
 

  
   

 

    
 

  

 

  

    

Fundamentals of Quality Management Systems 

12 Quality System Essentials (QSE) 

How is QSE 1 implemented in your laboratory? 

QSE 1: Organization and leadership – Plays a vital role in a 
laboratory’s success in implementing a Quality Management 
System (QMS). When leadership promotes and communicates 
the benefits of a QMS, employees are more likely to embrace 
it. Key aspects of QSE organization and leadership encompass 
defining job roles, setting quality objectives, documenting the 
QMS, fostering a culture of quality, allocating resources, and 
overseeing process management. 

How is QSE 2 implemented in your laboratory? 

QSE 2: Customer focus – Involves identifying and meeting 
customer expectations by soliciting input and ensuring 
ongoing satisfaction. Key QSE 2 elements include identifying 
customers, determining expectations, measuring satisfaction 
through feedback analysis, and managing complaints. 

QSE 3: Facilities and safety management – Aims to create a 
safe and efficient laboratory environment. Key QSE 3 elements 
involve optimizing laboratory design for safety and efficiency, 
managing access, maintaining clean work areas, and 
implementing a comprehensive safety program covering PPE, 
SDS, hazardous waste and more.

How is QSE 3 implemented in your laboratory? 



   

 

  

 

    
 

  

 

  

  
 

  

 

  

How is QSE 4 implemented in your laboratory? 

QSE 4: Personnel management – Involves all laboratory staff 
and their qualifications, this crucial QSE is needed for a 
successful QMS and maintaining high-quality standards. Key 
elements include job descriptions, onboarding/exiting plans, 
training plans, competence assessment, professional 
development support, performance evaluation, and 
personnel record maintenance. 

How is QSE 5 implemented in your laboratory? 

QSE 5: Supplier and inventory management – Acquiring and 
maintaining laboratory supplies to ensure the quality of materials 
used for laboratory operations. Key aspects include setting 
purchase criteria, evaluating incoming materials, and establishing 
appropriate stock levels. 

QSE 6: Equipment management – Maintains laboratory 
equipment that performs accurately and reliably. Key QSE 
elements encompass equipment qualification, 
verification/calibration, prevention maintenance, 
unscheduled maintenance, and decommissioning. 

How is QSE 6 implemented in your laboratory? 



   

 
  

 
 

 

 

     
  

  
 
 

  

 

   
  

 
 

  
  

 

    

 

How is QSE 7 implemented in your laboratory? 

QSE 7: Process management – Involves planning, managing, 
and documenting interconnected laboratory processes or 
effective operations. Key QSE elements include workflow 
analysis, specimen management across pre-analytical, 
analytical, and post-analytical stages, process 
documentation, validation, verification, and performance 
monitoring.

How is QSE 8 implemented in your laboratory? 

QSE 8: Documents and records management – Creating, 
controlling, and maintaining laboratory policies, 
procedures, and records. Effective management is vital for 
streamlined laboratory workflow. Key QSE elements 
encompass documents, a document management system, 
records, and a records management system. 

QSE 9: Information management – Ensures quality by 
addressing information needs, maintaining confidentiality, 
managing data access, and ensuring data integrity 
throughout its lifecycle. Key QSE elements include managing 
information flow, confidentiality, data access, integrity, and 
reporting complete and accurate results. 

How is QSE 9 implemented in your laboratory? 

QSE 10: Nonconforming event management – Detects and 
tracks deviations from policies or requirements and 
addresses process gaps. Key QSE elements include 
identifying, reporting, investigating, and documenting 
nonconforming events, implementing corrective actions 
after root cause identification, and tracking and evaluating 
corrective action outcomes. 



 

   

 

 

  
  

  
 

 
 

  

 

 

  
  

  
 

 
 

 

  
  

  
 

 
 

How is QSE 11 implemented in your laboratory? 

QSE 11: Assessments – Assessment protocols, for both 
internal and external monitoring, ensure compliance with 
regulatory requirements and evaluate the effectiveness of 
processes within the QMS. This involves conducting 
audits, proficiency tests, and quality assurance reviews.

QSE 12: Continual improvement – Involves enhancing 
activities and processes for customer and organizational 
benefit. Key QSE elements include empowering all staff for 
improvement, identifying opportunities (e.g., assessments, 
feedback, and NCE analysis), considering values, 
strategies, customer needs and risks, generating solutions, 
implementation, evaluating effectiveness, and integrating 
sustained improvements into laboratory process.

How is QSE 12 implemented in your laboratory? 

Resource: Clinical & Laboratory Standards Institute -  CLSI Guidelines

This job aid is a component of the free, on-demand CDC training course “Fundamentals of 
Quality Management Systems” Find the course at https://reach.cdc.gov. V23328 

https://reach.cdc.gov
https://reach.cdc.gov
https://clsi.org/




Accessibility Report





		Filename: 

		F_QMS 12 QSE Job aid_branded.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 2



		Passed manually: 0



		Failed manually: 0



		Skipped: 1



		Passed: 29



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Needs manual check		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Needs manual check		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Skipped		Tables must contain the same number of columns in each row and rows in each column



		Summary		Passed		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

	How is QSE 1 implemented in your laboratory?: 
	How is QSE 2 implemented in your laboratory?: 
	How is QSE 3 implemented in your laboratory?: 
	How is QSE 5 implemented in your laboratory?: 
	How is QSE 4 implemented in your laboratory?: 
	How is QSE 6 implemented in your laboratory?: 
	How is QSE 12 implemented in your laboratory?: 
	How is QSE 11 implemented in your laboratory?: 
	How is QSE 10 implemented in your laboratory?: 
	How is QSE 9 implemented in your laboratory?: 
	How is QSE 7 implemented in your laboratory?: 
	How is QSE 8 implemented in your laboratory?: 


