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1.0 Principle
1.1. In an effort to provide safe, quality patient care, specimens submitted to the Laboratory must meet minimum requirements to be considered for testing.  Unacceptable specimens (see the IHL Unacceptable Specimen Protocol) shall not be processed by the laboratory, unless the specimen would be difficult or impossible to recollect.  These are referred to as Irreplaceable Specimens.
2.0 Specimens Considered Irreplaceable by the Laboratory
· CSF





· Bone Marrow Specimens

· Body Fluids

· Surgical Specimens

· Products of Conception

· Arterial Blood Gases from vital sign absent codes

· Neonatal Cord Gases

· Cystoscopy Specimens

· Bladder Urine

· Specimens from autopsies

· Supra Pubic Urine Specimens

· Wound Specimens from the Operating Room

· Vitreous and Aqueous Humor

· Any Invasive Neonate Specimens

· Pediatric Blood Specimens from Patients 10 years of age and under
· Microbiology specimen-after antibiotic therapy has been initiated

3.0 Irreplaceable Specimen Process
3.1. Unacceptable specimens that cannot be recollected without causing harm to a patient can be considered irreplaceable and communicated immediately to the originating patient care area.
3.2. The irreplaceable specimen shall be identified by the requesting Regulated Health Professional or person responsible for the irreplaceable specimen collection.  
3.3. An Irreplaceable Specimen Form must be completed and signed by the requesting Regulated Health Professional or person responsible for the irreplaceable specimen.  Laboratory Testing SHALL NOT proceed until this authorization has been obtained.
3.4. NOTE: The person signing the Irreplaceable Specimen Form is taking full responsibility for the specimen and any treatment and/or discharge based on the results from this specimen(s).
3.5. Store irreplaceable specimens at appropriate conditions for requested tests until authorization has been obtained to complete testing.
3.6. Document the delay in processing and any contact with the patient care area in the System Comment (tracking).
3.7. Bring the specimen(s) to the testing area and notify the person who will be performing the test(s) (MLT and/or Pathology Assistant and/or Pathologist) that the specimen has been compromised and the nature of the issue.
3.8. The testing personnel in the Core Laboratory shall use the following Ultra library code and free text any information pertinent to the situation:
3.8.1. SNLT: “SPECIMEN ALERT – Specimen initially received in the Laboratory with identification discrepancies.  Specimen identified by responsible regulated health professional.  Please interpret results with caution.”
3.9. The testing personnel in the Histology and Cytology department shall use the appropriate AP QC comments along with the information above.
3.10. Typed reports shall indicate the issue causing the specimen to be unacceptable and that caution is required in interpreting the results (where applicable) on the final report.  
3.11. If the specimen cannot be identified by a responsible regulated health professional, contact the Medical Director (or designate) for further instructions.  The Medical Director (or designate) will contact the surgeon(s) and/or most responsible physician(s) involved. 
3.12. Complete an Irreplaceable Specimen Form and a hospital occurrence report for each specimen.

3.13. Leave the original completed Irreplaceable Specimen form for the Quality Management System Officer or Pathology Quality Management System Officer
3.14. Complete the required testing following standard operating procedures.
4.0 Major Issues that have the Potential to Cause Patient Harm 
4.1. Any issues that are detected at any point during/after Laboratory testing that have the potential to cause patient harm follow the IHL-OPS-III Communication of Adverse Events immediately.
4.2. Any potential sentinel events must also follow the Hospitals’ policies and procedures.  See also:

4.2.1. WRH-Ouellette Campus – “Sentinel Event Handling”

4.2.2. LDMH – “Incident Reporting System”

4.2.3. WRH-Met Campus – “Management of Sentinel Event”
5.0 Irreplaceable Specimens Originating From a Different IHL Site:

5.1. If an irreplaceable specimen is identified at an IHL Laboratory that is not the originating site, notify a Laboratory Management (or designate) at the originating site.
5.2. The completed Irreplaceable Specimen Form, specimen and requisition (if applicable) will be sent to a Laboratory supervisor at the originating site to complete the Irreplaceable specimen process with the originating patient care area.

5.3. Once an irreplaceable specimen has been identified, it shall not leave the Laboratory’s control to ensure proper documentation and follow up.

6.0 Specimen Declared Irreplaceable by Patient Care Area
6.1. In rare cases where recollection of a specimen would place the patient in danger and the specimen can be reasonable identified, an unacceptable specimen (see the IHL Unacceptable Specimen Protocol) can also be declared irreplaceable by a Regulated Health Professional (physician, nurse, etc.).  In these rare instances, the responsible physician shall initiate a medical consult with the appropriate Clinical Leader or Medical Director and receive authorization to proceed with testing.  Outside of Laboratory office hours, page the on-call pathologist (if applicable)
6.2. If authorization has been obtained, the Pathologist will notify the Laboratory.  The appropriate Regulated Health Professional must come to the laboratory, identify the specimen, and complete and sign the Irreplaceable Specimen form prior to testing.
6.3. Follow the above steps for testing irreplaceable specimen..

7.0 Related Documents:
7.1. IHL-OPS-III Unacceptable Specimen Protocol
7.2. IHL-OPS-III Irreplaceable Specimen Form
7.3. IHL-PAT-I Unacceptable Specimen Guidelines for the Pathology Laboratory
7.4. IHL-QAC-II Quality Assurance Form

8.0 References:
8.1. QMP-LS Ontario Laboratory Accreditation (OLA), Requirements and Guidance Information, Version 4, December 2007.
8.2. “Sentinel Event Handling”, WRH-OUELLETTE CAMPUS Policy and Procedure website

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

8.4. “Management of Sentinel Event”, WRH-MET CAMPUS Policy and Procedure website
9.0 Process Map:
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