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Purpose:

Define the process for evaluating and reporting lab occurrences that result in or have the potential to result in serious injury or death of patients or staff.

Policy:

Laboratory staff will adhere to Olmsted Medical Center’s Risk Management Input –Incident Security Event Reporting (Policy LEAD4.1 & HR.5.1) by reporting any and all incidents pertaining to laboratory procedures and practices, immediately. Documentation will be provided to Site Supervisor,  Medical Director, Branch Clinic Laboratory Supervisor (via fax) or Administrative Laboratory Director (via fax), and Administration (interoffice mail).

Definitions:

· Incident: an event that results in or has the potential to result in death or serious injury of patients or staff.

· Adverse Event / Close call: events or situations that could have resulted in injury, but did not because of some type of intervention.

· Potential incident / Systemic non-compliance: a condition where reoccurring non-compliance with the stated policies and procedures in several phases of related laboratory activities has the potential to seriously impact laboratory testing.  For example: QC performance, calibration, reagent use, and adherence to testing procedures that are not performing as expected.

· True Cause Analysis (root cause analysis): Steps taken to investigate the incident and determine the true or underlying cause of the occurrence.

Responsibilities:

Laboratory Personnel responsibilities- include but not limited to: 

1. Identification of an incident: examples of laboratory incidents can be as follows but are not limited to:

· The use or misuse of outdated or expired reagents, controls, supplies, media, and calibrators during patient testing.
· Any lab errors that require corrected reports.
· Test tracking errors such as reporting a result on the wrong patient or improper identification of patients when ordering, collecting (mislabeling of specimens), or resulting lab tests.

· Analytical processes such as incorrect test results that lead to misdiagnosis or improper treatment.

· Any exposures, or spills to biological, chemical or biohazardous fluids.

· Complaints from patients reporting excessive pain, burning, numbness, or tingling from phlebotomy indicating an injury.

2.  Collect the facts regarding the incident.

· Submit all documentation related to the incident including all patient information, and the staff involved. 

· Fully complete one of Event reporting forms:

· Incident Security Event form (For Patient Identification errors, result correction, and Patient complaints)

· First Report of Injury (For injuries pertaining to potential exposures)

· Clinical Laboratory Event Reporting Form (Use or misuse of reagents, errors for analytical processes)
3.  Distribute completed forms immediately to the following:

· Administrative Laboratory Director or Branch Clinic Laboratory Supervisor (fax 507-529-6665)
· Clinic Site Supervisor

· Medical Director

· Administration (via interoffice mail)
4.  A written investigation will be followed on a case-by-case basis.  
5.  An evaluation will be conducted by the Laboratory Director, Branch Clinic Laboratory Supervisor or the Medical Director to determine the corrective action and if testing should cease. 
6.  A Corrective Action Plan may include but not limited to:

· Writing or revising policies or procedures

· Retraining staff  
· If testing was discontinued an effective resolution will be verified before patient testing resumes.  

Branch Clinic Laboratory Supervisor or Laboratory Director-Responsibilities

Upon receiving Incident or Quality Assurance Issue forms from a Branch Clinic, the Branch Clinic Laboratory Supervisor or Laboratory Director will:

1. Evaluate, investigate, and complete the Lab Incident Management Investigation Report Form.

2. Notify the Medical Director, and Administrative Laboratory Director of the incident.

3. Upon documenting the facts, findings, and conclusions, the Lab Coordinator or Lab Manager will determine the corrective actions that will be taken to prevent recurrences.

4. The investigation findings and outcome will be communicated to the Lab Director and Lab Staff.

5. Completion of any Procedure, Policy changes, or retraining of staff will be documented.

6. A follow up evaluation will be performed within a predetermined amount of time to determine if the corrective actions were effective.

References:  

     COLA Lab Guide 71
CAP/COLA Standards:

COLA 
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Written policy and procedure to identify, evaluate, manage, and correct any incidents, resulting from Non-compliance with stated policies and procedures
	Approved By
	Date
	Reviewed/Revised By
	Date
	Revision

	Medical Director
	8/20/09
	C Yuza
	8/5/09
	Updated format, and standards

	Medical Director
	6/21/10
	C Yuza
	6/18/10
	Annual review, no changes

	Medical Director
	10/1/10
	C Yuza
	9/29/10
	Clarified verbiage of Administrative Laboratory Director and Medical Director

	Medical Director
	12/21/11
	C Yuza
	8/15/11
	Added U of Mn to scope of service

	Medical Director
	12/1/12
	C Yuza
	11/26/12
	Revised scope to Convenience care and Rochester NW

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Similar Procedures (Specify title of procedure and other OMC locations used if applicable)

Risk Management Input –Incident Security Event Reporting (Policy LEAD4.1 & HR.5.1)
Attachments:

Event Reporting Form

Incident Security Event form

First Report of Injury form
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