UTAH STATE UNIVERSITY
INSTITUTIONAL REVIEW BOARD
REVIEWER’S CHECKLIST FOR NEW APPLICATIONS
The elements of this Review Checklist do not apply to FDA-regulated research

Instructions:  
· This checklist is arranged to correspond with the order of sections and items on the IRB General Application.  In some cases, additional information to assess the review items may be found in the Proposal document submitted with the application.  In addition, a detailed review must be completed of the Informed Consent or Letter of Information, if applicable.  

· Please provide a response for each item, even if it is “Not Applicable” to the protocol under review.
· Please enter Comments to clarify your response, request additional information or provide any other feedback you feel may be necessary.
	A. SCIENTIFIC VALIDITY
	Yes/No/NA/Comments

	1. Was a Scientific Validity Review Checklist submitted by PI (if Yes, completed by whom?)
	     

	2. Was a Scientific Validity Review Checklist completed by IRB reviewer?
	     

	B. GENERAL INFORMATION
	Yes/No/NA/Comments

	1. If the study is a multi-site study and USU is the coordinating center, was the research approved by a participating IRB?
	     

	2. If a multi-site study and USU is the coordinating center, is the plan for the management of information that is relevant to the protection of participants, such as reporting of unexpected problems, protocol modifications, and interim results adequate?
	     

	3. If the PI is conducting research at an external site, is there an adequate management and communication plan among the IRBs involved? 
	     

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

	C. PARTICIPANT INFORMATION AND 
D. VULNERABILITY
	Yes/No/NA/Comments

	1. Does the nature of the research justify using the proposed subject population?
	     

	2. Are there adequate procedures for identifying those who might be more susceptible to the risks and who therefore ought to be excluded?
	     

	3. Has there been appropriate consideration of any special physiological, psychological or social characteristics of the subject group that would pose special risks?
	     

	4. Are some or all of the subjects likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, decisionally impaired or economically disadvantaged persons?
	     

	5. If YES to question C4, have additional safeguards been adequately described to protect the rights and welfare of these subjects?
	     

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

	7. Is the exclusion of any study subjects justified and appropriate?
	     

	8. Is the explanation of how participants will be identified and recruited adequate and clear?
	     

	9. If used, do recruitment materials meet IRB guidelines?
	     

	E. WAIVER OR ALTERATION OF INFORMED CONSENT REQUIREMENTS
	Yes/No/NA/Comments

	1. Have the criteria for waiver or alteration of the requirement to obtain informed consent been met? 

a. The research involves no more than minimal risk to subjects AND

b. The waiver or alteration will not adversely affect the rights and welfare of subjects AND

c. The research could not practicably be carried out without the waiver or alteration AND

d. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	     

	2. Have the criteria for waiver or alteration from the requirements for written documentation of informed consent been met?

a. The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  In this case, each subject will be asked whether he/she wants documentation linking the subject with the research and their wishes will govern; OR

b. The research presents no more than minimal risk or harm to subjects and involves no procedures for which written consent is normally required outside of the research context.
	     

	3. If informed consent documentation is waived, will the investigator provide a Letter of Information to participants regarding the research?
	     

	4. If children are included, have the criteria for waiver of parental/guardian permission been met?

a. IRB must determine parental/guardian permission is not a reasonable requirement to protect subjects

b. Appropriate mechanisms must be implemented to protect children as subjects
	     

	F. INFORMED CONSENT PROCESS
Complete this section for all studies.  If a Letter of Information will be used instead of signed Informed Consent, please complete these items as they pertain to the procedures that will be used to inform participants about the research with the LOI.
	Yes/No/NA/Comments

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

	2. Is the designation of who will provide consent (i.e., participant or legally authorized representative) appropriate for this research?  
	     

	3. Have the informed consent issues for secondary subjects been adequately addressed?
	     

	4. Have appropriate provisions been made for obtaining consent from non-English speaking subjects?
	     

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

	6. Are the timing and setting for the explanation of the research and obtaining consent conducive to good decision-making?
	     

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

	8. 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 described?
	     

	9. Is the language and presentation of the information in the written document appropriate to the subject population?
	     

	10. Will the individuals communicating information to the participants or representatives during the consent process provide the information in language understandable to the participant or representative (i.e. are they able to communicate on the participant’s level)? 
	     

	11. If the research involves deception, does the debriefing/disclosure statement provide sufficient explanation of the purpose and rationale for the deception? 
	     

	12. If the research involves deception, is the debriefing/disclosure statement provided within a reasonable time after the participant’s involvement?
	     

