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IRB Full Committee Review Form
	Reviewer:       
	Researcher:       

	Project Title:        


Direction for Reviewers:   


· Please use this form to complete your review of the IRB application; it becomes part of the original file and provides documentation for auditing purposes.

· Please contact irb@ltu.edu immediately if any items are missing from your review packet.

· If the IRB application is not approved as is, provide a brief rationale for the IRB chairperson below.
· Legibility is important to ensure proper records are available for auditing by federal agencies and for information to be included in the correspondence to investigators. Reviewers can complete and sign this review form electronically by typing in name, email address and date.
REVIEWER’S RECOMMENDATIONS: 

	 FORMCHECKBOX 
  Approve    FORMCHECKBOX 
 12 months     FORMCHECKBOX 
  6 months            FORMCHECKBOX 
 Other (please explain):      
List Reason for approval less than 12 months:      

	 FORMCHECKBOX 
  Specific Minor Revisions Required (i.e., the response to issues can be reviewed by the Chair or his/her designee)
	 FORMCHECKBOX 
  Tabled

(i.e., the response to issues need to be brought back to the Committee for review)
	 FORMCHECKBOX 
  Disapprove

(i.e., this protocol as written is rejected. PI must address the issues and resubmit as a new protocol)

	Rationale for not approving IRB application as is:

     


	Faculty member email address (provides authentication for electronic signature and thus must match email address on file with Lawrence Tech University):
	     


IRB Policy on Electronic Signatures

Lawrence Tech’s IRB operates in a nearly paperless environment, which requires reliance on verifiable electronic signatures. Electronic signatures are regulated by the Uniform Electronic Transactions Act. Legally, an "electronic signature" can be the person’s typed name, their email address, or any other identifying marker. An electronic signature is just as valid as a written signature as long as both parties have agreed to conduct the transaction electronically. The Research Coordinator will verify any electronic signatures that do not originate from a password-protected source (i.e., an email address officially on file with Lawrence Tech).
A. PROJECT INFORMATION:
	
	Questions
	Yes
	No
	Reviewer’s Response/Comments

	1. 
	Q1-6: Is the project information complete, including researcher’s and collaborators’ email address?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2. 
	Q7: Has the program affiliation(s) of the LTU researcher been identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3. 
	Q8: Has the type of research been identified, and if the research is for an LTU course, has course number, course end date, and instructor been identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


B. GENERAL DESCRIPTION OF THE PROPOSED RESEARCH:
	
	Questions
	Yes
	No
	Reviewer’s Response/Comments

	4. 
	Q9: Has the project been summarized in lay terms?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5. 
	Q10: Are the project aims and purposes described clearly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. 
	Q11: Are the project’s data analyses described clearly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


C. REQUEST FOR “EXEMPT FROM FURTHER REVIEW”:
	
	Questions
	Yes
	No
	Reviewer’s Response/Comments

	7. 
	Q12: Has the investigator requested the project be exempt from further review? If yes, full review is not necessary; use Exempt Review Form.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


D. DESCRIPTION OF THE RESEARCH PARTICIPANTS:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	8. 
	Q24: Has information on the target number of participants/groups been provided?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9. 
	Q25: Have all the criteria been defined for including participants in the project? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10. 
	If pertinent, have exclusion criteria been defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	11. 
	Q26: Are any vulnerable or protected populations targeted or included in the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	12. 
	Q27-28: Are residents of any facility included in the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	13. 
	If so, has the researcher identified at least one of the 5 listed rationales for their inclusion (A-E)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	14. 
	Q29-30: Will members of any vulnerable or protected populations listed in Q26 be included in the project?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	15. 
	If so, has the researcher addressed the rationale for their inclusion?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16. 
	Q31: Is the researcher concerned that any of the vulnerable or protected populations listed in Q26 are unable to provide consent to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	17. 
	If so, is a method for determining competency to provide consent described? *Note: If children are included in the project, a parent or legally authorized guardian must provide consent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	18. 
	Q32-34: Are children to be included in the project?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	19. 
	If so, has risk level and criteria for inclusion been defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


E. DATA COLLECTION TOOLS:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	20. 
	Q35: Does the project require the use of a copyrighted data collection tool?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	21. 
	If so, has the researcher addressed all issues related to copyright?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	22. 
	Q36: Does the project use a data collection tool created by the researcher, and if so, has the researcher addressed how the tool’s psychometric properties will be evaluated? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	23. 
	If the researcher is modifying an existing tool, is the citation for the original tool listed, and are all modifications described and justified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


