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Leveraging AI in HTM Quality Management Systems

● AI Is here!

● What it can do and Why it’s needed 

● How to use AI effectively

● Examples of AI Assistance 
○ Resolving ISO 13485 Audit Non-Conformities

○ Performing Risk Assessment

○ QMS Documentation Simplification

○ Amazing Presentation Automation

○ Just for Fun



Have you used AI?



AI can improve your 

Quality Management System (QMS)

● Creative Collaborator

○ Brainstorm Ideas

○ Refine details

● Proofreader

○ Improved communication

○ Simplify & consolidate documents

● Problem Solver and Coder 

○ Perform statistical and risk analysis

○ Create VB and HTML Code:

■ Generate Powerpoint presentations 

■ Create Excel process map

■ Websites 



(You) Search commercial websites

(You) Read the documentation

(You) See if it solves your problem

(You) Keep searching other sites

(AI) Generates a solution

(AI) References websites

(AI) Checks to see if it works

(AI) Revises the solution as needed

Hint:  the lines can go outside the box 

VS.
Can you connect all the dots with

only 4 continuous straight lines?



AI can help 

you think 

outside the 

box for new

solutions



Norton’s Challenge : Two ISO Certifications
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Challenge #1:  

Close out ISO 13485 audit 

non-conformances 



The Problem:  Auditor Endless Loop 

ISO 13485 
Audit

Non-
Conformance

Corrective 
Action Plan 

CAP

Redo 
CAP

N

CAP 

Approved?

ENDLESS LOOP

The auditor was 

rejecting CAP over 

and over



Reasons for the Auditor CAP Rejections

Auditor:  “Clinical Engineering has failed to:”  

● Complete the CAP form correctly.

● Demonstrate understanding of the ISO 13485 

standard

● Identify the root causes of the Non 

Conformance (NC)

● Define Short and Long Term Solutions

● Explain how the solutions address the root 

causes



Help!  Effective AI prompts 

● Provide context:  Give background information or perspective.

● Be specific: Clearly define what you need AI to do.

● Set expectations: Ensure the AI can achieve the desired outcome.

● Evaluate Output:  Compare AI results to your expectations and  

experience

● Dialogue:  Provide feedback to AI to adjust accordingly.



Provide Context

“You are the auditor.  See the attached non-conformance for context.” 

Response:  

AI summarizes and confirms its understanding based on its own 

research and your attached information.

AI asks:  what do you want to do?



Provide Context



Set expectations  

“Let’s make sure the CAP meets 

ISO 13485 requirements.”

Response:  

• AI completes an ISO 

compliant CAP)

• Generates a letter to 

the auditor (Iris)



Evaluate Output   

“This looks pretty good.  I took the CAP and made a few 

Changes for clarity. How does this look?”

Response:  

AI evaluates my work and offers suggestions for clarity.



AI Strengths – what it does well

● Can decipher meaning

● Has access to expanse of information

● Take an outline and create a book

● Take a book and create an outline



Challenge #2:  

Performing Risk Assessment



What are the risks of changing PM?

Risky Business

● After COVID restrictions, patient census skyrocketed.

● Clinical Engineering was denied access to beds for PM.

● Bed PM completions metrics tanked.

● AI used to evaluate the risks of changing from OEM to 

AEM PM.





Side rail Latching Mechanisms

• A failure of the side rail latching mechanisms 

can lead to
• unintended patient falls

• entrapment between the side rails,

• Severity (5):



Caster Braking Systems

• Caster braking system failures make it difficult to 

secure the bed causing: 
• impact patient safety and mobility. 
• unintentional bed movement

• patient falls 

• Difficulty securing the bed in a fixed position.

• Severity (4):



Electrical System Components

• Electrical System Component failures can lead to
• power outages

• malfunctioning bed adjustments

• unexpected movements 

• danger to patients or caregivers.

• Severity (5):



Bed PM changed after AI Risk Assessment 

Item Severity Detection Frequency RPN

Side rail Latching 

Mechanisms
5 1 3 15

Caster Braking Systems 4 1 3 12

Electrical System 

Components
5 1 3 15

Electrical Power Cords 4 1 2 8

Control Return to Neutral 3 1 3 9

Controls/Cabling 

Entanglement
4 1 2 8

Lockout Controls 3 1 2 6

Sleep Surface 4 1 3 12

Head Angle Display (if 

applicable)
3 1 2 6

VersaCare Bed Main 

Battery
4 1 3 12

“Help me calculate the 

RPN based on Severity, 

Detection, and Frequency 

of Malfunction."

AI evaluated RPN 

Bed PM changed to AEM
Severity may be high
Detection of failure is easy

Frequency of failure is low

Versacare Bed Sub Systems



Challenge #3:  

AI Simplifies 

QMS Documentation 



New ISO 13485
Quality System Procedures
QSPs

Lean 6 Sigma Quality Tools
Staff Training
DNV ISO Audits

Active Vendor Assessment
Integrated ISO Documentation

QMS Review
Audit Records

CE Legacy
CE Policies
SOPs

HTM Practices
Leadership Training
The Joint Commission

Vendor Status Quo
Disconnected Documents

Performance Tracking
CMMS

50 ISO 13485 
QSPs, Forms

70 Legacy 
CE SOPs

350 

Hundreds of NHC Policies and Procedures

>1000 NHC ISO 9001

CE ISO 13485               CE SOPs 

200

NHC

QMS

http://nsite/departments/clinicalengineering/ces/CE%20Core%20Competency/Forms/AllItems.aspx
http://nsite/departments/clinicalengineering/ces/CE%20Core%20Competency/Forms/AllItems.aspx






AI Simplifies CE QMS Documentation
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83% Reduction!



