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	CICERO CHECKLIST: Pre-Review and Administrative Review

	
	NUMBER
	DATE
	PAGE

	
	HRP-401
	11/26/2010
	1 of 9



View 1

Submission Information
*1 What type of submission is being reviewed?

· Initial Review 

(go to View 3)
· Continuing Review
(go to View 3)
· Modification 

(go to View 3)
· Study Closure 

(go to View 2)
Click here to add a concern/contingency: [Add]
*2 Is this activity Human Research?  (Reference “Human Research Determination Checklist” if needed)

[image: image1.wmf]Yes  [image: image2.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Regulatory oversight for the study (Check all that apply):
· DHHS
· FDA

· VA
· DOD
· EPA
· ED
· DOE
· DON
· DOJ
· HUD

Click here to add a concern/contingency: [Add]
*4 Is the PI or any research staff Restricted?

[image: image3.wmf]Yes  [image: image4.wmf]No  Clear
Click here to add a concern/contingency: [Add]
5 If Yes, list names and reasons:

[image: image5.png]



*6 Has any new information been provided (for example, a new risk)?

[image: image6.wmf]Yes  [image: image7.wmf]No  Clear
If yes, follow “SOP: New Information.”
Click here to add a concern/contingency: [Add]
View 2
Study Closure
*1 Can the research be closed?

[image: image8.wmf]Yes  [image: image9.wmf]No  Clear
Click here to add a concern/contingency: [Add]
2 If no, please list contingencies:

[image: image10.png]



Click here to add a concern/contingency: [Add]
Go to View 6
View 3
Missing Materials

*1 Are there any missing materials?
[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Click here to add a concern/contingency: [Add]
2 If yes, please list:

[image: image13.png]



Click here to add a concern/contingency: [Add]
Check for the following attachments to be present if applicable:

· Investigator protocol or complete sponsor protocol (including DHHS protocol)

· Consent document(s) or script(s)

· DHHS-approved sample consent document

· Data collection instruments

· Written material to be seen or heard by subjects

· Grant application

· Investigator brochure for investigational drug 

· Package insert for marketed drug

· Product information for medical devices

· For Department of Energy DOE research: “Checklist for IRBs to Use in Verifying that HS Research Protocols are In Compliance with DOE Requirements”

· For Department of Education (ED) research: a permission letter has been submitted attesting compliance with FERPA and PPRA.
Check for the following to be present in the CICERO application or protocol document if applicable:

· Objectives

· Background

· Setting of the research

· Resources to conduct the research

· Recruitment methods

· Inclusion and exclusion criteria

· Number of subjects

· Study timelines

· Study endpoints

· Procedures involved in the research

· Specimen banking

· Data management and confidentiality

· Provisions to monitor the data to ensure the safety of subjects

· Withdrawal of subjects 

· Risks to subjects

· Provisions for research related injury

· Potential benefits to subjects

· Provisions to protect privacy interests

· Economic impact on subjects

· Payment to subjects

· Consent process 

· Process to document consent in writing

· Vulnerable populations

· Control of drugs or devices

· Multi-site research 

· Community-based participatory research
· Sharing of results with subjects

Go to View 4.

View 4
Contingencies
*1 Are any of these contingencies needed? (Check all that apply)

☐Conflict of interest evaluation and management plan (results must be returned to the convened IRB)
☐Training requirements

☐Inter-institutional /IRB authorization agreement

☐IND documentation (FDA)

☐IDE/HDE documentation (FDA)

☐Approval by federal Department or Agency
☐Provisions to control drug(s)

☐Provisions to control device(s)

☐Organization review pending
☐None of the above are applicable

Click here to add a concern/contingency: [Add]
2 Other contingencies required prior to IRB review:
[image: image14.png]



Click here to add a concern/contingency: [Add]
Check for the following if applicable:

· Research is subject to regulations not overseen or conducted by the organization 

· Positive financial declaration without a Conflict of Interest report

· Protocol information relates to an item in the list of institutional financial interests

· An IND is required and there is no IND

· An IND is required and there is insufficient documentation

· If an IDE/HDE is required and there is no IDE/HDE

· An IDE/HDE is required and there is insufficient documentation

· There are inadequate provisions to control the drug(s) 

· There are inadequate provisions to control the device(s)
· External organization(s) plan to rely on the IRB and no inter-institutional agreements are present 

· External site(s) getting federal funds from the organization does not have a federalwide assurance (FWA)

· Needs a HIPAA approval/waiver that has not been granted

· The research involves adults unable to consent and statements by the investigator and legal regarding which individuals are legally authorized representatives do not match.

· The research involves children and statements by the investigator and legal regarding which persons do not match.
· If a performance site or external institution is international and is engaged in research:

· The performance site or external institution needs an Assurance of compliance (FWA),
· The performance site or external institution IRB/IEC needs to approve the research.
· If a performance site or external institution is international and is NOT engaged in research:

· If the performance site or external institution has an established IRB/IEC, the investigator must obtain documentation of approval from the performance site’s or external institution’s IRB/IEC  to conduct the research or obtain documentation that the performance site’s or external institution’s IRB/IEC that approval is not necessary.

· If the performance site or external institution has NOT an established IRB/IEC, the investigator must obtain a letter of cooperation the appropriate institutional or oversight officials are permitting the research to be conducted at the performance site or external institution.
If “None of the above are applicable” is checked and anything else is checked, give an error that the answers for 1 are inconsistent and return to this view.

Otherwise go to View 5.
View 5
Special Determinations

*1 Do any of the following special determinations apply to this research? (Check all that apply)

☐Children

☐Children who are wards

☐Pregnant women

☐Neonates of uncertain viability

☐Non-viable neonates

☐Prisoners

☐Cognitively impaired adults

☐Not significant risk device (FDA)

☐Waiver/alteration of the consent process

☐Waiver of consent documentation
☐Waiver of HIPAA Authorization
☐Waiver of consent for emergency research

☐None of the above apply

Click here to add a concern/contingency: [Add]
Ensure that all applicable checklists are chosen when creating the Reviewer Checklist.

If “None of the above apply” is checked and anything else is checked, give an error that the answers for 1 are inconsistent and return to this view.

Otherwise go to View 6.

View 6
Final Page
1 Include any notes to the IRB:
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Click here to add a concern/contingency: [Add]
*2 Have you completed this checklist?
[image: image16.wmf]True  [image: image17.wmf]False  Clear
Click here to add a concern/contingency: [Add][image: image18.png]
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