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	GENERAL RESEARCH INFORMATION

	1.  Is this a multi-center study?  (Are there      non-MU/affiliated sites involved?)
     If yes, are Marshall University/affiliated institutions the coordinating site in this study?  

     If yes, is the local principal investigator the lead investigator of this study?  
     If PI is lead investigator, is there an adequate plan for management and communication among the sites of information obtained in this research that may be relevant to the protection of research participants? (If not, the research cannot be approved.)
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	2.  Is the research designed to answer the proposed question? (If no, the research cannot be approved.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	3.  Does the research use procedures consistent with sound research design, which do not unnecessarily expose participants to risk?  (If no, the research cannot be approved.)
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	4.  Does the investigator have availability of medical or psychological resources that participants might require as a consequence of the research?  (If no, this research cannot be approved.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	

	5.  Does the reviewer have adequate expertise to review and assess the importance of the knowledge reasonably expected to result from the research?  (If no, a reviewer with adequate expertise is required.)
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	6.  Will the investigator have sufficient time to conduct and complete the research? (If no, this research cannot be approved.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	7. Will the investigator have adequate numbers of qualified staff?  (If no, this research cannot be approved.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8.  Does the investigator have a process to ensure that all persons assisting with the research are adequately informed about the protocol and their research-related duties and functions?  (If no, this research cannot be approved.)


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	9. Will the investigator have adequate facilities?  (If no, this research cannot be approved.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	10. Will advertising be utilized for this research study?

      If yes, the investigator must assure that the advertisement materials do not:
· State or imply a certainty of favorable outcome or other benefits beyond what is outlined in the consent document and the protocol.

· Make claims, either explicitly or implicitly, that the drug, biologic or device is safe or effective for the purpose under investigation.

· Make claims, either explicitly or implicitly, that the test article is known to be equivalent or superior to any other drug, biologic or device.

· Use terms such as “new treatment,” “new medication” or “new drug” without explaining that the test article is investigational.

· Promise “free medical treatment” when the intent is only to say participants will not be charged for taking part in the investigation.

· Include exculpatory language.

· Emphasize the payment or the amount to be paid, by such means as larger or bold type.

	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	

	A.  RISKS/BENEFITS AND SAFETY (BENEFICENCE)                                 

	1.  Does the research present more than minimal risk? 

     (If yes, then the study is not eligible for an expedited review.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	2.  Do the following risks apply to the participants?    

Physical

Psychological

Social

        Legal

Financial
If yes to any of the above, are the risks included in the informed consent(s)?   
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	3. Are risks minimized by using procedures that are consistent with sound research design and that do not expose participants to unnecessary risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	4.  Are risks minimized, when appropriate, by using procedures already being performed on the participant for diagnostic or treatment purposes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	5.  Are risks to participants reasonable in relationship to the anticipated benefits, if any, to participants, and the importance of the knowledge expected to result?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	6.  Does the protocol include sub-studies in which the risks or benefits are substantially different? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	7.  Is the need for a placebo control group justified, (if one is included in this study)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8.  Does the protocol describe data collection and monitoring procedures that will be employed to ensure the safety of the participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	B.  PRIVACY AND CONFIDENTIALITY

	1. Does the research plan make adequate provisions to protect the privacy interests of participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	2. Does the research plan make adequate provisions to maintain the confidentiality of data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	C.  PARTICIPANT SELECTION (JUSTICE)

	1.  Will gender, racial, and ethnic groups be recruited equitably, if scientifically desirable and logistically possible? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	2. Are some or all of the participants likely to be vulnerable to coercion or undue influence?

     If yes, does the research plan include adequate additional safeguards?
Example: Repeat consent process if participant regains decision-making capacity.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	3.  Will any of the vulnerable groups (e.g., minors, prisoners, employees, students, pregnant women or fetuses and persons not competent to consent to research) be recruited?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	4.  Does the study meet criteria for enrolling incompetent participants?
   If yes, all conditions must be met:

· The research being done has specific significance to the incompetent participant.
· There is no risk to the participant(s), or if risk exists the direct benefit to the participant is substantially greater. 
· If an incompetent participant resists, he/she will not have to participate. 

