IRB-02 PRIMARY REVIEWER CHECKLIST  
MODIFICATIONS or CONTINUING REVIEW + MODIFICATIONS
Protocol & Primary Reviewer Identification

Principal Investigator:      
IRB ID:       
Study Title:       
Study Expiration Date:      
Primary Reviewer:      


Meeting Date:      
	Primary Reviewer Self-Assessment

	1.   Do you, as the primary reviewer assigned to this project, have a conflict of interest with this project?

1. Conflict of Interest Policy: 
 An IRB member may not vote on a project, and is not counted towards a quorum, when 
1) s/he serves as a co-investigator or other member of the research team, or 
2) an immediate family member (spouse or domestic partner and dependent children) serves as a co-investigator or other member of the research team, or
3) when s/he or an immediate family member (spouse or domestic partner and dependent children) has a significant financial interest with a project being reviewed.  
2. Conflict of interest in research involves situations in which an investigator has a significant financial interest that may compromise, or have the appearance of compromising, professional judgment in the design, conduct, or reporting of research. The terms "investigator" and "significant financial interest" are defined below.   

3. Investigators conducting research funded by the Public Health Service (including National Institutes of Health) and National Science Foundation, as well as those conducting studies regulated by the Food and Drug Administration, are subject to agency specific regulations (II-18.8 UI Operations Manual). These regulations set forth the obligations of investigators, sponsors and institutions for research involving significant financial or other conflicts of interest, and affected parties are advised to review the relevant regulations prior to submission of a research proposal or application.

a) "Investigator" means the principal investigator and any other person, whether faculty, staff, or student, who is responsible for the design, conduct, or reporting of research. "Investigator" also includes the investigator's spouse and dependent children. 

b) "Significant financial interest" means anything of monetary value, including, but not limited to, salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options, or other ownership interests); and intellectual property rights (patents, copyrights, and royalties from such rights) held by an investigator or the investigator's immediate family(Immediate family means spouse or domestic partner, and dependent children), individually or in aggregate, when such interest involves:

i. Payments in excess of $10,000 (including salary, consulting fees, royalty or licensing payments from intellectual property, and honoraria and/or gifts) received within the past 12 months or anticipated for the next 12 months (excluding salary and other payments for services from the University); 

ii. An equity interest in a publicly traded company worth more than $10,000 or more than 5 percent of the business entity as determined by reference to its publicly listed price (excluding mutual funds);

iii. Any equity interest if the value cannot be determined by reference to publicly listed prices (i.e., an equity interest in a privately held company, such as a start-up company);

iv. A position giving rise to a fiduciary duty, such as director, officer, partner, trustee, employee, or any other position of management; or

v. Intellectual property rights (patents or copyrights) or royalties from such rights whose value may be affected by the outcome of the research, including royalties distributable under University policy or any royalty-sharing agreements involving the University.


4. Personal agreements between sponsors and investigators, IRB members, or their immediate family members where the amount of compensation (consulting, board honoraria, or any other kind) could change depending on the outcome of a study or any other activity the faculty/IRB member performs as part of their University service are prohibited. In some cases, such arrangements are illegal under state law.


	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	2.   Do you think there is a need for someone with additional expertise (i.e. a consultant) to assist in the review of this protocol?


The need for a consultant should be made based on the scientific design of the study,  the ethical issues of the study, the potential risks or benefits of the study, specific privacy and confidentiality concerns, or considerations relative to a particular study population.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	


If your answer to question #1 OR #2 is Yes, STOP HERE. 
Call the Human Subjects Office at 335-6564 and/or the IRB chair as soon as possible to inform us of this conflict or need for a consultant.

_________________________________________________________________________________
Project Review  -- Enrollment

	HawkIRB

Question
	Checklist Question
	

	VI.I + VI.6


	3. How many subjects are currently approved by the IRB for enrollment?
	     

	CR.II.1


	4. How many subjects have been enrolled to date?
	     

	CR.II.1 -

Enrollment Report  


	5. How many subjects have been enrolled since the last continuing review?
	     

	CR.II.1>(VI.I + VI.6)

	6. Does the number of subjects enrolled in this study exceed the maximum number of subjects approved by the IRB?
	 FORMCHECKBOX 

Yes


	 FORMCHECKBOX 

No


	CR.II.5
	7. Has the project permanently stopped enrolling new subjects into the study?
	 FORMCHECKBOX 

Yes


	 FORMCHECKBOX 

No


Points for Discussion:      
The following questions ask about certain populations of subjects that might be involved in this project. To determine the previous regulatory categorization, follow these steps:

A. Log-in to HawkIRB.

B. Type the IRB # of this protocol into the box in the upper right side of the main page (next to the “Go” button) and then hit “Go.” This will take you to the Project Summary page for the project.

