DUQUESNE UNIVERSITY IRB

GUIDELINES FOR PROTOCOL REVIEW

MATERIALS SUBMITTED 

COMPLETE:  Are required materials included:  the transmittal form, abstract, subject recruitment documents, assent/consent forms, NIH training certificate for Principal Investigator, all Co-Investigators, and also for advisor if applicable?

COM PLETE:  Are other documents pertinent to IRB concerns included that are specific to this study?

COMPLETE:  Are all the relevant questions on the transmittal form answered?

REVIEW STATUS:  Is the level of review as defined in our transmittal form (exempt, expedited, full-board) appropriate for the study?

SIGNATURES:  Is the PI’s original signature on the transmittal form?  If student, are both the student’s and faculty director’s signatures supplied?

REVIEWING ABSTRACT

OVERVIEW:  Does the abstract reveal that the researcher has reflected on subjects’ rights and dignity above and beyond simply referring the reviewer to the consent form?

OVERVIEW:  Is the goal and purpose of the research clearly stated?  Do you have any ethical qualms about the overall goal and purpose?

OVERVIEW:  Are concrete procedures related to interactions with subjects clearly described? Are procedures relating to recruitment, obtaining consent, and data collection all addressed and are you satisfied with them?

OVERVIEW:  Has the researcher respectfully adapted the study, including procedures and assent/consent forms, to the cultures of potential subjects?

OVERVIEW:  Is there any conflict of interests on the researcher’s part that might affect subjects’ rights?

POTENTIAL RISKS:  Are any risky procedures involved?  These could be physical, such as exposure to radiation, or psychological, such as invasive interviewing.  Are you convinced that benefits outweigh any potential harm?

POTENTIAL RISKS:  If there is any anticipation of adverse effects, are measures in place to quickly detect and treat those effects?

POTENTIAL RISKS:  Are there reasons that monitoring boards other than Duquesne’s IRB should be involved?  If so, does the researcher address the issue?

POTENTIAL RISKS:  Is any deception involved in the study?   If the deception were lifted, would subjects be less likely to be willing to participate?

CONFIDENTIALITY:  Are data with identifiers stored in a way that they are inaccessible to anyone other than the researchers?  Is the time of their destruction designated?

CONFIDENTIALITY:  When identifiers are deleted from data, does the researcher understand that confidentiality often involves more than simply deleting subjects’ proper names?  Will the researcher protect confidentiality in all ways, including that of people who are not subjects but are implicated or mentioned in the data?

CONSENT PROCESS:  Is the issue of voluntary involvement addressed?  Does the researcher understand that voluntary involvement also means voluntary withdrawal with no adverse consequences?

CONSENT PROCESS:  Does the researcher explain how and where the consent form will be reviewed by potential subjects and how potential subjects can ask questions?

CONSENT PROCESS:  Is the recruitment and consent process free of coercion, explicit or implicit?

CONSENT PROCESS:  If the researcher wishes to waive informed consent where it ordinarily would be appropriate, are the reasons clearly explained and convincing?

REVIEWING ASSENT/CONSENT FORMS

FORMAT:  Does the form generally follow the sample form shown on the web?  If not, is there a reason why another format is more appropriate?

FORMAT:  Is the first page on Duquesne University letterhead?

FORMAT:  At the end of the form are there spaces for both the researcher’s signature and the subject’s signature?

STYLE:  Are forms written in a way that is accessible to potential subjects?

STYLE:  Are forms written in a way that is respectful of potential subjects?

CONTENT:  Does the form include the following:
1.
Title of project

2.
Statement of who the researcher is, affiliation to Duquesne University, and contact information 

3.
Names and affiliations of co-PIs

4.
Designation of funding agency, if any

5.
Unambiguous statement that this is a research project

6.
Explanation of the purpose of the study, usually written in less technical language than the title

7.
Explanation of subject selection

8.
Concrete description of what the subject’s participation will involve

9.
Estimate of duration of subject’s involvement

10.
Reasonably expected risks 

11.
Description of measures in place to detect and treat risks if they are anticipated

12.
Reasonably expected benefits

13.
Explanation that consent to participate is voluntary and withdrawal may occur at any time at the request of the subject 

14.
Description of compensation, if any

15.
Statement about confidentiality; if data are to be kept confidential, a concrete description of how that is accomplished (where data with identifiers are stored, whether and how identifiers are deleted at any stage, and when data with identifiers will be destroyed

16.
Statement inviting subject to ask questions at any time

17.
Designation of individuals other than researcher who can be contacted regarding the project and subjects’ rights: the IRB Chair, with phone number, and, in the case of students, the faculty director as well
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