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Policy: 

 
Health Canada’s Safety of Human Cells, Tissues and Organs for Transplantation (CTO) Regulations 
set out the requirements for the interior label, the package insert and the exterior labels.  Additional 
requirements set out by the American Association of Tissue Banks (AATB) Current Standards for 
Tissue Banking have been incorporated into this Clinical Process Instruction (CPI). 
 

Process: 

 
1. This document describes the information required for the recovery agency when shipping tissue to 

the processor. 
 

Interior Label 
 
2. The following information shall be included on the interior container label when transporting from 

retrieval establishment to the source establishment (processor).  See exhibits 1 - 3 including:  

• name of tissue and whether right or left side if applicable; 

• information capable of identifying the donor; and 

• a hazard symbol entitled “Biohazardous Infectious Material” as set out in schedule II in the 
Controlled Products Regulations as applicable. 
 

Package Insert 
 
3. The package insert information may include items from the interior/container label that due to 

space requirements, could not be included on the interior label (see exhibits 4 - 7) including: 

• name of tissue and whether right or left side if applicable; 

• description of the tissue; 

• information capable of identifying the donor; 

• date, time, time zone of asystole or aortic cross clamp if applicable; 

• date, time and time zone of retrieval; 

• information specific to the retrieval procedure; 

• name of storage solution if applicable; 

• name, address and telephone number of the retrieval establishment; and 

• name, address and telephone number of the source establishment (tissue bank responsible 
for determining donor suitability). 
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Exterior Label 
 
4. The exterior transport package label (see exhibits 8 - 12) shall include the following information: 

• name, address and telephone number of the source establishment (tissue bank responsible 
for determining donor suitability); 

• name, address and telephone number of the retrival establishment (recovery facility); 

• recommended storage conditions and transport expiration date including recommended 
storage temperature and/or acceptable storage temperature range (if applicable); 

• type and quantity of refrigerant or other hazardous materials enclosed in the transport package;  

• a hazard symbol entitled “Biohazardous Infectious Material” as set out in schedule II in the 
Controlled Products Regulations, as applicableany special handling instructions or for storage 
during transportation; 

 
 

Records: 

 

• No records 
 
 

References: 

 

• Health Canada: Safety of Human Cells, Tissues & Organs for Transplantation Regulations, June 
2007 

• Standards for Tissue Banking, American Association of Tissue Banks, United States, 14th 
edition, 2017. G3.000, G3.100, G3.120, G3.220, G3.300, G3.310 
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Exhibit 1: Recovered Bone Tissue Labels 
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Exhibit 2: Recovered Skin Tissue Labels 
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Exhibit 3: Recovered Heart Valve Tissue Labels 
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Exhibit 4: Recovered Bone Tissue Package Insert 
 

   
 

 
 

 
 

 
 
 



 SECTION: Clinical 

ID NO.: CPI-9-534 

PAGE: 7 of 14 

ISSUE DATE: June 19, 2017 

ISSUE.REVISION: 1.15 

REVISION DATE: July 24, 2024 

APPROVED BY: Tissue Authority 

Clinical Process Instruction Manual 

Tissue and Transport Labelling Information Process Instruction 

 
Exhibit 5: Recovered Skin Tissue Package Insert - Sunnybrook 
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Exhibit 6: Recovered Skin Tissue Package Insert – Regen Med 
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Exhibit 7: Recovered Cardiovascular Tissue Package Insert 
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Exhibit 8: Donated Human Tissue For Transplant - Bone (Regenmed) Exterior Transport Label 
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Exhibit 9: Donated Human Tissue For Transplant – Bone (MSAT) Exterior Transport Label 
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Exhibit 10: Donated Human Tissue For Transplant – Skin (Sunnybrook) Exterior Transport 
Label 
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Exhibit 11: Donated Human Tissue For Transplant – Heart Valve (Sick Kids) Exterior 
Transport Label   
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Exhibit 12: Donated Human Tissue For Transplant – Skin (RegenMed) Exterior Transport 
Label 

 
 

 
 
 


