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	1) AIC IRB Reference No.:
	

	2) Protocol Title:
	

	3) Principal Investigator:
	

	4) Institution Name:
	



	5) Status of Study

	Study Status: Choose from list.

· If the study is ‘COMPLETED’, please ensure that ALL of the following criteria are fulfilled, by checking the boxes.
☐ The research is permanently closed to the enrollment of new participants
☐ All participants have completed all research-related interventions
☐ Collection and analysis of individually identifiable data has been completed
· Completion date: Click here to enter a date.
If study status is ‘TERMINATED’ after obtaining AIC-IRB approval, please give us the reasons for this:
(Please attach a separate page if there is insufficient space.)
Termination date: Click here to enter a date.

	6) Subject Recruitment Information

	NOTE:
1. For multi-site studies, please provide the information below for each study site.
2. If your study involves only the use of human biological samples or records, please state the number collected for each study site.

	Name of Study Site:
	
	
	

	Proposed Recruitment Target:
	
	
	

	Total No. of Participants Screened:
	
	
	

	Total No. of Participants Enrolled:
	
	
	

	Total No. of Participants Who Have Completed Study:
	
	
	

	Total No. of Participants Withdrawn from Study:
	
	
	



· Please state the reason(s) for each participant’s withdrawal from study. 
(Please attach a separate page if there is insufficient space.)

· Subject Enrolment by Gender
Please give a breakdown of the total enrolled subjects as follows:
	No. of Male Adults
	No. of Female Adults
	Children (Persons less than 21 years)

	
	
	





	7) Description of Subjects Enrolled

	· Did you enrol any of these categories of participants into the study?

	☐ No
	☐ Yes – If ‘Yes’, please tick all applicable boxes below.

	
	☐ Non English-speaking subjects
	☐ Pregnant women, fetuses or neonates

	
	☐ Cognitively Impaired persons
	☐ Prisoners



· How did you conduct the consent process with these categories of participants?


	8) Report on Research To-Date

	a. Did you encounter any problems relating to ethical issues?
☐ No. 
☐ Yes – If ‘Yes’, what were the problems and what did you do about them?


	b. Did you comply with the approved consent procedures and documentation?
☐ Yes. 
☐ No – If ‘No’, please explain the reasons for the deviation.


	c. Please state the document version number and/or version date of the consent document being currently used at the study site(s) if applicable.



	d. What measures are being taken to protect confidentiality of research data? (E.g. Where are the paper/electronic records stored? Are they access-controlled? Has there been any breach of confidentiality of the research data?)



	e. Are there any new proposed amendments to the current study?
☐ No. 
☐ Yes – If ‘Yes’, please submit the amended documents with the AIC IRB Amendment Cover Note.


	f. Are there any unanticipated events involving risks to subjects or others (including serious adverse events) at your study sites, which have yet to be reported to the AIC IRB?
☐ No. 
☐ Yes – If ‘Yes’, please submit the reports using the Unanticipated Problems Involving Risks to Subjects or Others Reporting Form with this Study Status Report.


	g. For report(s) of serious adverse events (SAEs) that would lead to change in the proposed research study, was further consent obtained from the research subject or the person authorized to give consent?
☐ Not applicable.
☐ No. 
☐ Yes – If ‘Yes’, please provide details of what was conveyed to the research subject or the person authorized to give consent.

	h. Are there any evaluation reports of study-wide adverse events, interim findings, recent literature or any other information that may affect the risk / benefit ratio of this study?
☐ No. 
☐ Yes – If ‘Yes’, please submit the reports with this Study Status Report.


	i. Considering the information listed above, has anything occurred since the last AIC IRB review which may have altered the risk / benefit relationship?
☐ No. 
☐ Yes – If ‘Yes’, please provide a current assessment of the risk / benefit relationship of the research based on results, internal and external adverse events and other factors. Also, in your opinion, should any changes in the consent form be made based on these results?


	j. Is there any other relevant information, especially information about the risks associated with the research?
☐ No. 
☐ Yes – If ‘Yes’, please provide details.


	k. Please provide a summary of your research findings (e.g. interim findings). If your study is completed, please submit final analyses and conclusions when they are ready, but not more than 3 months after completion.












	l. Have you published your research findings?
☐ No. 
☐ Yes – If ‘Yes’, please provide details (e.g. report, dissertation, thesis, journal article, book, etc.) Include details such as where it was published (e.g. name of journal, book chapter, etc.).


	m. Have there been any complaints about the research?
☐ No. 
☐ Yes – If ‘Yes’, please provide details of the complaints.


	n. For completed / terminated studies, will the data be destroyed at the completion of the study, or will they be stored for future use?
☐ Yes, the samples or data will be destroyed. 
☐ No, the samples or data will NOT be destroyed.

(i) Where will the data be stored?


(ii) For how long will thedata be stored?


(iii) What will the data be used for?





	Declaration of Principal Investigator

	I confirm that the information submitted in the above study report is true and accurate at the date of submission of this report.

	____________________
	___________

	Principal Investigator’s Signature
	Date

	
	

	Full Name:
	
	Study Role:
	

	Institution:
	
	Department:
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