
QMS & EHSQ Solutions
for Testing Laboratories

Achieve Regulatory Compliance and World-Class Quality at  intellect.com

A Fully Customizable QMS Software Solution for Labs
Set-up, customize, and update your QMS without needing IT support

Get (and Maintain) Accreditation with Ease
Accreditation is proof that your laboratory uses reliable testing data, 
has a competent staff, uses trusted & approved testing methodologies, 
maintains quality testing equipment and a safe testing environment, and 
that you've earned the trust of your patients. 

Trusted by Quality Leaders Like Yourself

ISO 17025 ISO 15189 CLIA & CLSI

https://www.intellect.com/request-a-demo-labs
https://www.intellect.com/solutions/fda-regulations
https://www.intellect.com/solutions/iso-standards
https://www.intellect.com/solutions/fda-regulations
https://www.intellect.com/blog/ensuring-quality-and-operational-excellence-in-labs
https://www.intellect.com/solutions/fda-regulations
https://www.intellect.com/blog/ensuring-quality-and-operational-excellence-in-labs


MEET ISO, FDA, AND CLSI’s 12 QUALITY SYSTEM REQUIREMENTS

• Organization and Leadership
• Suppliers and Inventory
• Facilities and Safety
• Customer Service
• Process Control
• Equipment

• Continuous Improvement
• Documents and Records
• Information Management
• Nonconforming Events
• Assessments 
• Personnel

Learn more at  intellect.com

ELIMINATE LOST 
TESTS & MISSING 

DOCUMENTS

Labs accredited to ISOs 
17025 and 15189 are 

required to participate in 
competency assessments  

and proficiency testing. 

CLIA (42 CFR 493) spells out 
six steps that must be 

completed semi-annually 
during an analyst's first year 

and annually thereafter. 

In addition, ISO 9001, 14001, 
27001, and 45001 all have 

sections that reference the 
competency of staff.

42 CFR 493ISO 15189 ISO 45001ISO 9001ISO 17025 ISO 14001ISO 27001CLIA & CLSI

Proficiency Testing
Intellect’s Proficiency Testing app 
enables organizations to review and 
chart proficiency test results, determine 
if tests meet the required quality level, 
and open an investigation through our 
nonconformance or CAPA apps if 
proficiency tests fall short.

Competency Assessments
Intellect’s Competency application enables labs to document and improve 
the competency of their staff. The app records the results of competency 
events, determines if competency requirements have been met, and 
schedules corrective actions!

• Automatically schedule assessments
• Measure and document employee competency
• Identify problems with employee’s performance and correct them
• Trigger a nonconformance or CAPA to determine the root cause of 

competency failures

ENSURE YOUR STAFF’S COMPETENCY ASSESSMENTS ARE CURRENT

• Directly integrate with NCR and CAPAs
• Keep track of upcoming, completed, and 

overdue tests. Send reminders emails where 
needed. Understand:

✓ who needs more training
✓ which tests require more focus
✓ trends that signal potential problems
✓ the root cause (origin) of errors LIGHTEN YOUR WORKLOAD WITH INTELLECT!

Intellect is a leading cloud based QMS and EHSQ 
software provider that helps you reduce your 
Cost of Quality (CoQ), improve operational 
excellence, and meet ISO, FDA, OSHA, EPA and 
GxP compliance. Leverage our 20+ prebuilt 
apps available out-of-the-box (OOTB) and the 
industry’s only no-code compliance platform to 
achieve more.
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