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Description automatically generated]Request for Waiver of Consent  
This request is for research use ONLY.

	Please be advised that this form is linked to the information you provide in your study’s Research Ethics Board (REB) Application.

With the submission of a Waiver of Consent, the submission of a Privacy Intake Form (PIF) will also be required.

If you have any questions about filling out this form, please get in touch with the Nova Scotia Health (NS Health) Research Ethics Office (REO) at ResearchEthics@nshealth.ca or the Privacy Office at privacy@nshealth.ca.   
 

	GENERAL INFORMATION

	Project Title
	Click or tap here to enter text.

	REB Application #
ROMEO REB file # (starts with “10” and is seven digits long [i.e., “10XXXXX”])
	Click or tap here to enter text.

	Dept./Program
	Click or tap here to enter text.

	Division or Dept. Leader or Head
	Click or tap here to enter text.

	Principal Investigator
	Click or tap here to enter text.

	Submitter 
	Click or tap here to enter text.
	Date Submitted 
	Click or tap to enter a date.
	Nova Scotia Health (NS Health) is a custodian of PHI under the Personal Health Information Act (PHIA). As such, NS Health must protect the privacy and confidentiality of the individual's information. Under PHIA, waivers of consent for research may be granted if ALL of the following conditions are met: 
· The research cannot be conducted without the use of the PHI
· Personal Health Information (PHI) is strictly limited to what is necessary to complete the research project
· PHI is in the most de-identified form possible during the lifecycle of the research
· Research Teams must ensure that PHI is kept confidential 
· It is impracticable to obtain consent

Impracticable: means a degree of difficulty higher than inconvenience or impracticality but lower than impossibility (PHIA, 2010). 
Personal Health Information: any identifying information about an individual, whether living or deceased and in both recorded and unrecorded forms, as it
· [bookmark: 0_pgfId-6967][bookmark: 0_pgfId-6968]relates to the physical or mental health of the individual, which extends to the individual's family history
· [bookmark: 0_pgfId-6969]relates to the application, assessment, eligibility and provision of health care to the individual, including the identification of health care provider to the individual 
· [bookmark: 0_pgfId-6970]relates to payments or eligibility for health care in respect of the individual 
· [bookmark: 0_pgfId-6971]relates to the donation of any body part or bodily substance of an individual, whether derived from testing or examination
· [bookmark: 0_pgfId-6972]relates to the individual's registration information, including the individual's health-card number, or identifies the individual's substitute decision-maker (PHIA, 2010).
The NS Health REB considers some of the types of information listed above as potentially sensitive or identifiable information, despite identification suppression, which may result in re-identification, potential harm or embarrassment to the study participants involved. 
Even if measures are taken to reduce data identifiability during the study’s lifecycle, this is still considered “PHI” according to the above PHIA definition due to potential data linkability/identifiability during collection, access, use, analysis, transfer, storage and retention. 
Please justify your request for a Waiver of Consent in the fields below.

	WAIVER OF CONSENT CATEGORY 

	Please select from the drop-down:  Waiver: Study Participation 

Waiver: Study Participation
Restricted to non-intervention minimal risk studies utilizing ONLY non-identifiable information. Examples: PHI collection and analysis research, health records/chart review, or database analysis studies.

Waiver: Screening
Used to identify potential participant eligible for a research study (ex: inclusion/exclusion criteria matching). Once eligible and contacted for participation, the participant must sign the REB-approved consent form attached to this study.

Waiver: Study Participation and screening
Select this option if both categories are met. This option implies that study team members will not only be viewing charts of patients that will be included in the research study but also other participants that may not be included after screening.
· For example, this would be applicable in instances where it is possible that the charts of one or more patients may be viewed or accessed who do not or will not meet inclusion criteria of the study. 


	IMPRACTICABILITY CRITERIA

	Impracticability may be justified by one or more of the following criteria. Check ALL that apply and provide supporting details in the section below. If only selecting one criterion, please justify under "Other reason(s)."
It is strongly advised to please select more than one impracticability criteria, as applicable, and to revisit the definition of “impracticable” on p. 1 of this form. A best privacy practice in research is to obtain direct patient consent for study participation unless it is adequately and effectively justified to be impracticable, whereby a stronger case for impracticability may be met in selecting more than one impracticability criterion.

	☐	The sample size is so large that obtaining informed consent presents insurmountable difficulties

	☐	A high proportion of prospective participants are likely to have relocated or died since the initial collection of personal information.  Attempting to obtain consent from all prospective participants would be impracticable.

	
☐
	There is a lack of existing or continuing relationship between prospective participants and the data holder (e.g. a patient database that does not have a regular follow-up program to maintain a complete and accurate record of changes in contact information over time)

	☐	There is a risk of introducing bias affecting the validity of results and defeating the purpose of the study if consent is not available from a segment of the target population

	☐	The additional financial, material, human, organizational and other resources needed to obtain consent imposes a significant burden on the researchers or organization. Without this waiver, the research team cannot complete their research project.

	☐	Other reason(s): Please list other reason(s) here.

	SUPPORTING DETAILS AND JUSTIFICATION: 

	This section must be completed

	ATTESTATION

	☐	I attest that all the PHI, PI, and data variables listed in question 7.2 of the ROMEO Ethics Application Form (EAF) and/or in an amendment (if applicable) is an exhaustive and inclusive list of all the data variables requested to be used for purposes of this study and as per this Waiver of Consent.

	☐	I understand that this requested Waiver of Consent is also subject to further institutional privacy risk review through an internal intake and assessment process coordinated by the NS Health Privacy Office. The additional Privacy Office review and approval is separate but incorporated into the REB approval process.




Sources: 

Panel on Research Ethics (2022). TCPS 2 (2022) – Chapter 5: Privacy and Confidentiality. Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans. URL: https://ethics.gc.ca/eng/tcps2-eptc2_2018_chapter5-chapitre5.html  
Personal Health Information Act, SNS 2010, c 41. URL: https://canlii.ca/t/55dzn 
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