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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
Email: irb@creighton.edu0
Checklist for Board Members
Board Review (Full and Expedited Reviews)
 FORMCHECKBOX 
  Requires Review by Board at a Convened Meeting

 FORMCHECKBOX 
  Expedited Review Allowable (see criteria on page 4 of this document)

	
	Acceptable

	
	Yes
	No

	 FORMCHECKBOX 

	Conflict of Interest

1. Do you have an interest (personal, financial, academic, or other interest) in or with the proposed research (including the investigator, study personnel, drug under study, device under study, sponsor of study, outcome of study) that would prevent you from conducting a fair and objective review or that may give the appearance of preventing you from conducting a fair and objective review? (If yes, please contact the IRB office prior to the meeting or inform an IRB staff member prior to the meeting.)

2. For a list of items that must be disclosed as conflicts of interest, please see Section 8.1 of IRB Policy 102, “About the IRB.” 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Scientific Review

1. Is the background literature review adequate?

2. Is the project design scientifically appropriate?

3. Is the data analysis appropriate?

4. Does the project have adequate safety oversight?
5. Is additional expertise needed to evaluate the study?
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

	Risks

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

2. Are risks to participants minimized whenever appropriate by using procedures already being performed on the participants for diagnostic or treatment purposes?

3. Are risks to participants reasonable in relation to anticipated benefits, if any, and the importance of knowledge that may reasonably be expected to result?
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

	Equitable Selection of Subjects

1. Is the selection of participants appropriate and equitable for the purpose of the research?

2. Is the selection of participants equitable? Appropriate inclusion and exclusion criteria for research participants are essential in order to ethically justify human subject research.

3. Are the inclusion and exclusion criteria clearly stated and reasonable? Poorly specified inclusion/exclusion criteria may result in inadvertent exclusion of eligible research subjects and an imbalance of or inappropriate enrollment of research subjects. If for some extenuating reason, inclusion criteria are not equitable, the investigator must provide justification.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

	Compensation for Study Participation

1. Is the compensation (e.g., stipend, free medical care, gifts, medication, etc.) and disbursement schedule reasonable for the project?

2. Could the compensation offered be coercive or unduly influence the participant?
3. Is the schedule of payments to study participants fair and equitable for their participation in the project (i.e., credit for payment accrues as the study progresses and is not contingent upon the participant completing the entire study)?
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

	Provisions to Protect Privacy

1. Are adequate provisions in place to protect the privacy interests of the participants? Privacy typically refers to whether the participant considers it the researcher’s business to delve into the participant’s life concerning the research topic. Whether a subject wishes to give a researcher access to such information depends on the background of the participant, who is sponsoring the research, the context in which the data are to be gathered, and such factors as whether the participant finds the researcher likeable.

2. Is there any sensitive data required for the study that necessitate additional privacy provisions (e.g., pregnancy testing, drug screening, legal status, etc.)?

Points to Consider:

· Will participants be comfortable in the research setting? (A protocol involves normal volunteers in an HIV vaccine study. Having participants show up to the general medical clinic may be more comfortable for the volunteers than showing up to the AIDS clinic, because if they show up to the AIDS clinic, they may be worried that other people will incorrectly assume that they have AIDS.)

· Do procedures for identifying participants minimize any invasion of privacy? (Privacy has been invaded when someone who should not do so accesses individual information. Has the researcher considered and minimized the possibility of invasion of privacy?

Ways to respect privacy in research:

· Ensuring informed consent

· Learning about a participant’s culture

· Establishing rapport with sensitivity to individuals

· Employing research associates from the subjects’ culture

Consulting with appropriate professionals and peers of participants
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

	Provisions to Protect Confidentiality

1. Are adequate provisions in place to protect the confidentiality of the participants? 

Ways to protect confidentiality:

· Lock cabinets and ensure they are accessed only by the PI and study personnel

· Establish procedures to eliminate linkage of data to unique identifiers

· Employ statistical strategies

· Obtain a Certificate of Confidentiality from the US Department of Health and Human Services (HHS)
· Edit qualitative descriptions ethically

