CONTINUING REVIEW STUDY CHECKLIST FOR REVIEWERS
Instructions:  Complete this checklist as you review the protocol.  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.  (512) 471-8871


STUDY SUMMARY

	Include the purpose of the study and methodology:      


STUDY DESIGN

	Is the study design still 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 thus far?


	 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:      


SUBJECT ENROLLMENT
	 FORMCHECKBOX 
  Open to enrollment of new subjects       

 FORMCHECKBOX 
  Closed to enrollment of new subjects

If enrollment is closed:

 FORMCHECKBOX 
  Subjects are still receiving study interventions.

 FORMCHECKBOX 
  Subjects have completed all study interventions; study remains open for long term follow-up.

 FORMCHECKBOX 
  Subjects have completed all study interventions; data analysis only.

	Does the selection of subjects thus far seem equitable?

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Have any subjects been withdrawn or discontinued from the project?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	How many:      

	Reasons:      

	Discussion points:      


PROTOCOL DEVIATIONS
	Has there been any protocol deviations reported and reviewed by the IRB?

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	* If No, skip to “ADVERSE EVENTS/UNANTICIPATED PROBLEMS/SUBJECT COMPLAINTS” section.

	Do the deviations alter the risk/benefit ratio?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Were protocol changes required or recommended to prevent similar incidents in the future?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Were these changes submitted for IRB review and subsequently approved?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Discussion points:      


ADVERSE EVENTS/UNANTICIPATED PROBLEMS/SUBJECT COMPLAINTS
	Have any adverse events and/or unanticipated problems been reported to the IRB?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	* If No, skip to “SUBJECT COMPLAINTS” section.

	Do any of these events/problems alter the risk/benefit ratio?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	At the time of reporting was it required that currently enrolled subjects be informed of the events/problems?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Did the consent/permission/assent form(s) require modification to include new information?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Discussion points:      


SUBJECT COMPLAINTS
	Have any subject complaints been reported to the IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

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

	Do any of the complaints raise concern and need to be discussed?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Discussion points:      


GENETIC/DNA ANALYSIS

	Has genetic/DNA analysis been performed and has DNA been 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:      


PROTOCOL AMENDMENTS/MODIFICATIONS
	Have there been any protocol amendments/modifications since the last review?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	* If No, skip to “AUDIT/SITE VISITS” section.

	Do any of the modifications alter the risk/benefit ratio?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Discussion points:      


AUDIT/SITE VISITS
	Based on the sophistication of the research design, and the level of risk, do you recommend an IRB-designated visit to observe the consent process or the conduct of research?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Has this study been audited (internal or external)?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, were there any findings of non-compliance?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Discussion points:      

	Were these reports previously reviewed by the IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Discussion points:      


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 authorized representative (LAR)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Waiver of Consent or Documentation of  Consent approved
If approved does it still apply?

 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:      

	Were copies of the new consent form provided for review? 
	 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 Elements.  Non-required elements may be answered N/A.

	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.
	 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.
	 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).


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  N/A

	A description of benefits to society (if any).


	 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 which 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 (may not be applicable for minimal risk 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



	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.

Example: IRB Chair, ORS Director
	 FORMCHECKBOX 
 Yes



	An explanation of whom to contact in the event of a research-related injury to the subject (may not be applicable for minimal risk research).
	 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 assent form in a language understandable to the subject?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


WAIVER OF INFORMED CONSENT/DOCUMENTATION OF CONSENT

	Was a Waiver of Informed Consent previously approved?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Was a Waiver of Documentation of Consent previously approved?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


OTHER CONSIDERATIONS
	Have there been any new significant findings?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, could this information influence the willingness of current and/or future subject participation?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, has the consent form been modified to include this information?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If Yes, should the current subjects be notified?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If Yes, will the current subjects need to be re-consented?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Do the risks to subjects continue to be minimized and reasonable in relation to anticipated benefits?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Are vulnerable populations included? If so check the appropriate boxes below:

 FORMCHECKBOX 
  Children

 FORMCHECKBOX 
  Prisoners

 FORMCHECKBOX 
  Pregnant Women, Fetuses, or Neonates

 FORMCHECKBOX 
  Decisionally Impaired Adults

 FORMCHECKBOX 
  Other   Explain:      
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If vulnerable populations are included, do the study procedures ensuring safeguards for the vulnerable population continue to be adequate?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If vulnerable populations are included, does it still meet the requirements under the approved subparts?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	If No, address the conditions for approval:      

	Does the research plan make adequate provisions for monitoring the data collected to ensure safety of the subjects?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Are there adequate provisions to protect the privacy of subjects and maintain confidentially of data?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Is a certificate of confidentially recommended or required?
	 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.

	Points for Discussion:      


REVIEWER RECOMMENDATIONS
	Does the research still meet the criteria for approval under 45 CFR 46.111?  See the IRB Members Guide: 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	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 **
	

	Does the protocol need verification from sources other than the PI?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Have material changes occurred since the last IRB review?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, describe the material changes:      

	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
The University of Texas at Austin                                                                                                                                  Rev: January 2012
Institutional Review Board           
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