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       Principal Investigator: ______________________
Protocol # ________________


INSTITUTIONAL REVIEW BOARD 

CHECKLIST FOR REVIEW OF NEW PROTOCOL SUBMISSIONS

	STUDY PROTOCOL

	RESEARCH DESIGN AND METHODS
	Yes
	No
	NA
	Comments 

	For placebo-controlled studies wherein an effective treatment exists for the study disease/condition:

1) Has justification been provided for the placebo arm?

2) Is the duration of the study drug/intervention limited appropriately to that which is minimally necessary to evaluate efficacy?

3) Are the subjects being evaluated at intervals that are sufficiently frequent so as to identify and prevent untreated problems?
	
	
	
	

	Are the study procedures and study visits clearly outlined and described?
	
	
	
	

	Are all described procedures clearly defined as either research related or completed as part of the subject’s clinical care (regardless of study participation)?  
	
	
	
	

	If radiation exposure that is not part of standard or accepted clinical care is involved, has safety been established in the current setting? 

1)  If this is a Principal Investigator initiated protocol, has the protocol         been submitted to the Parkview Health Radiation Safety Committee?
	
	
	
	

	DATA COLLECTION 

	Is the study population appropriate for the goals of the study? (Consider both the nature and size of the sample)
	
	
	
	

	Are the criteria for inclusion of subjects appropriate?
	
	
	
	

	Are the criteria for exclusion of subjects appropriate?
	
	
	
	

	HUMAN SUBJECTS

	If a “vulnerable population “(infants/children, prisoners, pregnant women, mentally, physically, economically, or educationally disadvantaged, or elderly), is being enrolled, did the investigator include the appropriate justification for their inclusion?
	
	
	
	

	RECRUITMENT PROCEDURES

	Are methods of subject recruitment legal, ethical and free from coercion or undue influence? Has cold calling been avoided?
	
	
	
	

	If applicable, are appropriate rationale and criteria provided for the use of proxy consent in the event that direct consent cannot be obtained from the subject?
	
	
	
	

	RISKS / BENEFIT RATIO

	Are all the risks (including known incidence) clearly described?
	
	
	
	

	Have adequate safeguards been adopted to reduce risk exposure as much as possible?
	
	
	
	

	Have adequate measures been taken to ensure that the occurrence of illness or injury will be detected and treated?
	
	
	
	

	Is there description of study design safeguards (e.g., data and safety oversight committee) such that if the research protocol needs to be modified, or changes in the risk level occur, they will be appropriately and timely brought to the attention of the IRB for review and approval?
	
	
	
	

	Are the potential benefits to the subject (if any) clearly described?
	
	
	
	

	Do the potential benefits to the subject and/or society outweigh the risks being incurred?
	
	
	
	

	COSTS AND PAYMENTS

	Are the financial obligations of the subject, the sponsor and the institution clearly described?
	
	
	
	

	Are costs/availability of the experimental drug/device following study completion addressed?
	
	
	
	

	
	Yes
	No
	NA
	Comments 

	Do any payments seem sufficient yet not large enough to be coercive?
	
	
	
	

	BIBLIOGRAPHY/ REFERENCES

	Were references cited in the research protocol and was a reference list provided?
	
	
	
	

	THE CONSENT FORM

(R) = Required by regulations  (A) = Additional elements required by regulations, if applicable

	TITLE

	Is the study title identical to that listed on the protocol? If no, has justification been provided for the use of a different title?
	
	
	
	

	STUDY DESCRIPTION

	(R) Is there a clear statement of the purpose of the study?
	
	
	
	

	(R) Is it clearly stated that the subject is participating in a research study?
	
	
	
	

	(R) Is the duration and length of each subject’s participation included?
	
	
	
	

	(R) Are all procedures described clearly, and defined as either research related (investigational) or completed as part of the subject’s clinical care (regardless of study participation)?  
	
	
	
	

	(A) Is the approximate number of subjects to be studied noted?
	
	
	
	

	Is there a clear explanation of the reason a particular subject was invited to participate?
	
	
	
	

	Are the dose, route, and frequency of drug(s) to be given noted?
	
	
	
	

	Is the FDA approval status of the drugs to be given indicated?
	
	
	
	

	If the study involves the use of questionnaires, is there a description of the general content and time required for completing them?  
	
	
	
	

	Is the questionnaire mentioned above present for review?
	
	
	
	

	Is the total volume of blood to be drawn (if any) described in tablespoons or teaspoons or ounces?
	
	
	
	

	Are samples being collected and stored?  If so, is it specified where the samples are stored, how they are identified, how long they will be stored, and who will have access to the samples?     
	
	
	
	


	RISKS AND BENEFITS SECTION

	(R) Is there a complete and clear description of the potential risks (i.e., is quantitative information on the expected frequency of the listed side effects provided)?
	
	
	
	

	(R) Are the potential benefits to the subjects (if any) clearly described?  If there are no direct benefits, is this clearly stated?
	
