NEW STUDIES CHECKLIST FOR REVIEWERS
Instructions:  Complete this checklist as you review the protocol.  Please indicate whether the Principle Investigator (PI) has given adequate consideration and safeguards to the each of the areas.
	IRB Number:                         PI Name:                                               IRB Meeting Date:                 
Protocol Title:      


	Does the reviewer have a real or perceived conflict of interest in the IRB review of this study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: If Yes, stop here and contact Office of Research Support. 471-8871


STUDY SUMMARY

	Include purpose of the study and methodology:      


STUDY DESIGN

	Is the study design consistent with and able to address the research questions?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Are there any ethical issues regarding the study’s design and conduct?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: Ethical issues may include but are not limited to the Belmont report principles: respect for persons (voluntary, fully informed consent), beneficence (obligation to protect subjects from harm and secure their well-being), and justice (benefits and burdens of research are fairly distributed).  Studies must meet ethical standards of the University.

	If Yes, address the conditions for approval:      

	Is the management of information that is relevant to subject protections adequate?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


PROJECT FUNDING
	Is the study federally funded?

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If Yes, check all that applies to the study and complete the necessary checklists for each.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Department of Defense
	Department of Education
	Department of Energy
	Justice and 
Bureau of Prisons
	Environmental Protection Agency


	If Yes, are the human subjects research proposal and informed consent document consistent with the grant application?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


TRANSNATIONAL, EXTERNAL, or MULTI-SITE 

	Are any research activities conducted outside of the United States?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No*


	If Yes, complete checklist Transnational Research.


	Is the research site external to the University?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No*

	* If NO, skip to “GENETIC/DNA ANALYSIS” section.

	Has contact information been provided for the site?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Does the research site have an IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Has the research site IRB approved the research?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Does the research site plan to defer review to the University IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Has the research site granted permission to conduct the research?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: If all boxes have been checked YES an interagency agreement may be needed.

	Is this a multi-site study where the PI, the lead PI or the University is the coordinating center?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, has the PI provided an adequate plan to manage information that may be relevant to the protection of research participants?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


GENETIC/DNA ANALYSIS

	Will genetic/DNA analysis be performed or will DNA be stored for future use?
	 FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
  No

	* If Yes, are the procedures adequately described in the consent form?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No(

	( If No, address the conditions for approval:      


VULNERABLE POPULATIONS

	Will vulnerable populations be enrolled?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, check all that applies to the study and complete the necessary checklists for each.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Children
	Prisoners
	Pregnant Women, Fetuses, or Neonates
	Decisionally Impaired Adults


	 FORMCHECKBOX 
  Other   Explain:      
	

	Is the inclusion of the vulnerable population justified and are proper safeguards in place?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


DEVICES/DRUGS
	Will an investigational device or drug be used in the study?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	If Yes, complete the checklist for Investigational Drug and/or Investigational Device.


INCLUSION/EXLCUSION CRITERIA

	Are the inclusion/exclusion criteria justified by the protocol?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Is selection of subjects equitable?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, or cognitively impaired adults.

	If No, address the conditions for Approval:      


INVESTIGATOR/DEPARTMENTAL RESOURCES

	Is the reimbursement appropriate for the research being conducted?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Are all research personnel, associated with the human subject research study, adequately informed regarding the protocol, their duties and responsibilities, and if applicable, the drug/device being evaluated?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Pursuant to the information that was submitted to the IRB, do sufficient and necessary resources exist for the protection, care, and safety of participants and others for the duration of the research study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Does the research personnel have appropriate training and experience to successfully and safely complete the study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


REIMBURSEMENT/COSTS

	Is the reimbursement appropriately prorated?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If No, address the conditions for approval:      

	Are the financial obligations of the sponsor, subjects and institution clearly described?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


RECRUITMENT/STUDY TOOLS

	Copies have been provided for all the tools?

Examples:  Advertisements, questionnaires, surveys, diary, brochures, letters, telephone scripts 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Are they appropriate to the study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


DATA SAFETY MONITORING PLAN (DSMP)

	Is there a DSMP in place?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Note: All clinical research trials including drugs, biologics or greater than minimal risk interventions of any kind, requires submission of a DSMP.  A DSMP is a general plan contained in the research protocol to ensure the safety of subjects and to ensure the validity of the data.