C. Using the yellow tabs at the top of this page, choose “Approval.”

D. The most recently approved form for the project is listed at the top. By looking at Administrative Codes, you will see the most recent regulatory classifications.

	HawkIRB
Question
	Checklist Question
	Yes
	No

	VI.6
	8. Does this research project involve children (persons < 18)?

Children are persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted. Generally, for research with children in the state of Iowa, a child is an unmarried person under the age of 18. NOTE: If you are unsure of the applicable law where the research will be conducted, please call the Human Subjects Office (335-6564) for guidance.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Go to 10

	Project Summary Page:

Approval
	9. Is the regulatory classification regarding children in this research still accurate?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Go to Kid Appendix 

(Meeting Manual)

	VI.26-27
	10. Does this project involve pregnant women, fetuses, or neonates?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Go to 12

	Project Summary Page:

Approval
	11. Is the regulatory classification regarding pregnant women, fetuses, or neonates in this research still accurate?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Go to Preg Appendix (Meeting Manual)

	VI.37
	12. Does this project involve prisoners?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Go to Next Section.

	Project Summary Page: Approval
	13. Is the regulatory classification regarding prisoners in this research still accurate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Go to Prisoner Appendix

(Meeting Manual)


Points for Discussion:      
PROJECT REVIEW -- MODIFICATIONS

The recruitment process includes any documents (advertisements, brochures, letters, telephone scripts, etc.) that are meant to be seen or heard by potential subjects.

The consent process includes all communication with the subjects, including verbal explanations, instructions, and questions before and after the decision to participate and is not limited to the consent document and recruitment materials. 
	HawkIRB

Question
	Checklist Question
	Yes
	No

	VII.D.13, 

VII.D.14,

VII.D.21,

&

Attachments


	14. Are changes being made to the recruitment process?
	 FORMCHECKBOX 

Discuss
	 FORMCHECKBOX 



	VII.D.13, 

VII.D.14,

VII.D.21,

&

Attachments


	15. Does the recruitment process remain fully described, understandable, fair, honest, appropriate, non-coercive, and free from undue influence?

Consider the following issues regarding the recruitment process:

· should not state or imply a certainty of a favorable outcome or other benefits beyond what is outlined in the consent document and protocol;

· Should not make claims, either explicitly or implicitly, that the intervention or procedure is safe and effective for the purposes under investigation;

· Should not make claims, either explicitly or implicitly, that the methods used in the study are known to be equivalent or superior to any existing or commonly used methods.
· Should not use terms such as “new treatment” or “new method” without explaining that it is investigational.
· Should not promise “free services or testing,” when the intent is only to say subjects will not be charged for taking part in the investigation;

· Should not include exculpatory language;

· Should not emphasize the payment or the amount to be paid by such means as large or bold or underlined type.
  
	 FORMCHECKBOX 
 


	 FORMCHECKBOX 

Discuss

	VII.D.15,

VII.D.19,

VII.D.20,

VII.D.21
	16. Are changes being made to the consent process?
	 FORMCHECKBOX 

Discuss
	 FORMCHECKBOX 



	VII.D.15,

VII.D.19,

VII.D.20,

VII.D.21
	17. Does the consent process remain fully described, understandable, fair, honest, appropriate, non-coercive, and free from undue influence?
	 FORMCHECKBOX 
 


	 FORMCHECKBOX 

Discuss

	Consent 

Document
	18. Are changes being made to the consenting materials?