· If any question about the participant’s competency exists, the basis for decision on competency has been fully described.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	5.  If children or incompetent persons will be involved, is there a possibility of direct benefit to the participant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	6.  If participants will be compensated for this study has the requirement for payment met the following criteria? 
· Credit for payment must accrue as the study progresses and not contingent upon the participant completing the entire study.

· Any amount paid as a bonus for completion must be reasonable and not so large as to unduly induce participants to stay in the study when they would otherwise have withdrawn.

· All information concerning payment, including the amount and schedule of payments, must be set forth in the consent document.

· The entire payment may not be contingent upon completion of the entire study.  
· Compensation for participation in a trial offered by a sponsor may not include a coupon good for a discount on the purchase price of the product once it has been approved for marketing.
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	7.  Is the sample size appropriate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	8.  Will the investigator have access to a population that will allow recruitment of the required number of participants?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	9. Considering the following, is the selection of the participants equitable?

· The purpose of the research

· The setting in which the research will be conducted.

· Whether potential participants will be vulnerable to coercion or undue influence.

· The inclusion/exclusion criteria

· Participant recruitment and enrollment procedures

· The influence of payments to participants
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	

	D.  INFORMED CONSENT (IC)

	1. Does this study require the use of an informed consent?

    If yes, has the applicable consent(s) been submitted?
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	2. Does the research plan request a waiver or alteration of informed consent?

(If yes, the Waiver must be submitted)
If you are waiving the entire consent then submit waiver and proceed to Section F.
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	

	3. Does the research plan request a waiver of documentation of the informed consent?    

(If yes, the Waiver must be submitted)

	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	

	4. How will the individuals communicating information to the participant or the representative during the consent process provide that information in language understandable to the participant or the representative?  You Must Explain in Comments Section
	
	
	
	
	
	
	 FORMCHECKBOX 

	

	5.  Does the information being communicated to the participant or the representative during the consent process include any exculpatory language through which the participant or the representative was made to waive or appear to waive any of the participant’s legal rights or released or appeared to release the investigator, the sponsor, the institution, or its agents from liability for negligence?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	6. Does the informed consent document accurately reflect the information found in the protocol and in the investigator’s brochure?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	7. Is the information in the description of this research complete, accurate, and understandable to a participant or surrogate who possesses standard reading and comprehension skills?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	8. Will an approved translated consent be available for non-English speaking subjects?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	9. Will the legally effective consent of the participant be obtained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	10. Will participants (or legally authorized representative) be given sufficient opportunity to consider whether to participate?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	11. Do the circumstances of the consent process minimize the possibility of coercion or undue influence?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	12.  Are all pages of the consent numbered and does each page without a signature have a line for the subject’s initials?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	13. Is this study likely to include adults who lack the ability to consent?

      If yes,

· Is proposed plan for the assessment of the capacity to consent adequate?

· Is assent of the participants required?

            (If so, is the plan for assent adequate?)


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	CHILDREN AS RESEARCH PARTICIPANTS

	1.  Does this research involve the use of children as participants?  

        (If no, proceed to Section E)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	2.  Does this research involve the assent of children?  
    If yes, will assent be documented?

    (If so, explain the process to document assent)
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	3.  Since the research involves children and is only minimal risk:
· Is the permission of one parent sufficient?

· Will the permission of both parents be obtained unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child?
	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

	

	4.  Is assent a requirement of:

All Children?

None or Only Some Children?  Explain
Note: The IRB must document which children
If yes to “None or Only Some”, which of the following are true:
· The children are not capable of providing assent based on the age, maturity, or psychological state.
· The capability of the children is so limited that they could not reasonably be consulted. 

