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Alverno College Institutional Review Board
Continuing Review Form 
All research on human subjects approved by the Alverno College IRB through a full-board or expedited review process or otherwise conditionally approved for a specified period of time must undergo continuing review. 
Continuing review includes the obligation of the researcher to complete this form for the purposes of the Alverno IRB:
· Conducting ongoing oversight of active research, or

· Determining that the study is closed and no longer requires continuing review

Instructions
A response is required for every item, unless otherwise directed. “None” is a valid response when it is appropriate. 
· Enter your responses in the colored boxes. The boxes will expand to accommodate your text.
· Submit Required Documentation (below) to IRB Chair (Paul Smith).  
· Submit one (1) signed original and five (5) copies of this final completed “Continuing Review Form”.
· Submit six (6) copies of any supporting documentation to this form..
· GO GREEN NOTE:  It is recommended that researchers first complete and submit an interim informal submission to get feedback on the completeness of the submission. Through this process it may be determined that fewer hard copies of the submission are needed.

Advisement

Research initially approved under full-board review, generally will require full-board review in continuing review as well.
Conversely, research initially approved through an expedited review that continues to involve no more than minimal risk and that has no increased risks is likely to be eligible for an expedited continuing review, but this must be determined by the IRB and may not be the case. 

Completion of this form assists the IRB in determining whether continuing review can be conducted as an expedited review.  If not, then it is important for the researcher to complete this form in a timely manner in relation to meeting schedule of the Alverno IRB.
Continuing Review Form
Alverno College Institutional Review Board

	I. Applicant Status And Contact Information

	Today’s date: FILLIN   \* MERGEFORMAT 

	Formal Title of Research when Previously Approved:

	Name of Principal Investigator:


	Co-investigator name(s) and affiliation(s): (if applicable)


	What is the Principal Investigator’s current affiliation with Alverno, if any: 
[  ] STUDENT
[  ] FACULTY
[  ] ACADEMIC STAFF

[  ] OTHER specify ________________________

[  ] NONE if none, indicate below institution of affiliation and contact information:


	

	
	YES
	NO

	Is the Principal Investigator a student, faculty member, or staff member at Alverno?
	
	

	Please indicate contact information:  This will direct our communication. 

	If there may be specific complications in contacting you so indicate:



	INSTITUTION/DEPARTMENT IF APPROPRIATE


	ADDRESS


	CITY 


	STATE

	ZIP CODE


	PHONE NUMBER

	EMAIL ADDRESS


	

	
	YES
	NO

	Is this study (for which the researcher is the principal investigator) nested within a larger multi-site study (which has a different principal investigators)?
	
	

	If yes, describe number of sites and who is the current principal investigator for the larger study:
 

	

	
	YES
	NO

	Is this a Student Project? 
	
	

	If yes, (1)  indicate faculty member who is supervising the conduct of the research:________________



	II. Conduct and Status of Study and Participant Reactions
Approval of the study is not open-ended.  You will be given a new completion date, and any data collection that would occur after that date will require re-approval. Any research taking over an additional year to complete requires re-approval as continuing research.

	

	1. 
	Indicate the number of human participants from which data been collected since the last Alverno IRB Review?  

	
	

	2.
	Describe any unanticipated problems associated with participation in the study and summarize any available information regarding adverse events.  
· Relate your description of observed frequency and severity of problems and/or adverse events to how these were anticipated by the informed consent document and research protocol. 
· Include any inadvertant disclosure of identifiable data. 

	
	

	3.
	Describe any new information that might inform understanding about risks associated with participation in the study.  Observations related to your participants’ experiences are generally relevant. For clinical trial studies, research updates in the literature related to the intervention studied are likely sources of important information.  

	
	

	4.
	Describe any modifications or amendments to the research since the last Alverno IRB Review. This iIncludes any changes to the informed consent procedures.

	
	

	
	YES
	NO

	5..
	Have any participants withdrawn (or been removed) from the study since the last Alverno IRB Review? 

If yes, provide a summary:
	
	

	
	

	6.
	Describe complaints, if any, about the research since the last Alverno IRB review.

	
	

	
	YES
	NO

	7.
	Are you enrolling new participants in the study?.If yes, attach a copy of the current informed consent form.
	
	

	
	YES
	NO

	8.
	Are some participants, who are already enrolled as participants, still completing research related activities?  
	
	

	9.
	In relation to questions seven and eight, summarize the status of any ongoing data collection and study interventions.

	
	

	10.
	Describe any other continuing interactions or contact with participants related to the study (for example, feedback to them based on their responses).