· Restrict access
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Informed consent (separate checklist)
	
	

	 FORMCHECKBOX 

	When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects (see IRB Document 105.4, “Application for Initial IRB Review Biomedical: IRB-01, Section 16 (Data and Safety Monitoring Plan)).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Vulnerable Populations

1. Are any of the participants likely to be vulnerable to coercion or undue influence?

2. Does the research involve pregnant women or fetuses as participants? (separate checklist)

3. Does the research involve neonates as participants? (separate checklist)

4. Does the research involve prisoners as participants? (This IRB does not review prisoner research)

5. Does the research involve children as participants? (separate checklist)

6. Does the research involve children who are wards of the state (or another agency, institution, or entity)? (separate checklist)

7. Does the research involve mentally disabled individuals as participants?

8. Does the research involve individuals with cognitive or decisional impairment?

9. Does the research involve economically or educationally disadvantaged persons?

10. Does the research involve students, staff, or faculty of the research institutions?

11. Will the research be done on an American Indian reservation or does the research involve the recruitment of American Indians?

12. Are there any other participants likely to be vulnerable to coercion or undue influence?

Points to consider:

· The PI has provided sufficient information to describe any processes that might be necessary to protect vulnerable populations. Each population and protocol has different issues, but things to consider are privacy, confidentiality, and the procedures proposed by the PI.

· Will any special physiological, psychological, or social characteristics of the subject group pose special risks for them?

If the subjects are susceptible to pressures, are there mechanisms that might be used to reduce the pressures or minimize their impact?
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	CRITERIA FOR EXPEDITED REVIEW

	 FORMCHECKBOX 
  Required: Research presents no more than minimal risk to subjects.

	 FORMCHECKBOX 

	Research on a drug for which an investigational new drug application (IND) is not required, as long as the proposed research does not significantly increase the risks or decrease the acceptability of the risks associated with use of the drug.

	 FORMCHECKBOX 

	Research on a medical device for which 1) an investigational device exemption (IDE) is not required; or 2) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

	 FORMCHECKBOX 

	Collection of blood samples by finger stick, heel stick, earlobe stick, or venipuncture from healthy non-pregnant adults who weigh at least 110 lbs. Amounts drawn may not exceed 550 mL in an 8-week period and collection may not occur more than 2 times per week.

	 FORMCHECKBOX 

	Collection of blood samples by finger stick, heel stick, earlobe stick, or venipuncture from other adults and children (anyone under 19 years of age). Amounts drawn may not exceed the lesser of 50 mL or 3 mL/kg in an 8-week period and collection may not occur more than 2 times per week.

	 FORMCHECKBOX 

	Prospective collection of biological specimens for research purposes by noninvasive means. Examples include hair and nail clippings; deciduous teeth at time of exfoliation or extraction for routine care and permanent teeth extracted for routine care; excreta and external secretions, including sweat; uncannulated saliva; placenta removed at delivery; amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; supra- and subgingival dental plaque and calculus; mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; and sputum after collection by saline mist nebulization.

	 FORMCHECKBOX 

	Collection of data through noninvasive procedures, excluding procedures involving general anesthesia/sedation, x-rays, microwaves, or non-approved medical devices.

	 FORMCHECKBOX 

	Research involving materials (data, documents, records, or specimens) that have been collected or will be collected solely for non research purposes, such as medical treatment or diagnosis. NOTE: Some research in this category may qualify for exempt status [45 CFR 46.101(b)(4)].

	 FORMCHECKBOX 

	Collection of data from voice, video, digital, or image recordings made for research purposes.

	 FORMCHECKBOX 

	Research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. NOTE: Some research in this category may qualify for exempt status [45 CFR 46.101(b)(4)].

	NOTE: Genetic studies require full board review, even if they otherwise would be in a category listed above.


 FORMCHECKBOX 
  Requires Review by Board at a Convened Meeting


 FORMCHECKBOX 
  Expedited Review Allowable (see criteria on page 4 of this document)
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