· The research holds out a prospect of direct benefit that was important to the health or well-being of the children and was available only in the context of the research.
· The assent can be waived using the criteria for waiver of informed consent.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	

	5. Will the assent be witnessed by someone other than the person obtaining the assent?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	E. INFORMED CONSENT ELEMENTS (Applies if this research is required to utilize an Informed Consent)

	1. A statement that the study involves research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	2. An explanation of the purposes of the research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	3. An explanation of the expected duration of the participant’s participation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	4. A description of the procedures to be followed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	5. Identification of any procedures, which are experimental. (Not applicable if there are none)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	6. A description of any reasonably foreseeable risks or discomforts to the participant. (Not applicable if there are none)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	7. A description of any benefits to the participant or to others, which may reasonably be expected from the research. (Not applicable if there are none)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.

(Not applicable if there are none)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

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

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	10. A statement that notes the possibility that the FDA may inspect the records. (Not applicable if research is not FDA-regulated)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	11. An explanation of whom to contact for answers to pertinent questions about the research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	12. An explanation of whom to contact for answers to pertinent questions about the research participants’ rights.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	13. An explanation of whom to contact in the event of a research related injury to the participant.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	14. A statement that participation is voluntary.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

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

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

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

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	17. A statement that if the participant is or may become pregnant the particular treatment or procedure may involve risks to the embryo or fetus, which are currently unforeseeable. (Not applicable if the research does not involve pregnant women or women of childbearing potential OR involves procedures whose risk profile in pregnancy is well known.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	18. Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent. (Not applicable if there are none.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	19. Any additional costs to the participant that may result from participation in the research. (Not applicable if there are none.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	20. The consequences of a participant’s decision to withdraw from the research and procedures for orderly termination of participation by the participant. (Not applicable if there are no adverse consequences to withdrawal.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	21. The procedures for orderly termination of participation by the participant. (Not applicable if none are described in the protocol.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	22. A statement that significant new findings developed during the course of the research which may relate to the participant’s willingness to continue participation will be provided to the participant. (Not applicable if new information is unlikely to develop during the course of the research.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	23. The approximate number of participants involved in the study. (Not applicable if not relevant to a decision to participate.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	24. A statement that a copy of the consent document will be given to the person signing the consent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	F.  HIPAA “PRIVACY RULE” REGULATIONS

	1. Does the consent contain the required HIPAA Privacy Rule documentation for the release authorization of protected health information for research purposes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2. Is a waiver of authorization requested?

   If yes, has a HIPAA waiver been submitted?
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	G.  DRUGS, DEVICES, AND BIOLOGICS

	1. Does the protocol involve the use of investigational drugs or devices?
    If yes, clinical studies of drugs and medical devices can only be expedited if one of the two following conditions are met:
· Research on drugs for which an investigational new drug application is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review)

If yes, investigator must provide evidence from FDA Regulation 312.2(b) that an IND application is not required.
· Research on medical devices for which (i) an investigational device exemption application is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.  
 If yes, investigator must provide evidence from FDA Regulation 812.2(b&c) that an IDE application is not required.


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	
	

	H. General Research Information

	1. Is the available nonclinical and clinical information on an investigational product adequate to support the proposed clinical trial?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2. Are clinical trials scientifically sound and described in a clear, detailed protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	For Department of Defense-sponsored research:

· When conducting multi-site research, a formal agreement between institutions is required to specify the roles and responsibilities of each party.

· When survey research involves Department of Defense personnel including U.S. military personnel:

· Surveys typically require Department of Defense Survey Review and approval.

· When appropriate, the research project is reviewed and approved by the IRB prior to Department of Defense approval.


	Approval Period

	Considering this is a minimal risk study, what review period do you request?  (12 months, 6 months, 3 months, per number of participants, etc.) 
	 
	
	   
	

	Other Investigator Comments:
	Reviewer’s Assessment (Please check)

    FORMCHECKBOX 
     Full Board Review
    FORMCHECKBOX 
     Approved
    FORMCHECKBOX 
     Approved with the following modifications.

Please indicate below if you would like to have a copy of this form and your comments provided to the Principal Investigator.

     FORMCHECKBOX 
    YES       FORMCHECKBOX 
    NO
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