	
	

	11.
	How long will collected data be kept? Could you or anyone else identify the participant from the recorded data (see Appendix A)? Relates to any continued potential risk of inadvertent disclosure. . 

	
	

	12.
	Summarize the status of study analyses and reporting of results.  Include timeframe for anticipated completion of these research activities. Relates to need for IRB continuing review when participants are asked to provide sensitive data.

	
	

	III. Attesting to Researcher Continued Responsibilities
This section documents the principal investigator’s understanding of his or her continued commitment to the ethical conduct of the research. 


	1.A.
	I attest, as principal investigator, that I have to the best of my knowledge and ability completed this form, and that I understand my continuing responsibility for the safe and ethical conduct of this research. As part of my ethical commitment:
· I will continue data collection only during the time frames for which I receive written approval from the Alverno IRB. 
· I will immediately notify the Alverno Institutional Review Board of any case of an undesirable and unintended effect on a research participant that results from his or her participation in the research or in an accompanying intervention. Note: Examples of an adverse reaction include (a) intense mental distress regarding subject matter or procedures, (b) physical injury, and (c) unexpected allergic/physical reactions. 
· I will immediately notify the Alverno IRB of any breach of confidentiality, such as access to data by unauthorized individuals. 
· I will promptly report to the Alverno IRB any findings that emerge during the course of the study that meaningfully alter estimation of the risks and benefits associated with participation in the study.
· I will obtain from the Alverno IRB prior written approval for modifications to my submitted research protocol that might reasonably be expected to increase risks or decrease anticipated benefits to participants in the study. 
· I will complete continuing review requirements as specified by the Alverno IRB in their written approval and as modified in the future.

	To be completed by principal investigator
	


	
	
	

	Principal Investigator signature
	
	Date


Appendix A: Alverno IRB De-Identification Standard for Information
Protecting the privacy of research participants is a general concern in the vast majority of research projects. Privacy refers to an individual’s control over the extent, timing, and circumstances of sharing of his or herself. The level of measures needed to ensure the participant’s right to privacy depends on the nature of the particular research, its setting, and the research participants. For especially sensitive data it may be most appropriate for the researcher to ensure anonymity, where no one—including the researcher—is ever able to link the participant with his or her responses. In other instances, researchers have a general obligation to reduce the risks of unintended disclosure of collected information about individual research participants. The researcher should consider the following de-identification question when collecting and handling sensitive data.

Does the information I am accessing, recording, and/or disclosing contain identifiers? Simple access to information may be without concern, for example when the researcher is an employee who routinely handles the records in carrying out his or her position. But, the presence of identifiers in any recorded (or disclosed by researcher) information means this information does not meet the Alverno IRB standard for a de-indentified data set and may require extra safe guards that would be appropriate to the sensitivity of the data.  The Alverno IRB de-identification standard includes all 18 direct identifiers specified in the HIPAA Privacy Rule—45 CFR 164.514(b). Below are listed, in condensed format, specific direct and indirect identifiers related to de-identification of a data set. These standards are printed here to assist the researcher in communicating with the IRB about provisions for preventing inadvertent disclosure of collected data.
Identifiers: Direct; Indirect

One way to distinguish between truly de-indentified information recorded in a data set from information in a data set that is being kept confidential by other means is to determine if the data set contains direct or indirect identifiers. Information in a data set with either direct or indirect identifiers is not de-identified.  

Direct Identifiers include:
· Names

· Addresses

· Telephone and fax numbers

· Email addresses, IP addresses, and URLs

· Social Security numbers

· Medical record numbers

· Account numbers, such as those associated with bank accounts or health plans

· License or certificate numbers, including driver's license numbers

· License plate numbers and other vehicle identifiers

· Fingerprints, voiceprints, or full-face photographic images

· Other unique characteristics or identification numbers (example student ID numbers)

Indirect Identifiers can be combined with publicly available information to identify individuals. The determination of indirect identifiers depends on the nature of the research participants. For example, in a study of residents of the state of Wisconsin, the information that someone graduated from one of the UW system schools probably would not be a unique identifier. However, in a study of small business leaders in Ithaca, New York, the same information might well apply to only one individual. In general, if any single variable in a data set applies to fewer than five participants, it is considered a potential indirect identifier. Examples of indirect identifiers include:
· Detailed geographical information, such as state, county, or census tract of residence

· Organizations to which participants belong

· Educational institutions from which participants graduated

· Exact occupations

· Places where participants grew up

· Many dates, including birth dates, hospital admission dates, high school or college graduation dates, etc.

· Detailed income information

· Offices or posts held by participants

