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POLICY AND PROCEDURE 

1.  PURPOSE:  The Gulf Coast Veterans Health Care System develops and maintains a system designed to detect and analyze all incidents, accidents, and errors, which have the potential to impact on the quality or safety of products or services provided.  The goal of this program is continuous quality improvement therefore enhancing the quality of patient care.  This reporting system complies with College of American Pathologists (CAP), FDA, CBER, P&LMS Laboratory, and VA regulations. This process utilizes an incident report document to monitor and document pre-analytical, analytical, and post-analytical variables that affect laboratory testing. The incidents that are documented on the form are reported in the monthly service minutes, which are submitted to the Leadership.  All incidents involving patient identification errors, patient injury, and/or situations, which affect (or could affect) patient care are reported to the service chief of the service involved, the Chief of Staff, and the Office of Quality Management.

2.  POLICY:  All incidents, variances, and errors that occur in either transfusion or donor related activities and affect the quality of blood products or service will be reported, analyzed, corrected and reported to Quality Management and when applicable the blood supplier and FDA.  
The purpose of error management is to prevent errors, to detect errors that have occurred, to take corrective action, and to evaluate effectiveness of corrective actions.

3. ACTION:

Incidents that occur in either transfusion or donor related activities and those incidents that affect patient care requiring disclosure follow these steps in reporting:

a. Patient Incident Reporting:  PIR Form 10-2633:  

(1)  Our facility has a Patient Safety Program. Detailed information on the program can be found in Memorandum 00F-09 (attached), Patient Safety Improvement Program.  Examples of patient incidents include: falls, patient assaults, medication errors, missing patients, transfusion errors, etc:

(2)  NOTE:   First employee who witnesses or learns of an incident reports it on form 10-2633 in VISTA. In P&LMS, pathologist, or Chief Technologist/QA&PI Officer are notified. Include description of event, where occurred, pertinent factors.

(3)  After completion of PIR follow-up with ILIR.

b.  Internal Laboratory Incident Report Form:  Complete Sections 1-5 of the Internal Laboratory Incident Report Form.

1.1 Section 1

1.1.1 Record the date and time the incident occurred.

1.1.2 Record the name of the person reporting the incident and work section.

1.2 Section 2

1.2.1 Identify sample with:

1.2.1.1   Patient’s full name

1.2.1.2   Patient’s full social security number

1.2.1.3   Laboratory accession number

1.2.1.4   Phlebotomist’s initials

1.2.1.5   Order number

1.2.1.6   Other laboratory sections notified

1.3 Section 3

1.3.1 Determine the classification of the incident.  (Pre-analytical, Analytical, or Post-Analytical)

1.3.2 Notify provider, if applicable

1.4 Section 4

1.4.1 If the incident involves a specimen, determine if the sample is acceptable or unacceptable.

1.4.1.1  If the sample does not need to be recollected, record “No”

in Section 3, and proceed to next section.

1.4.1.2  If the sample needs to be recollected, record “Yes” in Section 3, and then:

· Notify other appropriate P&LMS sections of sample’s rejection.  Record notification in Section 2.

· Notify the patient’s provider of the sample’s rejection.

· Cancel test in VISTA, with a comment explaining the reason for cancellation.

· Reorder the test in VISTA to obtain a new order number.  Record new order number in Section 3.

1.5 Section 5 & 6

1.5.1 Complete Sections 5 & 6; be brief but concise to assure all pertinent facts are recorded for follow-up.

1.5.2 The person reporting the incident will describe what action was taken to address the incident.

1.5.3 Record additional comments and/or conclusions.

1.5.4 Present the form to the appropriate departmental supervisor (or designee) for review.

1.7       Section 7 

1.7.1 The departmental supervisor (or designee) will review the Internal Laboratory Incident Report Form.

1.7.2 Record initials and date/time of review in Section 7 

1.7.3 Record action taken and/or comments in Section 7.

1.7.4 Present the form to the QC/PI Officer and/or pathologist for review.

1.8       Section 8

1.8.1 The QC/PI Officer and/or pathologist will review the Internal Laboratory Incident Report Form.

1.8.2 Record initials and date/time of review in Section 8.

1.8.3 Record action taken and/or comments in Section 8. 

Incidents involving events that require no disclosure or patient care not adversely affected follow these steps:

Internal Laboratory Incident Report Form:  Complete Sections 1-5 of the Internal Laboratory Incident Report Form.

