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1.0 Principle
1.1. This guideline is a supplement to the IHL-OPS-III Irreplaceable Specimen Protocol and does not replace it.

1.2. NOTE:  Any situations that have the potential to cause patient harm must be immediately communicated to Laboratory Management and the Medical Director following Section 5.0 below.
2.0 Examples of Unacceptable Specimens in the Pathology Department and Suggested Actions:
	Major Issues

	Example
	Actions

	· Two patient identifiers missing on requisition or container

· Patient information is wrong on requisition or container

· Requisition or container is labeled with multiple names

· Patient identifiers on container do not match requisition

· Specimen source on requisition is dramatically different than specimen source on container

· Specimen submitted is dramatically different than specimen source on requisition and container

· Extra tissue submitted that is not part of the procedure performed

· Specimen source is not indicated on multiple containers

· No specimen submitted with requisition and confirmed that a specimen was obtained during procedure
	· Immediately notify Responsible Regulated Health Professional

· Responsible Regulated Health Professional to present in Lab and correct any deficiencies
· Complete Irreplaceable Specimen Form

· Complete Hospital Occurrence Report

· Enter QA Comment 

· Enter Tracking Notes (if applicable)
· PA to dictate ‘SNLT’ comment


	Minor Issues

	Example
	Actions

	· No specimen submitted with requisition and confirmed no specimen obtained during procedure

· No requisition submitted

· Surgeon’s name is not indicated on requisition

· Date of surgery is not indicated on requisition

· Specimen source is not indicated on requisition

· Specimen source is not indicated on one container

· Specimen source on container is slightly different than requisition

· Clinical history is not indicated on the requisition

· Handwriting on requisition or container is not readable

· Sharps material found in specimen container

· Cracked, broken or leaking containers

· Not received within an appropriate time frame (i.e. breast specimens)

· Specimen inappropriately received without formalin

· Specimen inappropriately received in formalin for required testing
	· Immediately notify Responsible Regulated Health Professional

· Responsible Regulated Health Professional to present in Lab and correct any deficiencies

· Enter QA Comment

· Enter Tracking Notes to document corrective actions 

· PA to dictate issue(s) as part of the gross (if applicable) 

· Reject requested tests that cannot be performed as per instructions in LIS manual (if applicable)




3.0 Process Notes:
3.1. Laboratory staff shall not correct or alter any information on specimen containers or requisitions.  The Regulated Health Professional submitting the specimen to the Laboratory is responsible for the specimen and all information submitted.

3.2. Follow the IHL-OPS-III Irreplaceable Specimen Process for all major issues noted above.  
4.0 Specimens Originating from Other Sites:

4.1. Every effort shall be made by the Laboratory at the originating site to ensure specimens are acceptable prior to transport to another facility.

4.2. Major Issues Received at WRH – Met campus
4.2.1. Send all major issues received from a different IHL site back to a Laboratory supervisor at the originating.
4.3. Minor Issues Received at WRH – Met campus
4.3.1. Scan a copy of the requisition, the container label and specimen reject log indicating the issue to a supervisor at the originating site: 

4.3.2. Supervisor or designate to follow up with involved Laboratory staff.

4.3.3. Supervisor or designate to clarify issue with originating department.

4.3.4. Supervisor or designate to fax back the clarifications and/or corrections including the name of the Regulated Health Professional who provided the clarification/correction to the receiving Laboratory
4.3.5. Receiving site to enter appropriate QA comment

4.3.6. Receiving site to enter appropriate tracking note to indicate the clarification/correction and the name of the Regulated Health Care Professional who provided the clarification/correction.

4.3.7. Process the specimen.

5.0 Major Issues that have the Potential to Cause Patient Harm

5.1. Follow the IHL-OPS-III Communication of adverse events if any issues that are detected at any point during/after Laboratory testing that have the potential to cause patient harm.

5.2. Examples of issues that have the potential to cause Patient harm include but are not limited to the following:

5.2.1. Specimens in which the patient cannot be identified.
5.2.2. Results that have been reported on an incorrect patient.
5.2.3. No specimen submitted with requisition and confirmed that a specimen was obtained during procedure.

5.2.4. Specimen submitted is dramatically different than specimen source on requisition and container.

5.2.5. Extra tissue submitted that is not part of the procedure performed.

5.3. Any potential sentinel events must also follow the Hospitals’ policies and procedures.  See also:

5.3.1. WRH – Ouellette  – “Sentinel Event Handling”

5.3.2. LDMH – “Incident Reporting System”

5.3.3. WRH – Met Campus  – “Management of Sentinel Event”
6.0 Patient Cannot be Identified
6.1. Any unidentified specimens/patients will be processed as an unidentified patient (last name = “Unidentified, first name = “Patient”) and all involved Physicians will be entered into the LIS system for this case.  This will ensure that all involved Physicians receive a copy of the report.

6.2. The Pathologist or Pathology Assistant shall dictate the following when processing an Unidentified Patient; “SPECIMEN ALERT – UNIDENTIFIED SAMPLE.  The Laboratory assumes no responsibility for these results.”  This shall also appear on the final report.
7.0 Pathology Results Reported on Incorrect Patient:
7.1. The involved Physician(s) shall submit the details in writing before any report is corrected.  This letter will be filed with the Irreplaceable Specimen Form in the Quality Management Officer’s files.

7.2. Once investigation is complete, issue a corrected report on the identified patient.
7.3. Notify WECLIS and follow IHL-LIS-III Incorrect Results Reported: Confirmed Mislabeled Specimens from Nursing Stations or Orders Placed and Reported on Wrong Patient.

8.0 Related Documents:
8.1. IHL-OPS-III Irreplaceable Specimen Protocol

8.2. IHL-OPS-III Irreplaceable Specimen Form

8.3. IHL-QAC-II Quality Assurance Form

8.4. IHL-LIS-III Incorrect Results Reported: Confirmed Mislabeled Specimens from Nursing Stations or Orders Placed and Reported on Wrong Patient.

9.0 References:

9.1. QMP-LS Ontario Laboratory Accreditation (OLA), Requirements and Guidance Information, Version 4, December 2007.
9.2. “Sentinel Event Handling”, HDGH Policy and Procedure website

9.3. “Incident Reporting System”, LDMH Policy and Procedure website

9.4. “Management of Sentinel Event”, WRH Policy and Procedure website

10.0 Process Map: 
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