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1. PURPOSE & SCOPE
This SOP defines the procedures for accurate, timely, and complete reporting of laboratory test results at Lab2Doctors. It applies to all laboratory personnel involved in result verification, authorization, and release via the Laboratory Information System (LIS) or manual reporting pathways.

2. REGULATORY BASIS
	Regulation / Standard
	Requirement

	CLIA 42 CFR §493.1291
	Results must include patient ID, test name, result, reference interval, and collection date/time

	CLIA 42 CFR §493.1291(h)
	Critical values must be immediately reported to authorized person; documentation required

	CAP COM.04050
	Turnaround time goals must be defined, monitored, and met

	HIPAA §164.514
	Results must be transmitted only to authorized recipients

	CAP GEN.41096
	Amended reports must be clearly identified as such



3. REQUIRED ELEMENTS ON EVERY RESULT REPORT
	#
	Required Element
	Notes / Standards

	1
	Patient full name and date of birth
	Must match two identifiers used at collection

	2
	Patient Medical Record Number (MRN) or accession number
	Unique identifier for traceability

	3
	Name and address of laboratory performing the test
	Required for send-out / reference lab results

	4
	Test name (full name — no abbreviations for patient-facing reports)
	Use standard LOINC nomenclature in LIS

	5
	Specimen type and collection date/time
	Critical for timed tests and stability assessment

	6
	Numerical result with units
	SI units preferred per CLSI; flag if no result

	7
	Reference interval (age- and sex-specific where applicable)
	Lab-verified reference intervals per CLIA §493.1253

	8
	Abnormal flag (H/L/Critical) where applicable
	Apply per validated reference intervals

	9
	Name and credentials of authorizing laboratory director or designee
	Electronically signed in LIS

	10
	Date and time of result release
	Auto-generated by LIS upon verification



4. RESULT VERIFICATION WORKFLOW
	Step
	Action
	Responsible Party / Details

	1
	Instrument result reviewed in LIS
	CLS verifies result plausibility; checks QC status for the run

	2
	Delta check performed
	Compare to prior patient result per Delta Check Criteria Sheet (DCK-F-001)

	3
	Critical value check
	Compare result against Critical Values List (CVL-F-001); if critical — go to Step 4

	4
	Critical value notification
	Notify ordering clinician within defined TAT (see Critical Values List); document in Critical Result Log

	5
	Reference interval flagging
	LIS auto-applies H/L flags; CLS confirms flags are appropriate for patient demographics

	6
	Result authorization / verification
	CLS or Technical Supervisor electronically verifies result in LIS

	7
	Result transmission
	LIS auto-transmits to EHR / physician portal / fax per client setup

	8
	Amended result (if needed)
	Follow Amended Report Procedure below; original and amended both retained



5. AMENDED REPORT PROCEDURE
An amended report is required when a previously released result is changed for any reason (transcription error, dilution repeat, specimen identity correction, etc.).
	Step
	Action
	Documentation Required

	1
	Identify need for amendment
	Document reason: error type, discovery method

	2
	Notify ordering clinician immediately if result change is clinically significant
	Document name, time, and method of notification

	3
	Enter amended result in LIS; mark clearly as AMENDED
	Include original result, amended result, reason, and authorizing person

	4
	Original report retained in LIS permanently alongside amended report
	Both accessible for audit; never delete original

	5
	Log in NCR/incident system if error was laboratory-caused
	Assign CAPA if systemic issue identified



6. TURNAROUND TIME (TAT) TARGETS
	Test Category
	Priority
	TAT Target
	Measured From → To

	STAT Chemistry / CBC
	STAT
	≤ 60 minutes
	Order receipt → Result verified

	Routine Chemistry / CBC
	Routine
	≤ 2 hours
	Order receipt → Result verified

	Microbiology (Gram stain)
	STAT
	≤ 60 minutes
	Specimen receipt → Result reported

	Blood Culture (preliminary)
	Routine
	≤ 5 days
	Instrument flag → Physician notification

	Coagulation (PT/INR)
	STAT
	≤ 45 minutes
	Order receipt → Result verified

	Critical Values Notification
	Any
	≤ 30 minutes
	Result verified → Clinician contacted
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