	SAS Institutional Review BOARD CHECKLIST 12-10-07

	IRB 
	Learner’s Name: 



	Please see Institutional Review Board feedback below with IR comments and highlighted areas in this form.

	The Institutional  Review Board (IRB) Application is a federally required form which addresses the care of research participants in approved research projects. The form becomes a permanent record within the University of Phoenix, requiring accurate and complete reporting of each research activity and its implications for research participants.

Students and faculty applying for IRB approval need to attend to the deep congruence between the Dissertation Proposal as it describes the research activity, all documentation developed and assembled in support of the research activity, and the IRB application. Each of these component parts of the IRB application documentation requires careful attention to detail and an accurate description of research-related activity. Included in research activity are all issues related to informed consent, access to premises, use of survey permissions, and the significant number of other documented approvals to assure a complete package of documents and accurate description of the research process.

Reviewers read the IRB Application, review the appropriate sections of the proposal to understand the methodology and research process, and then evaluate the application to assure that research participants have been appropriately cared for in the research design.

The IRB will APPROVE, or DISAPPROVE the IRB Application. APPROVAL is based on a complete package of information that describes in detail the research project and all related issues concerning research participants involved in the dissertation. ARB issues that do not affect the participants in the study are not taken in to consideration when deciding IRB approval.

If you have any questions about a paper you are reviewing for IRB approval, please contact Tim Delicath by e-mail at Timothy.Delicath@phoenix.edu or call (602) 387-5819.

APPROVED WHEN:

· All informed consent documents are accurately and completely prepared and document the full range of procedures within the research project and ssure the protection of the research participants.
· CITI certification is current and will remain current during the period when research data will be collected.

· All permission forms are attached and signed by appropriate authorities.

DISAPPROVED WHEN:
· Informed consent documents are not accurately completed and do not represent the full range of procedures and processes within the research project which assure protection of research participants;

· Premise access documents, access to institutional data and other institutional approval forms are not a part of the IRB Application and the attached proposal;

· Approval for use of surveys in the research project is not a part of the IRB Application as it should be;

· Approval from the appropriate officer of the organization when Proprietary information is required as a part of the research initiative, and such approval is not a part of the IRB Application;

· There is often a lack of congruence between the proposal, the IRB Application and required IRB documents. Any and all of these aspects of the IRB Application must be in congruence one with the other.  If the project is described in the proposal, the same description of the project and related documents discussing the research must be discussed in the same way;

· In short, applications are DISAPPROVED when any documents are missing which assure that the organization within which the research will occur is aware and has approved all aspects of the research, data gathering, and other organizational access issues.

PROPOSALS ARE DEFERED TO THE FULL IRB, WHEN:
· Any one of the protected classes are involved in the research initiative. The IRB will have the final review of any such research projects.

If you have suggestions or additions to these commonly experienced IRB problems, please submit them to Aminah Brevli at Aminah.Brevli@phoenix.edu.  We’ll collect additions and changes to update the form with your ideas and suggestions.




	Note: The IRB application is an MSWord form. Fields indicated by the line of small dots that look like degree symbols indicate the field for entering information into the form. Click once inside the line of dots to enter information. Information entered that way will be properly formatted in the form.


	FRONT MATTER  Name, Location, Affiliation Type of Research
	

	Name of Researcher(s)
Full Legal Name of Learner-Researcher.

4 required parts
	

	1. Full legal name of learner.
	□

	2. Loction/Department (Always the same – this pre-completed in the new form): University of Phoenix/School of Advanced Studies.
	□

	3. Affiliation (Always the same): Student
	□

	4. Type of Research (Usually the same): Research Study
	□

	5. Spaces for researchers 2 & 3 are blank (DO NOT put in Advisor or Committee names)
	□

	6. Unless funded leave section for funding blank.
	□

	7. Agency Submitted to: (Leave Blank)
	□

	Project title:
4 required parts
	

	1. Project Title: The full title of the finished study.
	□

	2.1. General Purpose of the research: A brief s summary of the purpose of the proposed research is provided.
	□

	3. Project description: In this section provide a clear, detailed, and complete description of what will happen with, or to subjects. The IRB uses this information to evaluate or estimate the potential risks to participants. Include an explanation of whether the participants will encounter the possibility of stress or psychological, social, physical, or legal risks greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Note: Asurance from the investigator, no matter how strong, will not substitute for a detailed description of the transactions between investigator and subject(s). 
	□

	4. If a questionnaire is used attach a copy. 
	□

	5. Describe when visual or auditory stimuli, chemical substances, or other measures might create a risk. In all cases the IRB requires documentation.
	□

	6. Summarize the research methods and data collection techniques.
	□

	Will the subjects fall under the federal guidelines for vulnerable subjects listed below:
Guidelines and categories are defined at www.citiprogram.org
	

	a-h. Check all protected classes of vulnerable subjects that are specifically targeted by the research. For example: If the study will use school aged children under 18, check the box on line a. If some vulnerable subjects may be included as an accident of sampling but are not targeted as a key focus of the study the group need NOT be checked. For example: Pregnant women. Check this only if the study will investigate only pregnant women, do not check it if the sample population might include a woman who is pregnant. Checking ANY protected group means the proposal will need to be reviewed by the full board. This is not a problem but typically requires several months of processing time since the IRB only meets once a month.
	□

	Selection How will subjects be selected, enlisted or recruited?
2 Required Parts

How subjects will be selected, Who will be excluded and why. 
	

