Renewal – Rascal Pre-Review Checklist

Each submission to the IRB is reviewed by HRPO staff for completeness, to identify regulatory requirements and to assess whether any administrative changes need to be made. The checklist below is integrated into Rascal for HRPO staff use. 
	Event
	Rascal Page
	Element to consider

	Renewal
	Renewal Information 
	Is this a facilitative review?

	Renewal 
	Renewal Information 
	If yes, is documentation of the reviewing IRB approval available for all the documents attached?

	Renewal
	Renewal Information 
	Is this a master protocol? 

	Renewal 
	Renewal Information 
	Has the risk/benefit profile for this protocol changed in the last year?

	Renewal
	Renewal Information 
	Modifications since last year? 

	Renewal
	Renewal Information 
	Any pertinent information provided since the last renewal?

	Renewal
	Renewal Information 
	Modification included with the renewal?

	Renewal
	Renewal Information 
	Does the protocol version need to be revised with this renewal submission? 

	Renewal
	Renewal Information 
	Has the enrollment status changed?

	Renewal
	Renewal Information 
	Has the Cancer Center renewal form been submitted? 

	Renewal
	Renewal Information 
	Have any individuals been enrolled via a short form consent process?

	Renewal
	Renewal Information 
	If anyone has been enrolled via a short form consent process, is translation of the consent form warranted for the subject population?  (refer to the Informed Consent policy)

	Renewal 
	Renewal Information 
	Does the modification change the risk/benefit profile for this protocol?

	Renewal
	Renewal Information 
	Does the submission include a report of protocol violation(s)?

	Renewal
	Renewal Information 
	Is the enrollment status consistent with information elsewhere within the submission?

	Renewal
	Renewal Information 
	DSM Report provided?  

	Renewal
	Renewal Information 
	Progress report provided? 

	Renewal
	Renewal Information 
	UPs reported since last year?

	Renewal
	Renewal Information 
	SUMMARY OF UPs provided? 

	Renewal
	Renewal Information 
	Has the ICF been revised? 

	Renewal
	Renewal Information 
	Change in study personnel? *IF YES PLEASE COMPLETE QUESTIONS IN THE PERSONNEL SECTION 

	Renewal
	Renewal Information 
	Has there been a change in protocol that warrants re-review of applicable Subparts (A-D)? *IF YES PLEASE COMPLETE QUESTIONS IN THE SUBJECTS SECTION 

	Renewal
	Renewal Information 
	Has there been any change in funding (addition or removal of funding)?  *IF YES PLEASE COMPLETE QUESTIONS IN THE FUNDING SECTION 

	Renewal
	Renewal Information 
	Has there been any change in locations (addition or removal of locations)? *IF YES PLEASE COMPLETE QUESTIONS IN THE LOCATIONS SECTION 

	Renewal
	Renewal Information 
	Has there been any change in Privacy & Data Security plans? *IF YES PLEASE COMPLETE QUESTIONS IN THE PRIVACY & DATA SECURITY SECTION 

	Renewal
	Renewal Information 
	Has there been any change to the reported research procedures (and/or child pages?)  **IF YES PLEASE COMPLETE QUESTIONS IN THE RESPECTIVE SECTIONS 

	Renewal
	Renewal Information 
	Has there been any change to the recruitment and consent section? *IF YES PLEASE COMPLETE QUESTIONS IN THE RECRUITMENT AND CONSENT SECTION 

	Renewal
	Renewal Information 
	Has there been any change that warrants review (or rereview) of HIPAA regulation/authorization? **IF YES PLEASE COMPLETE QUESTIONS IN THE HIPAA SECTION 

	Renewal
	Renewal Information 
	Other new material submitted? 

	Renewal
	Renewal Information 
	Has any procedure or subject population been added that warrants re-review by JRSC? *IF YES PLEASE COMPLETE QUESTIONS IN THE HAZMATS SECTION 

	Renewal
	Renewal Information 
	Subject demographic information in Rascal subjects’ section complete?

	Renewal
	Renewal Information 
	Subject demographic information in Rascal consistent among subjects’ section, protocol and consent form?

	Renewal
	Renewal Information 
	QA revealed unresolved issues from prior IRB review 

	Renewal
	Renewal Information 
	Certificate of Confidentiality has lapsed, and enrollment is open

	Renewal
	Renewal Information 
	Certificate of confidentiality has not yet been obtained but ICF indicates one is in place 

	Renewal
	Renewal Information 
	Concerns with PI qualifications?

	Renewal
	Renewal Information 
	Research involves use of a device, but appropriate device determination not made and needs to be reconsidered

	Renewal
	Renewal Information 
	Pathology approval needed, but missing?

	Renewal
	Renewal Information 
	Current approvals from collaborating institutions missing?

	Renewal
	Renewal Information 
	Protocol Tracking number missing for Federally Funded Research?

	Renewal
	Renewal Information 
	Translations do not have appropriate certification or are not translations of approved documents

	Renewal
	Renewal Information 
	Research involves the transfer of identifiable data to a collaborating institution

	Renewal
	Renewal Information 
	If research involves transfer of identifiable data to a collaborating institution, is an appropriate agreement in place that protects the confidentiality and security of the data transfer? 

	Renewal
	Renewal Information 
	The current consent document is still accurate and complete 

	Renewal
	Renewal Information 
	The protocol needs verification from sources other than the investigators that no material changes had occurred since previous IRB review 

	Renewal
	Renewal Information 
	Significant new findings that have arisen from the review process and may be related to subjects' willingness to continue participation are provided to subjects 

	Renewal
	Renewal Information 
	Are home visits proposed? 

	Renewal
	Renewal Information 
	If home visits are proposed, has the checklist been provided? 