	 If Yes, complete the checklist Data and Safety Monitoring 


	If No, address the conditions for approval:      

	If there is a DSMP, is it and the management of data adequate for protection of subjects?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


PRIVACY AND CONFIDENTIALITY

	Are the provisions for protecting the privacy of the research subject and confidentially of the data sufficient?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Does the study require a Certificate of Confidentiality?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: Certificate of Confidentially are issued by the National Institutes of Health (NIH) to protect identifiable research information from forced disclosure.  They allow the investigator and others who have access to research records to refuse to disclose identifying information on research participants in any civil, criminal, administrative, legislative, or other proceeding, whether at the federal, state, or local level.  Certificates of Confidentially may be granted for studies collecting information that, if disclosed, could have adverse consequences for subjects or damage their financial standing, employability, insurability, or reputation.  By protecting researchers and institutions from being compelled to disclose information that would identify research subjects, Certificates of Confidentiality help achieve the research objectives and promote participation in studies by assuring confidentiality and privacy to participants. 

	If No, address the conditions for approval:     


RISKS/BENEFIT ASSESSMENT

	Type all types of risk involved:

 FORMCHECKBOX 
  Economic

 FORMCHECKBOX 
  Legal                                 

 FORMCHECKBOX 
  Physical    

 FORMCHECKBOX 
  Psychological                   

 FORMCHECKBOX 
  Social

 FORMCHECKBOX 
  None

	Describe the risks:      

	Level of risk:
 FORMCHECKBOX 
  Minimal*         FORMCHECKBOX 
  Moderate              FORMCHECKBOX 
  High

*Note: Minimal Risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves that those ordinarily encountered in daily life or during the performance of routine or physical or psychological examinations or tests. Clinical investigations are usually more than minimal risk.

	Does the study design minimize the risks?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: Risks to subjects are minimized: 1) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk or 2) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

	If No, address the conditions for approval:      

	Benefits to the Subject?

 FORMCHECKBOX 
  Direct            FORMCHECKBOX 
  Indirect            FORMCHECKBOX 
  Both             FORMCHECKBOX 
  None

	Are the risks to subjects reasonable in relation to direct anticipated benefits (if any) to subjects, and the importance of the knowledge that may reasonably be expected to result?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: Consider physical, psychological, social, legal and economic risks.  Is the research likely to achieve its proposed aims?  Is the importance of the aims clear?  In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research (for example, the possible effects of the research on public policy) as among those research risks that fall with the purview of its responsibility.


WRITTEN CONSENT 
	Is written consent/permission required and will the PI obtain the legally effective informed consent of the subject or the subject’s legally authorize representative (LAR)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If the above answer is Yes, is the consent/permission form in a language understandable to the subject/parent/LAR?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If the above answer is No, address the conditions for approval:      

	Does the consent process provide sufficient opportunity for the prospective subject to consider whether or not to participate? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Will the circumstances of the consent process minimize the possibility of coercion or undue influence?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Will the individuals communicating information to the subject or the LAR during the consent process provide the information in language understandable to the subject or the LAR?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Is the information being communicated to the subject or the LAR during the consent process free of exculpatory language through which the subject or the LAR is made to waive or appear to waive any of the subject’s rights?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Is the information being communicated to the participant or the LAR during the consent process free of exculpatory language through which the participant or the LAR releases or appears to release the PI, the sponsor, the University, or its agents from liability for negligence?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Review the following Required Elements.  Required Elements will not have N/A block to select.
	

	A statement that the study involves research.
	 FORMCHECKBOX 
 Yes

	A statement that participation is voluntary. 
	 FORMCHECKBOX 
 Yes

	An explanation of the purpose of the study.
	 FORMCHECKBOX 
 Yes

	A description of procedures to be followed. Note: coincides with protocol.
	 FORMCHECKBOX 
 Yes

	Identification of any procedures which are experimental. (N/A if all are experimental)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	A description of any reasonably foreseeable risks or discomforts to the subjects; and if applicable, that there may be risks that are currently unforeseen.
Note: coincides with protocol.
	 FORMCHECKBOX 
 Yes

	The anticipated number of subjects to be enrolled (may not be applicable if not relevant to a decision to participate).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	The duration of the participation.
	 FORMCHECKBOX 
 Yes