F. COMMUNITY RESEARCH STAKEHOLDERS AND PARTNERS:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	24. 
	Q37: Have all stakeholders been identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25. 
	If so, has the researcher described specific plans for disseminating results to them?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	26. 
	Q38-39: Will a community partner organization(s) be involved with participant recruitment? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	27. 
	If so, has the researcher described the community partner individual(s) responsible for signing the Letter of Cooperation and any applicable Data Use Agreement, as well the criteria for selection of the community partner(s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


G. POTENTIAL RISKS AND BENEFITS:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	28. 
	Q40: Does the researcher anticipate that there is some degree of risk (minimal or substantial for categories A-J) for participants or stakeholders? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	29. 
	If so, are the circumstances that could cause the risk described?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	30. 
	Q41: Has the researcher described the steps that will be taken to minimize risks? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31. 
	Has the researcher described additional steps that are required to minimize risks to specific protected populations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	32. 
	Q42-43: Has the researcher described the anticipated benefits of the research for participants and society?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33. 
	Do you believe that anticipated risks to participants or stakeholders are outweighed by the anticipated benefits for participants and society?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


H. DATA CONFIDENTIALITY:
	
	Questions
	Yes
	No
	Reviewer’s Response/Comments

	34. 
	Q44-46: Has the researcher defined the format, location, and duration for storing project data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35. 
	Q47: Has the researcher defined security provisions for protecting data that includes either a password or lock? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	36. 
	Q48: Will the researcher be collecting data that includes any direct identifiers? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	37. 
	Q49: Will the researcher be retaining a link between study code numbers and direct identifiers after the data collection is complete, and if so, has justification been provided? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	38. 
	Q50: Will the researcher be providing a link between study code numbers and direct identifiers to anyone besides themselves, and if so, has justification been provided? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	39. 
	Q51: Has the researcher identified all personnel who will recruit participants and how participant privacy will be protected? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	40. 
	Q52: Has the researcher identified all personnel who will have access to participant data? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	41. 
	Q53: Has the researcher addressed data confidentiality among all personnel who will have access to participant data? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	42. 
	Q54: Has the researcher decided to avoid obtaining a Federal Certificate of Confidentiality even though the research involves reports of illegal behavior? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


I. ADDITIONAL ISSUES TO ADDRESS WHEN THE RESEARCH INVOLVES PROTECTED HEALTH INFORMATION:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	43. 
	Q55-56: Will the researcher(s) either collect or have access to protected health information from participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	44. 
	If so, has the method of approval to use protected health information been indicated (A or B)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


J. POTENTIAL CONFLICTS OF INTEREST:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	45. 
	Q57: Has the researcher identified any potential conflicts of interest related to multiple roles?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	46. 
	If so, have measures been defined to minimize perceived coercion to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	47. 
	Q58: Has the researcher identified any potential conflicts of interest related to financial situations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	48. 
	If so, are procedures for disclosure defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	49. 
	Q59: Will participants or stakeholders be receiving any compensation for participating?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	50. 
	If so are details of the compensation clearly defined (amount, type, duration, conditions for disbursement and withdrawal, etc.)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	51. 
	Do you believe the researcher has adequately addressed the potential for participants or stakeholders to feel coerced to participate due to the disbursement or withdrawal of compensation? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


K. CONSENT DOCUMENTATION: Read the consent form as if you are the potential participant. Make any requested changes directly on the consent form.
	
	Question
	Yes
	No
	NA
	Reviewer’s Response/Comments

	52. 
	Is there sufficient information in lay language for participants to decide whether or not to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	53. 
	Has the possibility of coercion or undue influence been minimized (i.e., does the consent describe any compensation, conditions for exclusion, etc.)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	54. 
	Is there a statement that participation is voluntary and that refusing or discontinuing participation involves no penalty?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	55. 
	If children are being enrolled is there a request for parental or authorized legal guardian consent?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	56. 
	Is there a statement of participant confidentiality with regards to public dissemination?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


L. SUMMARY:
	In addition to the items listed above, are there any other areas of concern, or is there any further information required? Please detail below:      
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