	 FORMCHECKBOX 

Discuss
	 FORMCHECKBOX 



	Consent Document & Application
	19. Are the changes in the consenting materials consistent with those identified in the protocol amendment/application?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	Application
	20. Should currently enrolled subjects be notified of any changes described in this modification?
	 FORMCHECKBOX 

Discuss
	 FORMCHECKBOX 



Points for Discussion:      
Project Review – Study Progress for Continuing Review + Modification
	HawkIRB

Question
	Review each of the following



	CR.I
	21. Accrual or Recruitment Difficulties/Problems or Delays



	CR.II.5
	22. Permanently Stopped Enrolling

	CR.II.6
	23. Research-related interventions ended

	CR.II.7
	24.Reason study is being kept open

	CR.II.8
	25. Summary of the status of all subjects

	CR.III.1
	26. Unanticipated problems involving risk to subjects or others.



	CR.III.2
	27. Description of unanticipated problems

	CR.III.3
	28. Subject Complaints

	CR.III.4
	29. Description of subject complaints

	CR.III.5
	30. Subjects who withdraw

	CR.III.6
	31. Number of withdrawals and reason

	CR.III.7
	32. Information that could affect subjects’ willingness to participate

	CR.III.8
	33. Description of new information

	CR.III.9
	34. Progress Report



	CR.III.10
	35. Competitive Continuation



	CR.III.11
	36. Regulatory Correspondence

	CR.III.12
	37. Sponsor or funding agency monitoring

	Attachments
	38. Review attachments


Points for Discussion:      
Project Review – Approval Criteria for Modification or Modification + Continuing Review
	HawkIRB
Question
	Checklist Question
	Yes
	No

	II
	38. Do the PI and study team continue to have the appropriate expertise to conduct this research?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	VIII
	39. Do the risks to subjects (physical, emotional, financial, legal, social, etc.) continue to be minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	VII.E

VIII
	40. Do the risks to subjects continue to be minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	VIII

IX

CR. III.1
	41. Do the risks to subjects remain reasonable in relation to anticipated benefits (if any) to subjects, and the importance of the knowledge that may reasonably be expected to result?

Consider:

· Review the summary of adverse experiences & unanticipated problems;

· In evaluating risks and benefits, consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research);


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	I

VI
	42. Does subject selection remain equitable?

Consider:

· The purposes of the research;

· The setting in which the research will be conducted being particularly cognizant of the special problems of research involving vulnerable populations (children, prisoners, pregnant women, decisionally impaired persons, economically or educationally disadvantaged persons, students or other groups that require special consideration)


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	VIII
	43. Does the plan to manage risks continue to be adequate to ensure the safety of subjects (i.e. is it appropriate for the level of risk)?

Review all progress reports completed to date.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	X.1-3
	44. Do procedures for protecting the privacy of subjects remain adequate?

Privacy means freedom from unauthorized intrusion or the state of being let alone and able to keep certain personal information to oneself.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss

	X.4-6
	45. Do procedures for protecting the confidentiality of subject information remain adequate?

Confidentiality means the ethical or legal right that information is considered private and will be held secret unless consent is provided permitting disclosure.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

Discuss


Points for Discussion:      
Project Review – Verification & Approval Period (for Continuing Review only)
	HawkIRB
Question
	Checklist Question
	Yes
	No

	Entire

Application
	46. Do you think this project needs verification from sources other than the investigators that no material changes have occurred to since the previous IRB review?
Consider verification if any of the following are true:

· This is a complex project involving unusual levels or types of risks to subjects;

· This is a project involving a vulnerable population;

· This is a project conducted by an investigator who previously failed to comply with IRB determinations; or

· This is a project where the continuing review application or reports from other sources have indicated that changes may have occurred without IRB approval.


	 FORMCHECKBOX 

Discuss
	 FORMCHECKBOX 


	Entire

Application 
	47. Does this project require IRB review more frequently than annually?

Consider the following:

· Are there study procedures/interventions in which the clear potential for significant adverse experiences have been identified at the time of this review?

· Does the risk information provided in this application indicate the potential for significant adverse experiences?

· Is this a project in which it is likely that new information provided during the course of the study might indicate a high probability of significant adverse events not previously reported?

· Is this a project in which local or outside adverse experience reports might create new concerns regarding the need for closer project scrutiny?

· Is this a project where the IRB has concerns with regard to previous or potential serious or continuing noncompliance?


	 FORMCHECKBOX 

Discuss
	 FORMCHECKBOX 




Points for Discussion:      
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