Portland VAMC Institutional Review Board


IRB Initial & Continuing Review Checklist 

	Principal Investigator:
	     

	Project Number (ID#):
	     
	IRB Review Date:  
	     

	IRB Primary Reviewer’s Name:
	     

	Type of Review:
	 FORMCHECKBOX 
 Initial      FORMCHECKBOX 
 Re-Review    FORMCHECKBOX 
 Continuing Review   


If you have a conflict of interest in reviewing this protocol, please contact an IRB Analyst via the Research Office at x55125 immediately, so that this review may be reassigned.
Critical areas for the review of human subjects research are listed below. The questions in bold reflect the regulatory requirements which must be met in order to grant approval. Review all project materials, including the protocol, IRB Application (e.g., Initial Review Questionnaire (IRQ) and other related forms), consent form or request for waiver of informed consent/authorization, and/or study-related correspondence to make your determinations. Please contact an IRB Analyst if you need any additional correspondence or forms to be able to answer the questions below.
	
	
	Yes
	No

	1
	Are the risks to subjects (physical, social, psychological, economic, and legal risks) minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose the subjects to risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Additional thoughts to consider with regard to the minimization of risks:

	· Do the investigators and research staff have the appropriate training and qualifications to conduct the research project?

	· Are all appropriate histories, physical exams, and lab tests being conducted on the patient and are there qualified co-investigators in place to interpret the laboratory/study data?  

	· Does the protocol involve “usual care”?

	· If yes, does the protocol clearly differentiate risks of the study intervention(s) from risks associated with the “usual care”?

	
	
	Yes
	No

	1a
	Are the risks to subjects (physical, social, psychological, economic, and legal risks) minimized whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes
	No

	2
	Are the risks to subjects (physical, social, psychological, economic, and legal risks) reasonable in relation to any anticipated benefits to subjects, and the importance of the knowledge that may reasonably be expected to result?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· Consider only those risks and benefits that may result from the research.

	· Do not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the IRB’s purview.

	
	
	Yes
	No

	3
	Is the selection of subjects equitable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Take into consideration:

	· The purpose of the research and the setting in which the research will be conducted.

	· Special problems of research involving vulnerable populations such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.

	· Does the study exclude any classes of persons who might benefit from the research?

	· Are the inclusion and exclusion criteria for subject selection appropriate?

	· Recruitment  and enrollment procedures

	· Influence of payments to participants

	· If non-veterans will be enrolled, such recruitment is justified and appropriate

	

	
	Yes
	No

	4
	Will informed consent be sought in this study? If NO, skip to 6.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If YES to 4, are all of the following true? (If YES proceed to 5; if NO, explain under comments.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· The circumstances of the consent process provide the prospective participant or the legally authorized representative sufficient opportunity to consider whether to participate.

	· The circumstances of the consent process minimize the possibility of coercion or undue influence.

	· The individuals communicating the information to the participant or legally authorized representative during the consent process provide the information in language understandable to the participant or the representative (language is at an appropriate reading level).

	· The information communicated to the participant or the representative during the consent process does not include exculpatory language through which the participant or representative is made to waive or appear to waive any of their legal rights.

	· The information communicated to the participant or representative during the consent process does not include exculpatory language through which the participant or representative releases or appears to release the investigator, the sponsor, the organization, or its agent from liability for negligence.

	

	5
	Will informed consent be documented? (check “Long form” or “Short form” as applicable for this study). If NO, skip to 5a.
	Yes 
 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	 FORMCHECKBOX 
 Long form – the consent meets all the criteria outlined on the Informed Consent Form Checklist
 FORMCHECKBOX 
 Short form (for use in conjunction with a detailed oral presentation of required consent elements)
· The consent document states that the elements of disclosure required by regulations have been presented orally to the participant or the participant’s legally authorized representative.

· A written summary embodies the basic and appropriate additional elements of disclosure.

· There will be a witness to the oral presentation.