	1. Describe the selection of participants in enough detail to assure the IRB that vulnerable subjects will not be included or, if the target of the study, they will be protected.
	□

	2. Who will be excluded for the study and why?
	□


	5. Informed consent
2 required parts 

How will the subjects be informed of procedures, intent of the study, and potential risks to them? 
	

	1. Description of procedure used to inform subjects.
	□

	2. Copies of informed consent forms. Important elements:
	□

	a. Verbatim copy of Informed consent form to be used and transmittal letter if used.

      b.   Verbatim CITI informed consent paragraph;

“By signing this form I acknowledge that I understand the nature of the study, the potential risks to me as a participant, and the means by which my identity will be kept confidential.  My signature on this form also indicates that I am 18 years old or older and that I give my permission to voluntarily serve as a participant in the study described.”  Follow this with a space for an Ink Signature from the subject.
	□

	3. Note: Passive consent is not allowed. For example a researcher cannot post a survey to a website and assume consent is given simply because the participant completes the survey.
For online surveys, a consent page should be provided with the CITI informed consent paragraph. That page should require a form of online legal signature attesting to being given informed consent. A simple means of doing this is to provide a “check” box next to I understand and agree. Once that signature has been given, the participant is given access to the survey. Without the signature no access should be possible.
	□

	4. Maintaining and ultimately destroying records. Researchers are required by US Federal Government Policy to maintain the signed informed consent records from subjects for a period of three years after the completion of the research. 
	□

	a. Describe how records will be stored, how security will be provided to protect identities, who will have access.

b. Describe when and how records will be destroyed after three years.
	□

	6. Potential benefits to a subject?
3 required parts 
	

	1. Description of the potential benefits to a subject.
       This is particularly important if the study is using vulnerable subjects.
	□

	2. Qualitative methods: Proposed research questions must be included in discussion.

 Quantitative methods: Research questions must be included in discussion, and depending on the kind of research design, these questions may include proposed hypothesis (es) and the rationale for the hypothesis (es).
	□

	3. Information is presented in a discussion context, rather than simply stated or listed.
	□

	Proposed research start date and end date
Rules:
	

	1. Start date may not be before IRB approval is obtained.
	□

	2. Period between start date and end date should be one year. This is UOP policy and covers the period for which IRB approval is valid. If a study takes longer re-approval will be needed. If the study takes less time, no further action is required.
	□

	Important Warning: Researchers may not under any circumstances begin data collection before IRB approval is obtained for the study. Data collected before IRB approval is not admissible and the research will be required to discard such data.
	□

	9. Attachments
9 or more Required when they apply to this study.
	

	1. Standard 8 possible attachments – Check all those that apply and ensure they are in the proposal.
	□

	2. Certification the researcher has read and understands the Federal Policy for the Protection of Human Subjects (45 CFR 690) and that the researcher will comply with the University policies governing the same. 
	□

	a. Includes requirement to submit proof of CITI training in the protection of human subjects.           

b. (Period of certification is two years. This must include the entire period of data collection.)
	□

	3. Progress reports may be required if vulnerable subjects are being studied.
	□

	Agreements
	

	Principle Investigator Signature Block
3 required parts 
	

	1. Principle investigator
	□

	a. Full legal name

b. Electronic signature (/s/ in front of typed normal signature)
c. Date form is prepared and submitted – If revisions are needed. This date should represent current submission.

d. Email address. Make sure this is correct and current. 

e. Phone number.

f. Mailing address: Use permanent legal address.
	□

	Faculty/advisor signature block and certificatin
4 required parts 
	

	1. Faculty / advisor
	□

	g. Full legal name

h. Electronic signature (/s/ in front of typed normal signature)

i. Date form is prepared and submitted – If revisions are needed. This date should represent current submission.

j. Email address. Make sure this is correct and current. 

k. Location (this is always University of Phoenix this is pre-completed in the form)

l. Department (this is always School of Advanced Studies this is pre-completed)

m. Phone number.
	□

	1. Opinion on whether proposed research .is exempt or non-exempt.

Note: This is a judgment about whether or not vulnerable subjects will be specifically recruited and included in the study. If they are, the study is Non-Exempt because a review by the full IRB is required. These occur only once a month.
	□

	Review decision
	

	Review decision
One of nine possible decisions checked by reviewer – 2 parts
	

	1. Decision and any special reports required.
	□

	2. Changes or modifications needed for approval or reasons for disapproval. This section will contain a brief summary of errors or omissions in the form as submitted. These must be corrected and a changes matrix attached with the resubmission.
	□

	Reviewer’s signature block
3 required parts
	

	1. Reviewer’s Name.
	□


	2. Reviewer’s electronic signature.(Typed name preceded by /s/  )
	□

	3. Date of review action.
	□