	
	
	

	(A) Are reproductive risks adequately described and is appropriate birth control language included?
	
	
	
	

	Is there a clear description of the precautions taken to minimize risks?
	
	
	
	

	ALTERNATIVE TREATMENTS

	(R) If applicable, have all alternative treatments been satisfactorily described?
	
	
	
	

	CONFIDENTIALITY

	(R) Is there a statement describing the extent to which confidentiality of records identifying the subject will be maintained, including appropriate HIPAA language, and noting the possibility that the FDA may inspect the records?
	
	
	
	

	Have adequate measures been taken to protect subjects from breaches of confidentiality and/or invasion of privacy?
	
	
	
	

	COSTS AND PAYMENTS

	(A) Does the language included in this section address additional costs (if any) to the subject to participate in the research, and is it the same as that included in the protocol?
	
	
	
	

	COMPENSATION FOR INJURY
	Yes
	No
	NA
	Comments 

	(R) For research involving more than minimal risk, is there an explanation as to whether any compensation or medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained?
	
	
	
	

	(R) Is there an explanation as to whom to contact for answers to pertinent questions about the research, and the research subject’s rights?
	
	
	
	

	Is there an offer by the investigator(s) to answer questions?
	
	
	
	

	If the protocol provides a justification for the use of proxy consent, are there appropriate signature spaces included (LAR)?
	
	
	
	

	VOLUNTARY CONSENT & RIGHT TO WITHDRAW

	(R) Is there a statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
	
	
	
	

	(A) Are the risks of subject withdrawal stated (if applicable)?
	
	
	
	

	(A) Are reasons why a subject might be withdrawn from the study by investigators clearly defined?
	
	
	
	

	Are procedures for ensuring continued care of the withdrawn subject adequately addressed?
	
	
	
	

	Is this section clearly worded and non-coercive?
	
	
	
	

	If applicable, and the investigator is recruiting from his/her own patient population, is an explanation included to explain the conflict of interest, financial or otherwise, inherent in the dual role of clinician/investigator?
	
	
	
	

	NEW INFORMATION 

	(A) Has a statement been included about significant new findings, if appropriate?
	
	
	
	

	INVESTIGATORS

	(R) Are the name, address, and phone number of the principal investigator listed?
	
	
	
	

	SOURCE OF SUPPORT

	If applicable, is the source of financial support & or sponsor name for the study listed?  
	
	
	
	

	RESEARCH INVOLVING CHILDREN

	(R) Does the research present no greater than minimal risk?
	
	
	
	

	(R) If the research involves an intervention or procedure that presents more than minimal risk to the children, does it offer the “prospect of direct benefit” or may “contribute to the…well-being” of the individual child?
	
	
	
	

	(R) Does the research involve an intervention or procedure that presents only a “minor increase over minimal risk”, yet does not offer any “prospect of direct benefit” or “contribute to the well-being” of the child?
	
	
	
	

	(R) If an Assent Waiver is requested, is the assent capability of the children limited, or does the research hold out the prospect of direct benefit only available in the context of research?
	
	
	
	

	(R) If a waiver of consent from one or both parents is being sought (in the case of neglected or abused children), is there a mechanism in place for the protection of the children who will participate in the research? 
	
	
	
	

	ONE OF THE FOLLOWING IS TRUE:
	Yes
	No
	NA
	Comments 

	Protocol may be approved as presented.
	
	
	
	

	Additional issues need to be addressed and contingencies developed.
	
	
	
	

	
	Yes
	No
	NA
	Comments 

	Additional issues need to be addressed and 

CONTINGENCIES CANNOT BE DEVELOPED.  

The protocol MUST BE DEFERRED.
	
	
	
	

	The protocol is without scientific merit or the risks are unacceptable.  The protocol MUST BE DISAPPROVED.
	
	
	
	

	CONTINUING REVIEW INTERVAL:

	Continuing review is designated at one year.
	
	
	
	

	The Reviewer recommends continuing review at an interval less than one year because there was increased concern(s) related to: **
	
	
	
	

	A. First use of investigational device or agent in humans
	
	
	
	

	B. Increased risk related to the enrollment of vulnerable populations
	
	
	
	

	C. Involvement of recombinant DNA or other types of gene transfer protocols
	
	
	
	

	D. Classified research
	
	
	
	

	E. Research for which participants would be exposed to additional risks (e.g. breach of confidentiality, Phase I studies, disproportionate number or severity of adverse events)
	
	
	
	

	F. Previous Suspensions of the research due to non-compliance, record-keeping or other concerns
	
	
	
	

	G. Recommendations from other Institutional committees
	
	
	
	

	H. Any other concern (Indicate rationale here):


	
	
	
	

	** Items listed here do not REQUIRE that the review interval be less than one year and are simply examples of types of studies to be considered under this criteria.

	Recommended Continuing Review Interval (if less than one year):
	


Reviewer’s Printed Name:  ______________________ Signature: _______________________________Date: ___________
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