· For participants who do not speak English, the witness is conversant in both English and the language of the participant.

· The participant or the participant’s legally authorized representative will sign and date the consent document.

· The witness will sign and date both the short form and a copy of the summary.

· The person actually obtaining consent will sign and date a copy of the summary.

· A copy of the signed and dated short form will be given to the participant or the representative.

	

	5a
	If informed consent will be obtained, but will not be documented (e.g., consent is implied by completing a questionnaire), and the answer to 5 was NO, is either of the following true (i.e. a waiver of documentation of informed consent is appropriate)?
	Yes 
	No

	· The only record linking the subject to the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality and the research is not FDA-regulated? (Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· The research presents no more than minimal risk of harm and involves no procedures for which written consent is normally required outside of the research context. (May be FDA-regulated)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	5b
	If it is appropriate to waive documentation of informed consent per 5a, should a written statement (informational sheet) or an oral presentation regarding the research be provided to the subject?
	Yes
 FORMCHECKBOX 
 
	No

 FORMCHECKBOX 


	
	
	Yes 
	No

	5c
	If YES to 5b, did the investigator submit a sufficient informational sheet or oral script?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	
	
	
	

	
	
	
	

	6
	If NO to 4, does the study meet the criteria for a waiver of informed consent process (i.e. no consent of any kind will be conducted or documented) outlined in 6a or 6b, and, if applicable, 6c?
	Yes 
 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	6a
	The research involves no more than minimal risk to the subjects.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	The waiver or alteration of informed consent will not adversely affect the rights and welfare of the subjects.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	The research could not practicably be carried out without the waiver.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	
	The research is not FDA-regulated.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	6b
	This is a research/demonstration project subject to the approval of state or local government officials and is designed to study, evaluate or examine any of the following: public benefit or service program, procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs.
	Yes
 FORMCHECKBOX 
 
	No

 FORMCHECKBOX 


	
	The research could not practicably be carried out without the waiver of informed consent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	The research is not FDA-regulated.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	6c
	For research following a DOD Addendum, the following must also be true: 
	Yes 
	No

	
	The research does not involve an intervention or interaction with the subject for the primary purpose of obtaining data regarding the effect of either OR a waiver has been granted by the Secretary of Defense.    FORMCHECKBOX 
 N/A – no DOD Addendum
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	7
	Does this study meet both of the following criteria to waive the requirement to maintain a master list of subjects? 1) There is a waiver of documentation of informed consent, and 2) the IRB determines that including subjects on a master list poses a potential risk to the subjects from a breach of confidentiality.  FORMCHECKBOX 
 N/A – consent is obtained, so a master list is required, OR a waiver of consent process is appropriate, so a master list is not required.
	Yes 
 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	
	
	Yes 
	No

	8
	Does the research plan make adequate provision for monitoring the data collected to ensure the safety of subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If the research is under a Dept. of Defense (DOD) addendum, answer 8a and 8b.  FORMCHECKBOX 
 N/A
	
	

	8a
	If the research is greater than minimal risk, has a research monitor has been named?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8b
	If the research is not greater than minimal risk, should a research monitor be named for all or any part of the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	9
	Are there adequate provisions to protect the privacy of subjects? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	10
	Are there adequate provisions to maintain the confidentiality of the data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	11
	If SSNs will be used (other than for entering progress notes in CPRS or writing them on the informed consent and/or HIPAA Authorization), are security measures adequate? Note that PVAMC uses SSN for medical record number.    FORMCHECKBOX 
 N/A – no SSNs will be used outside of CPRS notes/consent forms
	Yes 
 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	11a
	If SSNs will be used (as per 11), their use is required to meet the specific aims of the research study or to enter information into the subjects’ health records.  FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	12
	Are subjects who may be vulnerable to coercion or undue influence (such as children*, prisoners*, pregnant women, mentally disabled persons, economically or educationally disadvantaged persons, those with a serious illness, or adults unable to consent) to be included in the study population? If YES briefly explain why subjects are vulnerable on a separate piece of paper and check box at end of this form. If NO, go to #13. *Note:  The PVAMC does not conduct research with children, fetuses (including in vitro fertilization), or prisoners and the PVAMC IRBs do not review research involving these vulnerable populations. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	12a
	If YES to 12, has the Principal Investigator put into place additional safeguards to protect the rights and welfare of the vulnerable subjects?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12b
	If YES are to 12a, are the safeguards listed on the IRQ Appendix A form, question 4?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	12c
	If 12 was checked YES because the research involves persons with impaired decision-making, have the following VA requirements been met? 
	Yes 
	No

