 

unclear or ambiguous 

information

Contact the Manufacturer 

for Clarification
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Resources Available: 
Equipment and Supplies

• Personal Protective Equipment

• Manufacturer approved supplies
– Supplies may vary based on manual vs automated process

• Additional equipment may be needed
– Ultrasonic cleaner, flushing device

– Equipment for instrument inspection

• Must use supplies and equipment according to the MIFU

• The use of incorrect supplies can lead to:
– Instrument, device or equipment damage

– Altered functionality

– Inability to sterilize

• Lack of supplies can lead to missed steps in the process
– Inability to sterilize

45
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Evaluation of Adherence to MIFU Steps/Processes

Following all the steps/processes in the MIFU
1. Ensures proper cleaning and decontamination to prepare for sterilization

2. Validates integrity and functionality of instruments, equipment and devices

3. Ensures that items are correctly sterilized

Follow MIFU for:

• Cleaning solutions, supplies and equipment
• Instruments/devices
• Sterilization accessories
• Sterilizer/sterilization process

Ensure steps are performed in the correct sequence and as per the MIFU

Do not omit steps

Staff should know what next steps to take if there is a process failure
46
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Evaluation of Cleaning and Decontamination Processes

- PPE for staff performing cleaning and decontamination

- Detergent

• Dilution

• Temperature requirements

- Brushes 

• Appropriate to task – type, size, lumens

• Single use vs multi-use

- Use of additional equipment

• Mechanical cleaning equipment

• Ultrasonic

• Flushing devices

- Lubricants

Are the Manufacturer’s 

Instructions for Use 

followed for all steps of 

the process?
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Evaluation of Instrument Inspection Process

Are instruments appropriate for sterilization?  

Clean
Reusable or Single 

Use
Evidence of 
Oxidation

Pitting, cracking or 
corrosion

Tape applied 
correctly

Peeling or 
cracking tape
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“Single-use device: A single-use device, also referred to as 
a disposable device, intended for use on one patient 

during a single procedure. It is not intended to be 
reprocessed (cleaned, disinfected/sterilized) and used on 

another patient...”

https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/labeling-recommendations-single-

use-devices-reprocessed-third-parties-and-hospitals

If you are unsure if an item is single 

use or reusable 

Contact the Manufacturer for 

Clarification

Single-use Devices

49
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Single-use Surgical Instruments / Devices

❖ May have a single use or do not reuse symbol on the packaging

❖ Do not include manufacturer’s instructions for use that provide 

instructions for reprocessing for use on a subsequent patient

 

❖ These items are not intended to be reprocessed, they often begin 

to show evidence of loss of integrity of the surfaces, which may 

manifest as oxidation, pitting or cracking

How Do You Know if an Item is Single Use?

There may be single use items that are supplied unsterile and require 

sterilization prior to use – for these items, the provision of sterilization cycle 

and parameters alone does not imply the item is reusable
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▪ Instruments should be 

inspected for:
– Oxidation

– Corrosion

– Pitting

– Cracks 

▪ Etching of instruments that 

leaves rough edges
– Etching is acceptable if 

performed correctly

▪ Effective sterilization 

cannot be assured for:
– Instruments with surface 

damage

– Instruments with any type of 

rust

Evaluati0n of Instrument Compromise

Munakomi S, Shah R and Shrestha 
S. A pilot study comparing pattern 
of damage sustained among 
instruments from different 
surgical units in a tertiary care 
centre in Nepal – reappraising the 
role of instrument reprocessing in 
retaining their value [version 1; 
peer review: 2 approved]. 
F1000Research 2018, 7:102 
(https://doi.org/10.12688/f1000r
esearch.13699.1)

51
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Evaluation of Instrument Identification Tape or Coating

Ipaktchi et al. Patient Safety in Surgery 2013, 7:31
http://www.pssjournal.com/content/7/1/31

Evaluate:

▪ Product is approved for use with the sterilization process used

▪ Product applied according to manufacturer’s IFU
– Tape wrapping technique

▪ Presence of cracking, peeling, chipping, lifting, fading and/or frayed edges

▪ Tape adhesive left on instruments from previously applied instrument tape
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Evaluation of Processes in Pack and Prep

Items packed disassembled if required by MIFU 

Sterilization Accessories

• Container

• Tray

• Sterilization Wrap

• Peel Pouches

Sterilization Accessories are

• Compatible with the sterilization process used

• Clean

• Used per MIFU

• Filled per MIFU

• Double wrapped per IFU

• No writing on “paper”

Chemical indicators 

• Used/placed per IFU

Trackable: Load labels
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The IFU of the MEDICAL DEVICE BEING STERILIZED determines the type 

of sterilization process and sterilization cycle parameters

Steam Sterilizers
• Gravity

• Dynamic air removal

• Pre-vacuum

• Steam Flush Pressure Pulse (SFPP)

Low temperature/chemical sterilizers are validated for the specific items being 

sterilized (may be device and sterilizer model specific)

Evaluation of the Sterilization Process



© 2024 The Joint Commission. All Rights Reserved.

