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NOTIFICATION
Addendum
The following communication, dated 30 January 2026, is being circulated at the request of the delegation of Canada.

_______________


Title: Updated proposal on Clinical Trials Regulations and Regulations Amending Certain Regulations Relating to Clinical Trials 
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Proposed changes to the Clinical Trials Regulations to include additional amendments related to:
• Cells, tissues, and organs (CTOs) transplanted in clinical trials in Canada; and
• Blood and blood components transfused in clinical trials in Canada.
For more information on the proposed updates, please contact brdd-cppic_brdd-cppci@hc-sc.gc.ca and enquirypoint@international.gc.ca.
New deadline for comments (if applicable): 20 March 2026
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	Other: 



Description: On December 23, 2025, proposed amendments to the Clinical Trials Regulations and Regulations Amending Certain Regulations Relating to Clinical Trials were notified in G/TBT/N/CAN/766. The proposed Regulations would establish a new, standalone framework under the Food and Drugs Act for clinical trials involving drugs for human use. 
The purpose of this addendum is to consult stakeholders on proposed policy for:
· clinical trials involving CTOs with the proposed Clinical Trials Regulations; and
· clinical trials involving blood and blood components (herein referred to as blood) with the proposed Clinical Trials Regulations.
Clinical trials involving CTOs
CTOs are typically regulated under the Safety of Human Cells, Tissues, and Organs Regulations (CTOR). The CTOR provides a framework designed to minimize potential health risks by establishing safety requirements for the processing and handling of CTOs that are transplanted under standard medical practice. However, when CTOs are used as investigational products in a clinical trial, they are subject to Canada's clinical trial regulations instead.
Health Canada is proposing an exemption from the requirement to hold a clinical trial authorization under the proposed Clinical Trial Regulations for low-risk trials in which the cell, tissue or organ that is being investigated is minimally manipulated and is used for the same basic function in the recipient as in the donor (i.e. homologous use), provided no other drugs are being used in the trial for a purpose or condition of use for which a notice of compliance was not issued and one of the following conditions are met:
· The cell, tissue or organ is retrieved from someone (donor) other than the clinical trial participant/recipient (i.e. allogeneic) and is processed in accordance with the CTOR by a registered source establishment; or
· the cell, tissue or organ is retrieved from the clinical trial participant/recipient (i.e. autologous donation) and would fall under the scope of the CTOR had it been allogeneic and transplanted under standard medical practice.
CTOs intended to perform a different function (i.e. non-homologous use) in the clinical trial participant/recipient than in the donor, would not be eligible for an exemption from the requirement to hold a clinical trial authorization. In addition, CTOs that are not the subject of investigation in the clinical trial would be exempt from the requirements of the Clinical Trials Regulations.
Health Canada is also proposing to provide regulatory certainty to stakeholders by aligning the quality requirements for CTOs used in clinical trials with existing requirements in the CTOR. These requirements are intended to be outcome-based, allowing stakeholders the flexibility to comply in a manner that aligns with their operational capacity.
Clinical trials involving blood
Blood is typically regulated under the Blood Regulations. The current blood framework is designed to safeguard Canadian blood recipients by ensuring the safety of blood used for transfusion or for further manufacturing into drugs for human use. However, when blood is used as an investigational product in a clinical trial it is subject to Canada's clinical trial regulations instead.
Health Canada is proposing an exemption from the requirement to hold a clinical trial authorization under the proposed Clinical Trial Regulations for low-risk clinical trials where blood is the subject of the investigation and no other drugs are being used in the trial for a purpose or condition of use for which a notice of compliance was not issued, in the following circumstances:
· In the case of allogeneic blood, the blood has been processed by a licenced establishment in accordance with an authorization and determined safe for distribution under the Blood Regulations; or
· In the case of autologous blood, the blood has been processed by a registered establishment and determined safe for autologous transfusion in accordance with the Blood Regulations.
In addition, blood that is not the subject of investigation in a clinical trial would be exempt from the requirements of the Clinical Trials Regulations.
Health Canada is also proposing to provide regulatory certainty to stakeholders by aligning the quality requirements for blood used in clinical trials, with requirements in the Blood Regulations. These requirements are intended to be outcome-based, allowing stakeholders the flexibility to meet quality expectations in a manner that aligns with their operational capacity.
For more information on the proposed updates to the Clinical Trials Regulations for trials that involve blood or CTOs, please contact brdd-cppic_brdd-cppci@hc-sc.gc.ca and enquirypoint@international.gc.ca.
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