	(1) Is an appropriate process or tool described in the protocol or attached to this submission to determine that the prospective participants lack decision-making capacity and are unlikely to regain it within a reasonable period of time? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(2) If the determination is based on a diagnosis of mental illness, is the PI or a responsible clinician a psychiatrist or licensed psychologist qualified to assess such participants? 

 FORMCHECKBOX 
 N/A – not based on mental illness diagnosis
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(3) Will the required disclosures be made to the subject’s surrogate as well as to the subject?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(4) Will the proposed research be explained to the prospective research subject even when the surrogate gives consent and is there assurance that if possible, the subject will be asked for assent and will not be forced to participate against his/her wishes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(5) At least one of the conditions below (5a, 5b, or 5c) will be met:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(a) The research is no greater than minimal risk.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(b) The research presents some probability of harm, but there is at least a greater probability of direct benefit to the subject. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(c) The research is greater than minimal risk and there is no prospect of direct benefit to individual subjects, but the research is likely to yield generalizable knowledge about the subjects’ disorder or condition that is of vital importance for the understanding or amelioration of the subject’s disorder or condition. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(6) One of the following (6a or 6b) is true:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(a) The disorder leading to the individual’s lack of decision-making capacity is being studied and the study cannot be performed with only persons who have decision-making capability.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(b) The research study is not directly related to the individual’s lack of decision-making capacity, but the investigator can make a compelling argument for including individuals who lack decision-making capacity in the study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(7) Procedures have been devised to ensure that participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(8) Health care agents (appointed under Durable Power of Attorney for Health Care) and next-of-kin, or guardians, will be given descriptions of both proposed research studies and the obligations of the person’s representatives. They will be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(9) Are any additional safeguards needed (e.g., consent monitoring)? If “yes,” please attach a list of recommended additional safeguards.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	
	
	Yes 
	No

	13
	Does this study propose to enroll non-veterans? (if NO, skip to 14)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13a
	If YES to 13, are the following criteria met:
	
	

	
	(1) There is a compelling argument for the inclusion of non-veterans (e.g., insufficient number of Veterans, survey of VA employees, study of active duty military, etc.).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	(2) The research is relevant to the care of Veterans or active duty military personnel.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13b
	If YES to 13, must a patient record be established in CPRS for each non-veteran because they will be seen as in-patients, treated as outpatients, or the research procedures are used in the medical care of the subject at a VA facility?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	14
	Is this a multi-site study? (If conducted at OHSU and PVAMC, it is multi-site.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14a
	If YES to 14, is the management of information, relevant to the protection of subjects at all sites, adequate?  (See IRQ items 3.A-D and IRQ Appendix K-2, if applicable.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14b
	If YES to 14, has the PI clearly differentiated what will occur at the PVAMC versus other sites (including OHSU)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	15
	Based on review of the protocol and any other documents, is the project scientifically valid?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15a
	Does the research use procedures consistent with sound research design?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15b
	Is the research design sound enough to yield the expected knowledge?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	Yes 
	No

	16
	Based on your review of the IRQ/CRQ and answers from the PI at the IRB meeting, are resources adequate?  Assessment should include, but not be limited to, money, investigator time, equipment, space, and qualified staff with adequate time to allow the research to be performed appropriately. Specifically consider the following:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· The number and types of other studies the PI is supervising.  