Evaluation of Steam Sterilization Process Monitoring, Testing

Physical parameters were met – each cycle

1. Cycle, time, temperature, pressure

Biologic Indicator

1. At minimum weekly, and with each load that includes an implant and for sterilizer qualification testing

2. Include a positive control from the same lot with each processed BI

Chemical Indicator

Ensure the MIFU is followed for process monitoring supplies and ensure that the supply is appropriate for the 
type of sterilizer being used

External – Type 1 Bowie-Dick - Type 2 Internal – Type 3-6

Used on outside of package 

unless the internal CI is 

visible

Routine sterilizer testing (dynamic-air-

removal sterilizers if applicable)

Run each day in an empty sterilizer 

before the first processed load

Should be used inside each 

package

Monitor critical process 

variables

These are general guidelines – Must follow MIFU or required / chosen EBG

55
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Evaluation of Low Temperature/Chemical Sterilization Processes 

Low temperature/chemical sterilization is compatible with the item(s) being sterilized 

Follow MIFU for safe and effective use

• Manufacturer’s recommended temperature and contact conditions are met

Compatible packaging materials

Process monitoring

• MIFU required methods to monitor the efficacy of the process

• Physical monitors reflect the parameters of the automated processing equipment

• Chemical monitoring

• Biologic monitoring
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Evaluating the Process for Release of Sterilized Instruments

• Person removing items from the sterilizer should:

• Verify cycle parameters match load content requirements

• Review correct loading was done

• Inspect packages for 

• Chemical indicator change

• Damage

• If visible, integrity of instruments

• Verify load records are correct 

Release is an 
active process 
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High Level Disinfection

58
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Important Steps in the High-Level Disinfection Cycle

Point of 
Use 

Cleaning

Prepare 
and 

Transport

Clean and 
Decontam

Inspect
High-
Level 

Disinfect

Release

Storage

Include 

process 

controls
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Most Frequently Scored Processes Observations 
Throughout the High-Level Disinfection Process

Manufacturers Instructions for Use

Cleaning/decontamination

Critical Parameters
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Resources Available:
Manufacturers Instructions for Use for Instruments/Devices Being Reprocessed 

Staff must have access to the MIFUs for all instruments, devices and/or 
equipment being reprocessed to ensure the processes are performed correctly

Having the MIFU is integral:

–Provides manufacturer validated instructions for all steps of reprocessing

–Includes validated/compatible methods for High Level Disinfection

–Identifies supplies / equipment needed for reprocessing

–Identifies required reprocessing steps / processes

–Identifies sequence of reprocessing steps / processes

–Identifies scenarios when items may no longer be usable due to loss of integrity or defect

MIFUs may be ambiguous, unclear or contain conflicting information

61
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Most items utilized throughout the steps of reprocessing will have IFUs
• Cleaning accessories

• Cleaning and decontamination equipment

• Leak testing equipment (where applicable)

• Products used for manual high-level disinfection

• High level disinfection equipment

• Process indicators

Instructions for use for equipment will also contain additional important 

information including, but not limited to verification testing, cleaning and 

disinfection, preventive maintenance and when servicing is indicated

MIFUs may be ambiguous, unclear or contain conflicting information

Resources Available:
Manufacturers Instructions for Use for Other Items Used Throughout the High-Level 
Disinfection Process

62
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Resources Available: 
Equipment and Supplies

• Personal Protective Equipment

• Manufacturer approved supplies
– Supplies may vary based on manual vs automated process

• Additional equipment may be needed
– Flushing device, leak testing equipment

• Must use supplies and equipment according to the MIFU

• The use of incorrect supplies can lead to:
– Instrument, device or equipment damage

– Altered functionality

– Inability to high level disinfect

• Lack of supplies can lead to missed steps in the process
– Inability to high level disinfect

63
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Evaluation of Adherence to MIFU Steps/Processes
Following all the steps/processes in the MIFU
1. Ensures proper cleaning and decontamination to prepare for high level disinfection

