Annual Renewal Coversheet Guidance Notes
	Annual Renewal Coversheet 

	1.1 
	Renewals and amendments to studies funded by US funding agencies (e.g. DHHS, NCI) require full board review. You should answer "no" to this question, if this is the case.
Renewals
All other application renewals are treated as minimal risk, regardless of whether they initially required full board review.
Amendments
If your study amendments do not involve any new procedures that increase the risk to the participants beyond what was originally anticipated in the study or new participant groups who may be more vulnerable, your amendment qualifies for delegated review, regardless of whether the study was originally submitted as a full board or minimal risk application.
If the amendment does involve a slight increase in risk beyond what was originally anticipated but the overall risks to participants still falls within the minimal risk category, your amendment also qualifies for delegated review.
Click here for further information on the definition of minimal risk.

	1.2 Participant Recruitment 

	

1.2.1 
	Please select the option that reflects your most current project state with regards to recruitment. Describe your selection in the text box provided.
Ongoing: Your participant recruitment is proceeding as outlined in the application and you are still enrolling new participants.
Complete: You are still interacting with your research participants for research purposes, but you are no longer recruiting new participants to your study.
Paused: You are presently not recruiting new participants but plan to re-start in the near future.
Not Applicable: Your study does not involve the active recruitment of participants, i.e. it is a secondary use of data study, participant observation study, etc.

	1.2.2
	If your project involves secondary use of data or observations without direct contact with participants, please select Yes in this section and briefly describe the status of the project in the text box.
Secondary Use of Data: Any data used for research purposes that was originally collected for another purposes, e.g. administrative data sets, research registry data, or QA/QI data.
Observational Research: The study of behaviour in a natural environment in which people involved in their normal activities are observed.

	1.2.4 
	Participants are entitled to withdraw and are not required to give written notification, or to explain their reasons for such withdrawal. If, however, there have been any participant withdrawals and you are aware of the circumstances / the reasons, please indicate them.

	1.3 
	The summary of progress to date should include information related to the following:
· Is data collection still ongoing?
· If applicable, is fieldwork still ongoing?
· Have there been any difficulties recruiting participants?
· Are there any results from interim analysis?

	1.4 Unanticipated problems

	1.4.1 
	An unanticipated problem is any incident, experience, or outcome that meets all of the following criteria:
· Unexpected (in terms of nature, severity, or frequency);
· Related or possibly related to participation in the research;
· Suggests that the research places research participants or others at a greater risk of harm than was previously known or recognized.
For example, the theft of a laptop containing confidential information about participants would constitute an unanticipated problem; in the case of fieldwork, a war outbreak or insurrection in the area of the research might constitute an unanticipated problem.
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