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Quality Process Instruction Manual 

Product Recall Process Instruction 
 
1.0 Purpose: 

 
To describe the process that needs to be conducted after a supplier notifies of a product 
recall. 
 

2.0 Scope: 
 

This process applies to: 
 
• Trillium Gift of Life Network (TGLN) 
 

3.0 Responsibilities: 
 
Director of Quality is responsible for: 

• overseeing the product recall process within TGLN 

• performing a preliminary investigation for all product recalls 

• developing the TGLN response to the recall 

• ensuring that no recalled product is inadvertently used in error 
 

Quality Specialist is responsible for: 

• gathering the pertinent product manufacturer’s product information 

• identifying potentially impacted stakeholders 

• developing communications correspondence to send to the affected stakeholders 

• making contact with pertinent representatives from each of the potentially impacted 
stakeholders to advise them of the recall and next steps 

 
Employees are responsible for: 

• advising Quality Department of the product recall 

• providing pertinent details regarding the product including manufacturer’s and supplier’s 
information and product lot #’s 
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4.0 Process: 

 
4.1. An employee advises the Quality Department of a product recall on a consumable used 

in either organ or tissue recoveries. 
 

4.2. Director Quality performs a preliminary investigation: 
• identifies products involved 

• identifies if any organ/tissue recipients have been impacted 

• identifies the suppliers involved 

• identifies potential area of care of potential organ, tissue and transplant that could 
be affected, by consulting with the TGLN clinical and transplant teams 
 

4.3. Director Quality assigns the recall to the Quality Specialist, or designate to have further 
details gathered: 

• manufacturer’s product brochure 

• manufacturer’s replacement product brochure, if available 

• manufacturer’s withdrawal notice, including product lot #’s 

• spreadsheet of any potential impacted recipients 
 

4.4. Quality Specialist communicates with transplant programs to learn additional details 
regarding any recipients impacted, during either their pre-transplant or post-transplant 
care. 
 

4.5. Quality Specialist develops the following product recall documentation for distribution to 
the affected organ/tissue transplant programs: 

• letter from TGLN to each affected transplant program to advise of the recall 

• manufacturer’s replacement product brochure, if available 

• manufacturer’s product recall letter 

• manufacturer’s product withdrawal notice 

• list of potentially affected hospital recipients 
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4.6. Director Quality reviews the information packages to be sent to each transplant 
program and makes adjustments, where appropriate. 
 

4.7. Quality specialist responds to any questions or queries from the affected stakeholders. 
  

5.0 Records: 
 

Record Name Form No.  
(if applicable) Record Holder Record Location 

Record  
Retention Time  
(as a minimum) 

TGLN Recall Letter _______ Quality Department Quality Department 16 years 

Manufacturer’s 
Replacement 

Product Brochure 
_______ Quality Department Quality Department 16 years 

Manufacturer’s 
Product Recall 

Letter 
_______ Quality Department Quality Department 16 years 

Manufacturer’s 
Product Withdrawal 

Notice 
_______ Quality Department Quality Department 16 years 

List of Potentially 
Affected Recipients _______ Quality Department Quality Department 16 years 

 
 
6.0 References: 

 
• None 
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Exhibit 1: Sample TGLN Recall Letter 
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Exhibit 2: Sample Manufacturer’s Replacement Product Brochure 
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Exhibit 3: Sample Manufacturer’s Product Recall Letter 
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Exhibit 4: Sample Manufacturer’s Product Withdrawal Notice 
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Exhibit 5: List of Potentially Affected Recipients 
 

 


