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1. DOCUMENT CONTROL INFORMATION
	Prepared By
	Reviewed By
	Approved By
	Approval Date

	
	
	
	

	Title
	Next Review Date

	
	



2. PURPOSE & SCOPE
This Quality Management Plan (QMP) defines the policies, procedures, and responsibilities for maintaining quality standards for  laboratory operations. It applies to all personnel, processes, instruments, and services within the scope of the laboratory's CLIA certificate.
	Scope Item
	Description

	Testing Sites
	All laboratory sites / departments covered by this QMP:

	Test Menu
	Clinical chemistry, hematology, immunology, microbiology, molecular diagnostics (list all applicable):

	Regulations
	CLIA 42 CFR Part 493, CAP Checklist, HIPAA, applicable state regulations, OSHA standards



3. QUALITY POLICY STATEMENT
	Quality Policy:
Lab2Doctors is committed to providing accurate, timely, and clinically relevant laboratory results that support optimal patient care. We achieve this through continuous quality improvement, adherence to regulatory requirements, competent personnel, well-maintained equipment, and evidence-based practices.
Signed: ________________________________     Date: ______________




4. QUALITY SYSTEM ESSENTIALS (CLSI GP26-A4)
	#
	QSE Component
	Description / Lab Approach
	Responsible Party

	1
	Organization
	Legal structure, lab mission, org chart, governance
	

	2
	Personnel
	Hiring, credentials, training, competency, staffing
	

	3
	Equipment
	Procurement, installation, maintenance, calibration
	

	4
	Purchasing & Inventory
	Reagent management, vendor qualification, supply chain
	

	5
	Process Control
	Pre-analytical, analytical, post-analytical controls
	

	6
	Information Management
	LIS, EHR interface, data security, result reporting
	

	7
	Documents & Records
	Document control, SOP management, records retention
	

	8
	Occurrence Management
	Incident reporting, root cause analysis, CAPA
	

	9
	Assessment
	Internal audits, proficiency testing, external audits
	

	10
	Process Improvement
	QI projects, metrics, corrective actions, trending
	

	11
	Customer Service
	Client communication, complaint resolution, TAT
	

	12
	Facilities & Safety
	Safety program, environment, emergency preparedness
	



5. ROLES & RESPONSIBILITIES
	Role
	Quality Responsibilities
	Name / Contact

	Laboratory Director
	Overall QMP oversight, approval of QI activities, CLIA compliance
	

	Quality Manager / CQO
	QMP maintenance, audit coordination, CAPA management
	

	Technical Supervisor
	Test method validation, SOP review, PT program oversight
	

	General Supervisor
	Day-to-day operations, competency training, shift oversight
	

	Clinical Laboratory Scientists
	QC performance, SOP adherence, incident reporting
	

	Phlebotomy / Pre-Analytical Staff
	Specimen collection compliance, labeling, chain of custody
	

	IT / LIS Administrator
	Data integrity, system access controls, interface validation
	



6. QUALITY CONTROL PROGRAM
	QC Element
	Requirement
	Current Practice
	Frequency

	External QC (EQC)
	≥2 levels per test system; CLIA-required
	
	

	Internal QC (IQC)
	Levey-Jennings charts, Westgard rules
	
	

	Proficiency Testing (PT)
	CAP PT or equivalent; 2x/year minimum per analyte
	
	

	Method Validation
	Accuracy, precision, linearity, reference intervals
	
	

	Delta Checks
	Patient result comparison to prior result
	
	

	Critical Values
	Defined list; immediate notification protocol
	
	



7. DOCUMENT CONTROL POLICY
	Policy Area
	Requirements

	SOP Retention
	Minimum 2 years after supersession; indefinitely for methodologies

	Review Cycle
	Annual review mandatory; earlier if CLIA/CAP changes warrant

	Approval Process
	Technical Supervisor review → Laboratory Director approval

	Distribution
	Controlled copies only; electronic master document required

	Obsolete Documents
	Clearly marked OBSOLETE; removed from active use immediately



	Quality Indicator
	Target / Benchmark
	Q1 Result
	Q2 Result
	Q3    Result
	Q4      Result
	Trend / Action Needed

	Specimen Rejection Rate
	< 1%
	
	
	
	
	

	Critical Value Notification TAT
	≤ 30 minutes
	
	
	
	
	

	PT Passing Rate
	≥ 80% per analyte
	
	
	
	
	

	Internal Audit Findings Closed
	100% within 30 days
	
	
	
	
	

	CAPA Completion On Time
	≥ 95%
	
	
	
	
	

	Staff Competency Completion
	100% annually
	
	
	
	
	


8. ANNUAL QMP REVIEW & METRICS
	Quality Indicator
	Target / Benchmark
	Q1 Result
	Q2 Result
	Q3    Result
	Q4      Result
	Trend / Action Needed

	Specimen Rejection Rate
	< 1%
	
	
	
	
	

	Critical Value Notification TAT
	≤ 30 minutes
	
	
	
	
	

	PT Passing Rate
	≥ 80% per analyte
	
	
	
	
	

	Internal Audit Findings Closed
	100% within 30 days
	
	
	
	
	

	CAPA Completion On Time
	≥ 95%
	
	
	
	
	

	Staff Competency Completion
	100% annually
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