1.3 Section 1

1.3.1 Record the date and time the incident occurred.

1.3.2 Record the name of the person reporting the incident and work section.

1.4 Section 2

1.4.1 Identify sample with:

1.4.1.1   Patient’s full name

1.4.1.2   Patient’s full social security number

1.4.1.3   Laboratory accession number

1.4.1.4   Phlebotomist’s initials

1.4.1.5   Order number

1.4.1.6   Other laboratory sections notified

1.6 Section 3

1.6.1 Determine the classification of the incident.  (Pre-analytical, Analytical, or Post-Analytical)

1.6.2 Notify provider, if applicable

1.7 Section 4

1.7.1 If the incident involves a specimen, determine if the sample is acceptable or unacceptable.

1.4.1.1  If the sample does not need to be recollected, record “No”

in Section 3, and proceed to next section.

1.4.1.2  If the sample needs to be recollected, record “Yes” in Section 3, and then:

· Notify other appropriate P&LMS sections of sample’s rejection.  Record notification in Section 2.

· Notify the patient’s provider of the sample’s rejection.

· Cancel test in VISTA, with a comment explaining the reason for cancellation.

· Reorder the test in VISTA to obtain a new order number.  Record new order number in Section 3.

1.8 Section 5 & 6

1.8.1 Complete Sections 5 & 6; be brief but concise to assure all pertinent facts are recorded for follow-up.

1.8.2 The person reporting the incident will describe what action was taken to address the incident.

1.8.3 Record additional comments and/or conclusions.

1.8.4 Present the form to the appropriate departmental supervisor (or designee) for review.

1.9       Section 7 

1.9.1 The departmental supervisor (or designee) will review the Internal Laboratory Incident Report Form.

1.9.2 Record initials and date/time of review in Section 7 

1.9.3 Record action taken and/or comments in Section 7.

1.9.4 Present the form to the QC/PI Officer and/or pathologist for review.

1.10       Section 8

1.10.1 The QC/PI Officer and/or pathologist will review the Internal Laboratory Incident Report Form.

1.10.2 Record initials and date/time of review in Section 8.

1.10.3 Record action taken and/or comments in Section 8. 

c.  REPORTING INCIDENTS:  All incidents documented on the forms listed in this procedure will be reported to appropriate GCVHCS personnel/organizations.  

(1) All Documented Incidents:  All incidents documented by P&LMS to include the CBOC data will be summarized and reported at staff meetings and to other areas outside P&LMS, as applicable. Patient Identification errors will be aggregated and reported at staff meetings. 

(2)  Incidents involving patient ID errors, patient injury, and/or situations which affect (or could affect) patient care will be reported to the Laboratory Director and/or QA&PI Officer.  QA&PI Officer will notify Patient Safety personnel via appropriate route to the appropriate service chief and to the 
Chief of Staff.  Appropriate documents/forms will be completed by the personnel involved upon the direction of Patient Safety Office and/or Director’s Office.
d.  STORAGE OF P&LMS INCIDENT REPORT FORMS:

(1)  All Internal Laboratory Incident Report Forms, Phlebotomy Incident Report Forms, and Transport System Incident Log Sheets will be filed in the QC/PI Officer’s office as confidential documents.

(2)  The forms will be saved for at least two (2) years. 

4.  REFERENCE:  College of American Pathologists Lab General Checklist, GEN.20316, 30000, 9-25-2012.
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