	Renewal
	Renewal Information 
	Are individuals who reside within the EEU targeted for enrollment? 

	Renewal
	Renewal Information 
	If GDPR applies, does the consent form include appropriate language? 

	Renewal 
	FUNDING 
	Is the protocol funded by DOD, EPA, AHRQ, DOE, DOH, NIH, NSA?

	Renewal
	FUNDING 
	If funded by DOD, EPA, AHRQ, DOE, DOH, NIH, NSA, are the special requirements, if any, met? See below 

	Renewal
	FUNDING 
	If funded by DOD, which component(s) of the United States Department of Defense involved in this research? 

	Renewal
	FUNDING 
	If funded by DOD, does the research propose to administer surveys or questionnaires, or do interviews with DoD personnel or their families? 

	Renewal
	FUNDING 
	If funded by DOD, does the research involve subjects who cannot provide consent for themselves (e.g. children, or adults requiring a legally authorized representative)? 

	Renewal
	FUNDING 
	If funded by DOD, does the research involve the recruitment of active duty military personnel into more than minimal risk research?

	Renewal
	FUNDING 
	If funded by DOD and the research involves a Department of the Navy Component (Navy or Marines), has documentation of independent review and approval for scientific merit or scholarship (including a summary of scientific issues raised and addressed during the review) been provided?  This is required by Secretary of Navy Instruction 3900.39D, Section 8(c)(6) requires the IRB to have 

	Renewal
	FUNDING 
	If funded by DOD and the research involves a Department of the Navy Component (Navy or Marines), AND the research is likely greater than minimal risk, has an emergency treatment plan been included?

	Renewal
	FUNDING 
	If funded by DOD and the research involves a Department of the Navy Component (Navy or Marines), will the research be conducted outside the United States? If so, documentation of the local host country IRB approval to conduct this research is needed. 

	Renewal
	FUNDING 
	If funded by DOD, does this research involve compensation to active-duty military personnel for participation in the research?

	Renewal
	FUNDING 
	If funded by DOD, has the researcher requested a waiver of consent for research meeting the Department of Defense Instruction 3216.02 definition of “Research Involving a Human Being as an Experimental Subject”?  This would include any non-exempt research involving an intervention or interaction with a human subject regardless of research risk. **IF SO, per 10 USC 980(b), and Department of Defense Instruction 3216.02 section 9.c, a waiver of consent for research involving a human being as an experimental subject must be approved by the Assistant Secretary of Defense for Research and Engineering, or the head of the Department of Defense component involved in the research.  

	Renewal
	FUNDING 
	If funded by EPA, is Subpart B invoked?  Subpart B: Prohibition of Research Conducted or Supported by EPA Involving Intentional
Exposure of Human Subjects who are Children or Pregnant or Nursing Women

	Renewal
	FUNDING 
	If funded by EPA, is Subpart C invoked?  Subpart C: Observational Research: Additional Protections for Pregnant Women and Fetuses
Involved as Subjects in Observational Research Conducted or Supported by EPA

	Renewal
	FUNDING 
	If funded by EPA, is Subpart D invoked?  Subpart D: Observational Research: Additional Protections for Children Involved as Subjects in
Observational Research Conducted or Supported by EPA

	Renewal
	FUNDING 
	If funded by EPA, is Subpart K invoked?  Subpart K: Basic Ethical Requirements for Third-Party Human Research for Pesticides Involving
Intentional Exposure of Non-pregnant, Non-nursing Adults

	Renewal
	FUNDING 
	If funded by EPA, be sure the following is noted within the determination letter and is accomplished by the PI: Submission of IRB determinations and approval to the EPA human subjects
research review official for final review and approval before the research can begin. **This is a TASK

	Renewal
	FUNDING 
	If funded by DoEN, has the researcher completed and submitted the “Checklist for IRBs to Use in Verifying That
HHS Research Protocols Are in Compliance with Department of Energy Requirements”.

	Renewal
	SUBJECTS
	Vulnerable Populations: Pregnant women /fetuses /neonates (Subpart B) potential subjects?

	Renewal
	SUBJECTS
	If Subpart B is invoked for fetuses, is the signature of both parents required? 

	Renewal
	SUBJECTS
	Vulnerable Populations: Prisoners (Subpart C) (requires review by prisoner advocate)

	Renewal
	SUBJECTS
	Vulnerable Populations: Children (Subpart D)

	Renewal
	SUBJECTS
	If Subpart D is invoked, has a waiver of parental permission been requested? 

	Renewal
	SUBJECTS
	Vulnerable Populations: Children (Subpart D) - WARDS

	Renewal
	SUBJECTS
	Vulnerable Populations: Diminished autonomy (due to illness, mental impairment, economic or educational status)

	Renewal
	SUBJECTS
	Vulnerable Populations: Non-English speaking (if expected, translations may be required)

	Renewal
	SUBJECTS
	Vulnerable Populations: Students, subordinate employees, or others potentially subject to undue influence or coercion are the target population

	Renewal
	SUBJECTS
	If yes to Students, Subordinates, etc., has appropriate approval been granted to include this subject population?

	Renewal
	SUBJECTS
	Vulnerable Populations: Other

	Renewal
	SUBJECTS
	Is selection of subjects equitable?

	Renewal
	SUBJECTS
	Payment/Reimbursement to Subjects?

	Renewal
	SUBJECTS
	If payment/reimbursement is proposed, is it reasonable?

	Renewal
	SUBJECTS
	If payment is $600 or greater, is there an adequate description of how subject confidentiality will be maintained with the Office of the Treasurer? (Ensure this issue is addressed in consent form)

	Renewal
	SUBJECTS
	Is cash offered as a form of compensation or reimbursement?

	Renewal
	SUBJECTS
	Does the subject have to pay for research related costs?



