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(Required if study involves gene therapy. Not required for NIH-funded, pharmaceutical, or investigator-initiated studies that do not involve gene therapy.)

(PLEASE TYPE. In MS Word, highlight the shaded blue box and replace with your text. Double-click checkboxes to check/uncheck.)

Link: rprp.doc


Name of Principal Investigator      
Title of Project:      
1. Indicate concurrence or non-concurrence with the Human Subjects Protocol prepared by the investigator:

 FORMCHECKBOX 

Concur

 FORMCHECKBOX 

Non-concur (If non-concur, explain reasons in an addendum.)

2. Did the full project review panel meet personally in a face-to-face conference with the Principal Investigator of this project?

YES  FORMCHECKBOX 
 
Date of meeting
     
NO   FORMCHECKBOX 
 
If no, why not?
     
Provide date of waiver granted by IRB office      
It is a requirement of the IRB that the Panel members meet face-to-face or by teleconference with the Investigator for new studies. For renewals of previously approved studies, the Investigator and the Panel do not have to meet unless there are significant changes to the protocol or the participants have experienced serious adverse events during the current year.
3. Does the research involve children (defined as persons under age 19)? Yes  FORMCHECKBOX 
 No FORMCHECKBOX 
 
If yes, please answer the following questions; otherwise skip to question 4. For research involving children, please indicate which of the four categories you would recommend that the proposed research be place:

 FORMCHECKBOX 

Children’s Risk Level (CRL)#1 (45 CFR 46.404)- Research not involving greater than minimal risk. Minimal risk means that the risks of harm anticipated in the proposed research are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Research in this category requires both assent of the child and permission of at least one parent or guardian.


 FORMCHECKBOX 

CRL #2 (45 CFR 46.405)- Research involving greater than minimal risk but of possible direct benefit to the child, in which the risk is at least as favorable to the subject as that presented by available alternative approaches. This requires both the assent of the child and permission of at least one parent or guardian.

In a memorandum attached to the Report of the Project Review Panel, the panel members need to provide additional information that addresses the following:

a) The risk is justified by the anticipated benefit to the subjects;

b) The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; and 

c) Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in §46.408.


 FORMCHECKBOX 

CRL #3 (45CFR 46.406)-Research involving greater than minimal risk and no prospect of direct benefit to the individual child, but likely to yield generalizable knowledge about the disorder or condition, in which the risk is minor relative to the potential improvement in knowledge to be applied to general understanding. Permission must be obtained from both parents unless there is only one reasonable available parent. Guardian consent should be substituted for parental under appropriate legal constraints.

In a memorandum attached to the Report of the Project Review Panel, the panel members need to provide additional information that addresses the following:

a) the risk represents a minor increase over minimal risk.

b) the intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations.

c) the intervention or procedure is likely to yield generalizable knowledge about the subjects’ disorder or condition; and

d) adequate provisions are made for soliciting assent of the children and permission of their parents or guardians, as set forth in § 46.408. 

 FORMCHECKBOX 

CRL #4 (45 CFR 46.407)- Research not meeting the specifications above, but which presents an opportunity to understand, prevent or alleviate a serious problem affecting the health and welfare of children. This category is considered so serious that it must be submitted to a ruling by the Secretary of DHHS following consultation with an appropriate panel of experts.

In a memorandum attached to the Report of the Project Review Panel, the panel members need to provide additional information that addresses the following:

a) the IRB finds that research presents a reasonable opportunity to further the understanding, prevention or alleviating of a serious problem affecting the health or welfare of children; and

b) the Secretary, after consulting with a panel of experts in pertinent disciplines (for Sample; science, medicine, education, ethics, law) and following opportunity for public review and comment, has determined either:

1) that the research in fact satisfies the conditions of § 46.404, § 46.405, or § 46.406, as applicable, or (2) the following:

i. the research present a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the heath or welfare of children;

ii. the research will be conducted in accordance with sound ethical principles

iii. adequate provisions are made for soliciting the assent of children and the permission of their parents or guardians, as set forth in § 46.408.


4. Will human subjects be at greater than minimal risk? Minimal risk means that the risks of harm anticipated in the proposed research are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. If the protocol involves the use of investigational drugs and/or devices, it must be considered to be at greater risk than minimal risk.
YES  FORMCHECKBOX 
 

If yes, answer a-d. below.

 NO  FORMCHECKBOX 
 

If no, go to number 5.

a) Are the risks to the subject so outweighed by the sum of the benefits to the subject and the importance of the knowledge to be gained as to warrant a decision to allow the subject to accept those risks?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b) Will the rights and welfare of all participants be adequately protected?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

c) Will the proposal be acceptable in terms of:

Organizational commitments and regulations?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Standards of professional conduct and practice?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Community attitudes?






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

d) Comment on the risk-benefit ratio regarding human participants.      
5. If the subject will be paid for participating in the research, is the amount of the payment reasonable for discomforts and/or inconvenience involved?      
6. What benefits, if any, may accrue to the public at large?
     
7. Does the proposed study population include the broadest representation, in terms of gender and minority group representation, to the known prevalence of the disease or condition?      
8. Will effective informed consent be obtained by adequate and appropriate means?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

9. Does the consent form for this project include the basic elements as required by the IRB? 









YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

10. Is adequate provision made to preserve the anonymity of the subject?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

11. What is the significance of the project?      
12. If investigator initiated research, does the Panel think that there was an adequate search of the literature of the drug/device for safety to support this human subjects research proposal? (A response by the Panel is required).      
13. Does the Panel have any recommendations for the Investigator relative to human use? (A response by the Panel is required).      
14. Indicate how and/or if the Panel’s recommendations have been incorporated into the current submission to the Board. All changes made to the protocol should be highlighted in either a different font, bold print, or highlighted.      
Please type the information below and provide signatures. By signing below, the Panel members confirm they have met in a face-to face or teleconference meeting with the Investigator to discuss the protocol and that all comments, suggestions, and recommendations regarding the protocol and/or consent form have been described above.
1. Panel member's signature:
_________________________________
Panel member's name and degree: 
     
Position within the University:

     
2. Panel member's signature:
_________________________________
Panel member's name and degree: 
     
Position within the University:

     
3. Panel member's signature:
_________________________________
Panel member's name and degree: 
     
Position within the University:

     
Date:
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