2. Validates integrity and functionality of instruments, equipment and devices

3. Ensures that items are correctly high level disinfected

Follow MIFU for:

• Cleaning solutions, supplies and equipment
• Instruments/devices
• Manual high-level disinfection
• Automated high-level disinfection processes
• Preparation of devices to be sent for repair

Ensure steps are performed in the correct sequence and as per the MIFU

Do not omit steps

Staff should know what next steps to take if there is a process failure
64
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Evaluation of Cleaning and Decontamination Processes

- PPE for staff performing cleaning and decontamination

- Detergent/cleaning products

• Dilution

• Temperature requirements

- Brushes

• Appropriate to task – type, size, lumens

• Single use vs multi-use

- Cloths specified by manufacturer

- Use of additional equipment

• Flushing devices

• Leak testing equipment

- Rinsing requirements

- Drying after rinsing

Are the Manufacturer’s 

Instructions for Use 

followed for all steps of 

the process?
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Evaluation of Manual High-level Disinfection Processes

Verify critical parameters for the 
High-Level Disinfection Solution:

Physical Parameters

• Temperature directly measured prior to use to 
ensure manufacturer required minimum 
temperature is met

• Item submerged for manufacturer required 
immersion time

Chemical Monitoring

• Minimum effective concentration verified per 
MIFU

There may be other requirements:

Length of time a HLD solution is good for (primary 
container and secondary container)

Accessories for soaking (trays or other containers)

Rinsing requirements after HLD

• Type of water, volume of water for rinses, number 
of rinses

Drying after rinsing

Process for disposal of HLD solution (may require 
inactivation prior to disposal)

These are general guidelines –  Must follow MIFU or required / chosen EBG
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Check Manufacturers Instructions for Use for device compatibility with the automated 

process

Follow MIFU for the device, equipment and chemical used

Physical Monitors

• Reflect the parameters of the automated processing equipment 

• Validate the cycle parameters are met

Process Monitors

• Methods to monitor the efficacy of the process (e.g., solution monitoring, Chemical 

Indicators)

Staff should be able to demonstrate the actions to take for a failed cycle

Evaluation of Automated High Level Disinfection Processes
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Check MIFU for device for compatibility with automated reprocessing equipment

Follow the MIFU for the device, equipment and chemical used

Confirm that correct connectors are being used for each scope model

Physical Monitors

• Reflect the parameters of the automated processing equipment 

• Validate the cycle parameters are met

Process Monitors

• Methods to monitor the efficacy of the process (e.g., solution monitoring, Chemical 

Indicators)

Electronically stored data should be reviewed 

Staff should be able to demonstrate the actions to take for a failed cycle

Evaluation of Automated Endoscope Reprocessing
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Critical Elements of Implementation

Resource Availability

Education, Training and Competency

Staff Accountability

Oversight of Critical Activities

Activities Implemented in All Relevant Locations

Activities Implemented for All Relevant Staff
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Education, Training and Competency

Education 

Increases Knowledge

-Online modules

-Classes

-Orientation

Training

Skill Development

-Focuses on gaining 
specific (often manually 
performed) technical skills

-Classes

-Orientation

Competency

Competent to Perform 
Job Functions

The ability to do something 
'competently' is based on 
an individual's capability to 
synthesize and correctly 
apply the knowledge and 
technical skills to a task

-Organization defines

-Requires a qualified 
individual to assess

-Requires a validation 
process
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• Devices, Instruments and Accessories

• Education, training and competency may look different based on the 

types of items that are reprocessed and accessories and equipment 

needed 

Staff Who Reprocess Devices and Instruments

Simple 
Instruments/ 
devices

Few items

Low 
Complexity

Few types of 
instruments/ 
devices

Additional  
reprocessing 
steps

Moderate 
Complexity

Many different 
types of 
instruments/de
vices

Widely 
variable 
reprocessing 
instructions

High 
Complexity

A one size fits all approach may not be 

appropriate!
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Process Oversight

Organization 
determines if 

processes should 
be monitored

Person 
Assigned to 
Oversight

Are they 
competent to 

provide oversight

Are staff held 
accountable
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Summary

Follow the hierarchical approach to ensure compliance with IC 
standards

Provide the necessary resources 

Ensure a culture of safety in which staff are held accountable to 
perform their job functions correctly, to ensure staff and patient safety
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Have a Standards Question?
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Thank you for 
Keeping Patients 

Safe!
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