	13. Will the information being communicated during the consent process exclude exculpatory language through which the participant or representative is made to waive or appear to waive any of the participant’s rights?
	     

	14. Will the information being communicated during the consent process exclude exculpatory language through which the participant or representative releases or appears to release the investigator, sponsor, institution or its agents from liability or negligence?
	     

	BASIC ELEMENTS OF INFORMED CONSENT

Complete this section for all studies.  If a Letter of Information will be used instead of Informed Consent, please review it for the inclusion of these elements.
	Yes/No/NA/Comments


	1. Statement that the study involves research
	     

	2. Explanation of the purposes of the research
	     

	3. Expected duration of the subject’s participation
	     

	4. Description of the procedures to be followed
	     

	5. Identification of any procedures that are experimental
	     

	6. Description of any reasonably foreseeable risks or discomforts to the subject
	     

	7. Description of any benefits to the subject or to others which may be reasonably expected from the research
	     

	8. Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.
	     

	9. Statement describing the extent to which confidentiality of records identifying the subject will be maintained.
	     

	10. For research involving more than minimal risk, and explanation as to whether any compensation and/or medical treatments are available if injury occurs and, if so, what they include and how to access them.
	     

	11. Explanation of whom to contact for answers to questions or for complaints about the research.
	     

	12. Explanation of whom to contact for answers to questions about injury.
	     

	13. Explanation of whom to contact concerning rights as a research subject.
	     

	14. Statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits and the subject may withdraw without penalty at any time.
	     

	ADDITIONAL ELEMENTS OF INFORMED CONSENT Complete this section for all studies.  Relevant items should be included in the document.  If a Letter of Information will be used instead of Informed Consent, please review it for the inclusion any elements that may apply.
	Yes/No/NA/Comments

	1. The approximate number of subjects involved in the study.
	     

	2. Any additional costs to the subject that may result from participation in the research.
	     

	3. Statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject.
	     

	4. Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.
	     

	5. Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation.
	     


	6. Statement that the particular treatment or procedure may involve risks to the subject or to a fetus or embryo (if the subject is or may become pregnant) which are currently unforeseeable.
	     

	7. Provisions for the storage and use of research specimens.
	     

	8. Contact information for a person independent from the research team for the following

a. To obtain answers to questions about the research

b. In the event research staff could not be reached

c. In the event they wished to talk to someone other than the research staff
	     

	9. Signature and date lines for participant or legally authorized representative.
	     

	10. If Short Form Informed Consent is used, signature and date lines for Witness.
	     

	H. RISK AND BENEFIT CONSIDERATIONS
	Yes/No/NA/Comments

	1. Are the risks to subjects (physical, psychological, legal, economic and social) accurately identified, evaluated and described?
	     

	2. Are the risks minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk?
	     

	3. Are the risks minimized, whenever appropriate, by using procedures already being performed on the subjects for treatment or diagnostic purposes?
	     

	4. Are the benefits accurately identified, evaluated and described?
	     

	5. Are the risks to the subjects reasonable in relation to anticipated benefits, if any?
	     

	6. Are the risks to the subjects reasonable in relation to the importance of the knowledge that may be reasonably expected to result?
	     

	7. Have the risks and benefits of the research interventions been evaluated separately from those of the therapeutic interventions?
	     

	8. Is there an appropriate plan for detecting research-related harms promptly?
	     

	9. If greater than minimal risk is involved, is there an appropriate plan for monitoring data to ensure safety of subjects? 
	     


	I. PRIVACY INTERESTS AND CONFIDENTIALITY

J. REPORTING AND MONITORING
	Yes/No/NA/Comments

	1. Are there adequate provisions to protect the privacy interests of participants throughout the duration of the study (e.g. while conducting face-to-face interviews, completing questionnaires, surveys, etc.)?
	     

	2. Is the recruitment process explicit about how participants will be identified and approached for participation? 
	     

	3. Is the recruitment process an invasion of privacy?
	     

	4. Is the collection of sensitive information during the recruitment process and retention of those data/materials without consent from the participant an invasion of privacy if the individual declines to participate or does not qualify for the research?
	     

	5. Is there an adequate explanation of what happens to any data or material collected during the screening process if the individual declines to participate or is not asked to participate in the study?
	     

	6. If the research population is within a specific culture, has a representative from the IRB or individual(s) from the community been consulted who can understand the culture and laws that would apply?
	     

	7. If the research population is within a specific culture, have feelings about privacy within the culture been identified, explored and understood?
	     

	8. Is the setting in which interactions or observations will take place appropriate to maintain the participant’s privacy?  
	     

