Spalding Reviewer Guidelines for New REC Applications
These guidelines contain HHS and FDA basic human subjects protections requirements

Did the submitter look at the REC web site or lib guide for guidance? Did they submit all the documents identified on the REc website?  

Please send this form back with your recommendation to REC@SPALDING.EDU
	1.   project description and methodology
	Yes   /   No   /   N/A  Comments

	a. Are the aims and underlying hypotheses of the research stated clearly? 
	

	b. Is there an adequate description of the activities involving human subjects?
	

	c. Is there a detailed description of the data collection and methods of recording?
	

	d. Have the questionnaires and interview tools been provided?
e. If research is conducted online, are they using the university Question Pro account?
	

	f. Is there an adequate justification for the sample size?
	

	2.   Risk and Benefit Considerations
	Yes   /   No   /   N/A  Comments

	a. Are the risks (physical, psychological, legal, economic, and social) to subjects minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk?
	

	b. Are the risks to subjects reasonable in relation to anticipated benefits, if any, to subjects and to the importance of the knowledge that may reasonably be expected to result?
	

	c. Are both risks and anticipated benefits accurately identified, evaluated, and described?
	


	3.   selection of subjects
	Yes   /   No   /   N/A Comments

	a. Are some or all the subjects likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons or economically disadvantaged persons?
	

	b. If there is a special population (children, prisoners, pregnant women and fetuses), has the appropriate justification been provided?
	

	c. Are recruitment scripts provided (verbal or written for online and or face to face recruitment)?
	

	4.   privacy and confidentiality
	Yes   /   No   /   N/A Comments

	a. Are there adequate provisions to protect the privacy interests of participants?
	

	b. Are there adequate provisions for protecting the confidentiality of the data through coding, destruction of identifying information, limiting access to the data, or whatever methods that may be appropriate to the study? 
	

	c. Is there specific information on where the data will be stored, by whom, and for how long?
	

	d. Are the investigator's disclosures to subjects about confidentiality adequate? 
	

	5.   MONITORING
	Yes   /   No   /   N/A Comments

	a. Does the research plan make adequate provision for monitoring the data collected to ensure the safety of subjects?
	


	6. INFORMED CONSENT PROCESS AND CONTENT
	Yes   /   No   /   N/A  Comments

	Did the submitter follow the posted informed consent document on the REC web page exactly?
	

	Is the consent document written in first person “you will”
	

	a. Do the proposed explanations of the research provide an accurate assessment of its risks and anticipated benefits? Is the possibility (or improbability) of direct benefit to the subjects fairly and clearly described?
	

	b. Is the language and presentation of the information to be conveyed appropriate to the subject population, 8th grade reading level?
	

	c. Is it clear who is authorized to obtain informed consent for the study?
	

	d. Will the circumstances of the consent process provide the prospective participant or the representative sufficient opportunity to consider whether to participate?
	

	e. Will the circumstances of the consent process minimize the possibility of coercion or undue influence?

f. Does the informed consent include some sort of short script that entails what the investigator will say to the participant (to ensure they understand what they are consenting to)?
	

	g.  The consent from contains contact information for a person independent of the research team for the following: (boiler plate at end of consent template)
· To obtain answers to questions about the research

· In the event the research staff could not be reached

· In the event they wished to talk to someone other than the research staff?
	

	7. BASIC ELEMENTS OF INFORMED CONSENT  (Required)
	Yes   /   No   /   N/A  Comments

	a. A statement that the study involves research
	

	b. An explanation of the purposes of the research
	

	c. The expected duration of the subject's participation
	

	d. A description of the procedures to be followed
	

	e. Identification of any procedures which are experimental
	

	f. A description of any reasonably foreseeable risks or discomforts to the subject
	

	g. A description of any benefits to the subject or to others which may reasonably be expected from the research
	

	h. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject
	

	i. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
	

	j. An explanation of whom to contact for answers to questions about the research
	

	k. An explanation of whom to contact concerning rights as a research subject.
	

	l. A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits and the subject may withdraw without penalty.
	

	ADDITIONAL ELEMENTS OF INFORMED CONSENT
	Yes   /   No   /   N/A

	m. The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject.
	

	n. Agreement and spaces for signatures/dates for subject, and/or representative (if applicable) and person obtaining consent.
	


	8.   INCENTIVES FOR PARTICIPATION
	Yes   /   No   /   N/A

	a. Are the incentives offered reasonable, based upon the complexities and inconveniences of the study and the particular subject population?
	

	b. Is the compensation or reimbursement appropriately explained to prevent perceived coercion?
	

	9.   CONFLICT OF INTEREST
	Yes   /   No   /   N/A

	a. Is there a conflict of interest that requires management?
	


Name and Date of Review _________________________________

Approve___________

Approve with conditions ____________________

Deny__________________________
The remaining questions pertain to those researchers who are intending to use vulnerable subjects for research. 
	10.  ASSENT FROM CHILDREN
	Yes   /   No   /   N/A Comments

	a. Is assent required?  (Assent is required unless the child is not capable (due to age, psychological state, sedation), or the research holds out the prospect of direct benefit that is only available within the context of the research.)
	

	b. Will assent be documented?
	

	c. Is the process of obtaining/documenting assent adequate?
	


	11.  CONSENT FOR CHILDREN UNDER THE JURISDICTION OF DEPENDENCY COURT
	Yes   /   No   /   N/A Comments

	a. Has a court order been obtained to allow the child to participate in the research without parental consent? 
	

	b. Is the research either related to the children’s status as wards; or conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of the children involved as subjects are not wards?
	

	c. Has an advocate been appointed for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis?
	

	13.  PARENTAL PERMISSION
	Yes   /   No   /   N/A Comments

	a. Is consent of one parent appropriate?
	

	b. Is consent of both parents required?  (Consent from both parents is required when the research is greater than minimal risk, without potential for benefit.)
	


	14.  CONSEnTING COGNITIVELY IMPAIRED PERSONS
	Yes   /   No   /   N/A  Comments

	a. Does the research involve greater than minimal risk?
	

	b. If the research involves greater than minimal risk does it present the prospect of direct benefit to the individual subjects?
	

	c. Are the risks to subjects reasonable in relation to anticipated benefits, if any, to subjects and to the importance of the knowledge that may reasonable be expected to result?
	

	d. Is the relation of the anticipated benefit to the risk at least as favorable to the subjects as that presented by available alternative approaches?
	

	e. Are there adequate provisions for soliciting the assent of the subject and permission of their legally authorized representative?
	

	f. Is the proposed plan for the assessment of the capacity to consent adequate?
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