	· Whether there is a research coordinator for the study, what their experience and training (including Good Clinical Practice training) is, and on what other studies they are involved.

	· Other investigators, their role on the study, time, and whether any have the same privileges as the PI.


Go to “Recommendation” Section if this is not a continuing review.
	Answer item 17 if this is a Continuing Review: 

	17    Should verification be obtained from sources other than the investigator that no material changes have taken place since prior IRB review? (Obtain when there are questions about the veracity of the information provided by the investigator.)   FORMCHECKBOX 
 YES         FORMCHECKBOX 
 NO  

Is the consent document accurate and complete?   FORMCHECKBOX 
 YES         FORMCHECKBOX 
 NO      FORMCHECKBOX 
 N/A – no consent document
If information has arisen that might affect the willingness of participants to continue to take part in the research, will it be provided to those participants?     FORMCHECKBOX 
 YES         FORMCHECKBOX 
 NO     FORMCHECKBOX 
 N/A – no new information

	RECOMMENDATION


	 FORMCHECKBOX 

	Approval (In order to approve the research project as presented,  questions 1-3 and 8-10 must be answered “yes”, and either consent will be obtained or the study meets the criteria for a waiver of informed consent and/or a waiver of documentation of informed consent.)

	 FORMCHECKBOX 

	Contingent Approval (In order to approve the research project only after the described specific minor changes have been made by the Investigator and verified by the Primary Reviewer. Questions 1-3 and 8-10 must be “Yes”, or they will be answered “yes” as appropriate if a few specific, minor changes are made.)  

	 FORMCHECKBOX 

	Table (Delays approval of the research project because substantive issues must be resolved.  Questions 1-3 and 8-10 cannot be answered “yes” as needed based on the material provided to the IRB. Note that the investigator’s response to the IRB cannot be reviewed outside of a convened IRB meeting.)  

	 FORMCHECKBOX 

	Disapprove (To disapprove the research project for the documented reasons provided by the reviewer(s). The research should not be conducted, and the IRB will only reconsider if compelling reasons are presented. If the investigator is able to provide compelling reasons that the research should be conducted, the investigator’s response must be reviewed by the fully convened IRB.)

	ASSESSMENT OF RISK  (Check a box below – If moderate or high, review cannot be expedited.)

	 FORMCHECKBOX 

Minimal Risk             FORMCHECKBOX 
 Moderate Risk                   FORMCHECKBOX 
  High Risk

	RATIONALE FOR RISK LEVEL - Provide the rationale for the risk level checked above (e.g., moderate risk because the risk is greater than that encountered in daily life, high risk due to investigational drug, etc.):      


	CONTINUING REVIEW INTERVAL 

	If approval is recommended, is an annual continuing review appropriate, based on the level of risk?    

 FORMCHECKBOX 
 YES         FORMCHECKBOX 
 NO  

If NO, what is the recommended approval period based upon your assessment of the level of risk?       

	FLAG DETERMINATION

Per HB 1200.05, a flag is required if research involves (1) any invasive procedure, (2) interventions or clinical services used in the medical care of the subject or that could interfere with the subject’s other medical care, or (3) surveys/interviews that could provoke undue stress or anxiety, unless IRB determines the flag is not in subject’s best interests. 
If approval is recommended, should the medical record be flagged to protect the participant’s safety by indicating participation in the study and the source of more information on the study?

5.  FORMCHECKBOX 
 YES (If Yes, review cannot be expedited)        FORMCHECKBOX 
 NO


My signature below certifies that I do not have either a financial or non-financial conflict of interest in reviewing this protocol.  
IRB Primary Reviewer Signature___________________________________ 
Date: _________________

 FORMCHECKBOX 
  Check here if comments regarding the study paperwork and/or this checklist are provided on a separate piece of paper.
Initial/Continuing Review Checklist 
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