	9. Can the interaction or observation be observed by individuals not related to the research?
	     

	10. Have adequate measures been taken to ensure that the minimum amount of information necessary to complete the research is being recorded?
	     

	11. Is information being sought about individuals other than the target participants such that those individuals might be considered to meet the regulatory definition of “Human Participant” or otherwise have their privacy interests compromised?
	     

	12. Is the interaction or observation in accordance with privacy guidelines developed by relevant professional associations and scholarly disciplines?
	     

	13. 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 may be appropriate for the study?
	     

	14. Would data release or breach of confidentiality cause risk of harm?
	     

	15. Are plans for dealing with discovery of previously unknown conditions or illegal activities adequately described?
	     

	16. Are plans for dealing with discovery that the participant is a victim of abuse adequately described?
	     

	17. Are the investigator’s disclosures to subjects about confidentiality adequate?
	     

	18. Consider the need for post-approval review as a reporting mechanism to provide better participant protection.  Criteria to consider may be: self-assessment by the PI, an interview with the PI by the IRB staff or a board member.
	     

	K. ADDITIONAL CONSIDERATIONS
	Yes/No/NA/Comments

	1. Health Information

a. Are any health data, subject to HIPAA, used in this research?

b. If so, are measures in place to comply with the Privacy Rule?

c. Is a special Informed Consent required?
	     

	2. Biological Specimens

a. If collected, will biological specimens be stored for future studies after the completion of the study?

b. If stored, is the explanation of where and how long they will be stored adequate?
	     

	3. Conflict of Interest

a. Have identified conflicts of interest been referred for resolution to the Federal Compliance Manager?

b. Are there any foreseeable conflicts of interest that have not been identified in the application?
	     

	4. Investigator Assurance

a. Has the PI read and accepted the Investigator’s Assurance?
	     


	PLEASE COMPLETE THE FOLLOWING SECTIONS AFTER REVIEWING THE PROTOCOL

	ASSESSMENT OF RISK AND BENEFITS
	TYPE OF CONSENT DOCUMENTATION

	What is your assessment of the level of risk of this research?

 FORMCHECKBOX 
  Minimal risk

 FORMCHECKBOX 
  Minor increase over minimal risk

 FORMCHECKBOX 
  Greater than minor increase over minimal risk

What is your assessment of the potential benefit of this research?

 FORMCHECKBOX 
  The research involves the prospect of direct benefit to individual subjects.

 FORMCHECKBOX 
  The research involves no prospect of direct benefit to individual subjects but is likely to yield generalizable knowledge about the field or the subject’s disorder or condition.


	Please check one box to indicate the type of consent documentation or waiver required for this study.

 FORMCHECKBOX 
  Long form:  written consent with participant signature

 FORMCHECKBOX 
  Short form:  required elements of informed consent are presented orally in the presence of a witness and a written summary provided to the participant. Participant and witness signatures will be obtained.

 FORMCHECKBOX 
  Waiver of Requirement to Obtain Informed Consent

  FORMCHECKBOX 
  Waiver of Written Consent Documentation –

 FORMCHECKBOX 
NO Letter of Information provided to participants.

 FORMCHECKBOX 
Letter of Information provided to participants.

	APPROVAL TYPE

	Expedite Categories #1-7 (check all that apply)

 FORMCHECKBOX 
 1
Clinical studies of drugs and medical devices.
 FORMCHECKBOX 
 2
Collection of blood samples.

 FORMCHECKBOX 
 3
Prospective collection of biological specimens
 FORMCHECKBOX 
 4
Collection of data through noninvasive procedures routinely employed in clinical practice
 FORMCHECKBOX 
 5
Research involving materials that have been collected or will be collected solely for non-research purposes (i.e. medical treatment or diagnosis)
 FORMCHECKBOX 
 6
Collection of data from voice, video, digital or image recordings made for research purposes
	 FORMCHECKBOX 
  7
Research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.
Full Board

 FORMCHECKBOX 
  Reviewer recommends full board review

 FORMCHECKBOX 
  Reviewed and approved by full board

Exempt
 FORMCHECKBOX 
  This study appears to meet the criteria for Exempt status (IRB office will follow up)

	CONTINUING REVIEW (all protocols)                                                         CONTINUING REVIEW (full board review only)

	Should continuing review be obtained more than annually?

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	Should continuing review be conducted under the Expedited Review process?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

	CHECKLISTS COMPLETED FOR THIS PROTOCOL
	APPROVAL DATE  (To be completed by the IRB office)

	 FORMCHECKBOX 
    Scientific Validity Checklist 
 FORMCHECKBOX 
    Children Checklist

 FORMCHECKBOX 
    Other Checklist:        
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