	A description of benefits to the subjects (if none, there should be benefits to society).
Note: coincides with protocol.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	A description of benefits to society (if any).
Note: coincides with protocol.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	A disclosure of appropriate alternative treatment/procedures, if any, that might be advantageous to the subject.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

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

	A statement that notes the possibility that the Food and Drug Administration may inspect the records.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	The amount of reimbursement, if any, and a schedule of the reimbursement.
	 FORMCHECKBOX 
 Yes

	An explanation as to whether any compensation is available if injury occurs (may not be applicable for minimal risk research).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	If compensation is available, what it consists of, or where further information may be obtained (may not be applicable for minimal risk research).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	An explanation as to whether any medical treatments are available if injury occurs (may not be applicable for minimal risk research).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	If medical treatments are available if injury occurs, what it consists of, or where further information may be obtained.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	Any additional costs to the subjects that may result from participation in the research (may not be applicable for minimal risk research).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	Anticipated circumstances under the PI may terminate the subject’s participation without the subject’s consent (may not be applicable for minimal risk research).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	The procedures for orderly termination of participation of a subject (may not be applicable for minimal risk research).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 N/A

	The consequences of a subject’s decision to withdraw from the research.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 N/A

	An explanation of who to contact on the research team for answers to pertinent questions, concerns or complaints about the research.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	An explanation of who to contact that is independent of the research team for answers to pertinent questions about the research subject’s rights, to provide input, or complaints.

(i.e.; ORS Director)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 N/A

	An explanation of whom to contact in the event of a research-related injury to the subject.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 N/A

	A statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.
	 FORMCHECKBOX 
 Yes

	A statement that the participant may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
	 FORMCHECKBOX 
 Yes

	Are all the required elements included and accurate?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      


ADDITIONAL ELEMENTS (if appropriate) 

	A statement that particular treatments or procedures may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If No, address the conditions for approval:      

	A statement that significant new findings developed during the course of the research, which may relate to the subject’s willingness to continue participating will be provided to the subject.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If No, address the conditions for approval:      


CHILDREN’S ASSENT FORM
	Is a children’s assent required (for subjects ages 7-17 years)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Note: Assent means the child’s affirmative agreement to participate in research or clinical investigation.  Mere failure to object may not, absent affirmative agreement, be construed as assent.

	If the above answer is “Yes”, is the consent/permission form in a language understandable to the subject?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


WAIVER OF INFORMED CONSENT/DOCUMENTATION OF CONSENT

	Is a Waiver of Informed Consent being requested?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	If Yes, complete the checklist Consent Waiver Determinations.


	Is the request for the Waiver of Informed Consent appropriate?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Is a Waiver of Documentation of Consent being requested?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	If Yes, complete the checklist Consent Waiver Determinations.


	Is the research is FDA regulated?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If an oral presentation or other documentation explaining the study will be given to subjects, was it provided and reviewed?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If “Yes”, is the proposed consent process an waiver of documentation appropriate and adequate?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


PROTECTED HEALTH INFORMATION (PHI)
	Is the use of PHI requested?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Is a HIPAA Authorization form required?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, is the form adequate?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Is a Waiver of Alternation of Individual Authorization requested?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	If Yes, complete the checklist Waiver or Alternation of Authorization to Use Protected Health Information.


REVIEWER RECOMMENDATIONS
	Does the research meet the criteria for approval under 45 CFR 46.111?  See the IRB Members Guide: http://www.utexas.edu/research/rsc/humansubjects/forms/irb_members_guide.pdf)
 FORMCHECKBOX 
  Recommendations:       
 FORMCHECKBOX 
  Approval
 FORMCHECKBOX 
  Approval with Explicit Conditions **
 FORMCHECKBOX 
  Tabled **
 FORMCHECKBOX 
  Disapproval **
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	In view of the risks, is a review of research activities on an annual basis appropriate?

If No, review should occur:

 FORMCHECKBOX 
  3 months

 FORMCHECKBOX 
  6 months

 FORMCHECKBOX 
  Other:  Explain:      
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	** List the conditions for approval or reasons for Tabling/Disapproval:      


     










     

Reviewer (Print Name) 



Reviewer’s Signature                               Date
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