AI Generates MRI Repair Policy



AI Generates MRI Repair Procedure from Policy 



AI Generates MRI Repair Checklist from Procedure

Step Action Completed

Preparation
Gather Tools and Materials ☐

Review Safety Protocols ☐

Initial Inspection
Visual Check ☐

Environment Check ☐

System Calibration
Magnet Calibration ☐

RF Coil Check ☐

Software Updates
Check for Updates ☐

Run Diagnostics ☐

Cleaning and Maintenance
Clean the Bore ☐

Inspect and Clean Filters ☐

Functional Testing
Run Test Scans ☐

Review Results ☐

Documentation
Record Maintenance Activities ☐

Report Issues ☐



Challenge 4:  

Automate Powerpoint

Creation from AI Outline







1.Enable the Developer Tab:
•Open PowerPoint.
•Go to File > Options.
•In the Customize Ribbon section, check the box for Developer and click OK.

2.Open the Visual Basic Editor (VBE):
•Press Alt + F11 to open the VBE.
•Alternatively, you can click on the Developer tab and then click Visual Basic.

3.Insert a New Module:
•In the VBE, right-click on VBAProject (YourPresentationName).

•Select Insert > Module. This will create a new module where you can paste your VBA code.
4.Copy and Paste the VBA Code:

•Copy the VBA code you want to use.
•Paste it into the new module window that opened in the VBE.

5.Run the VBA Code:
•Close the VBE and return to PowerPoint.
•To run the code, you can press Alt + F8, select the macro you want to run, and click Run.

“Here are the instruction to use the VB code to create your 

Powerpoint Presentation.”







AI Demystified: How to 
Effectively Use AI to 

Develop or Improve Your 
Quality Management 

System

Mark Cooksey, DME Quality Engineer, Norton Healthcare



Introduction

• Introduction of Mark Cooksey

• Objective of  the presentation

• Importance of  AI in QMS



Overview of AI

• Definition of  Artificial Intelligence (AI)

• Types of AI: Narrow AI, General AI

• Examples of AI in everyday life



Understanding QMS and ISO 13485

• Definition of  Quality Management Systems (QMS)

• Key components of ISO 13485

• Importance of  ISO 13485 in HTM



Challenges in QMS Development

• Complexity of QMS development

• Resource intensity

• Interpretation of standards

• Maintaining compliance





AI does the math!



95% 

Reduction!



Challenge # 5:  

AI Just for Fun





Origin Story: Dr. Alex Carter was a brilliant radiologist working at a cutting-edge medical research facility. One day, 
while experimenting with a new type of MRI machine designed to detect and repair cellular damage, an 
unexpected power surge caused the machine to malfunction. The resulting explosion fused Dr. Carter’s DNA with 
the machine’s advanced technology, giving them extraordinary abilities.

Super Powers:
•MRI Vision: ScanGuard can see through objects and people, detecting any abnormalities or damage at a cellular 
level.
•Healing Touch: By focusing their energy, ScanGuard can repair damaged tissues and organs, effectively healing 
injuries and illnesses.
•Data Manipulation: They can interface with any digital system, allowing them to correct errors in medical scans 
and other digital data.
•Electromagnetic Pulse (EMP): ScanGuard can emit a controlled EMP to disable electronic devices or disrupt 
harmful technologies.

Costume: ScanGuard’s suit is sleek and metallic, with glowing blue lines that mimic the look of MRI scan images. 
The suit is equipped with various medical tools and gadgets, including a portable scanner and a healing device.

Mission: ScanGuard is dedicated to using their powers to advance medical science and save lives. He travels the 
world, helping hospitals and clinics repair faulty MRI scans, diagnose difficult cases, and heal patients who have no 
other hope.

Catchphrase: “Let’s get to the heart of the problem.”



Benefits of AI in HTM

● Develop New Skills

● Improved accuracy

● Increased efficiency

● Better decision-making

● Productivity / Cost savings



Challenges and Considerations

● Data privacy concerns

● Integration with existing systems

● AI is no replacement for human expertise

● Training and skill requirements



• AI Is here

• What it can do

• Why it’s needed 

• AI Tips

• Examples of AI 

(AI Generated Image:  ScanGuard)





Thank You!

Mark Cooksey
ISO 13485 Quality Leader, Norton Healthcare
Mcooksey6@gmail.com
(502) 554-5206

mailto:Mcooksey6@gmail.com

	Slide 1
	Slide 2
	Slide 3: Leveraging AI in HTM Quality Management Systems
	Slide 4: Have you used AI?
	Slide 5: AI can improve your  Quality Management System (QMS)
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10: The Problem:  Auditor Endless Loop 
	Slide 11: Reasons for the Auditor CAP Rejections
	Slide 12: Help!  Effective AI prompts 
	Slide 13: Provide Context
	Slide 14
	Slide 15: Set expectations  
	Slide 16: Evaluate Output   
	Slide 17: AI Strengths – what it does well
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29: AI Simplifies CE QMS Documentation
	Slide 30: AI Generates MRI Repair Policy
	Slide 31: AI Generates MRI Repair Procedure from Policy 
	Slide 32: AI Generates MRI Repair Checklist from Procedure
	Slide 33
	Slide 34
	Slide 35
	Slide 36
	Slide 37
	Slide 38
	Slide 39: AI Demystified: How to Effectively Use AI to Develop or Improve Your Quality Management System
	Slide 40: Introduction
	Slide 41: Overview of AI
	Slide 42: Understanding QMS and ISO 13485
	Slide 43: Challenges in QMS Development
	Slide 44
	Slide 45
	Slide 46
	Slide 47
	Slide 48
	Slide 49
	Slide 50: Benefits of AI in HTM
	Slide 51: Challenges and Considerations
	Slide 52
	Slide 53
	Slide 54

