New Protocol – 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

	Original Protocol
	Attributes
	Does the research fall under an IRB Authorization Agreement?  [Including facilitated review]

	Original Protocol
	Attributes
	Is CU the reviewing IRB?

	Original Protocol
	Attributes
	Is CU a relying site? [Including facilitated review]

	Original Protocol
	Attributes
	If CU is the relying site, is documentation of the reviewing IRB approval available for all the documents attached? [Including facilitated review]

	Original Protocol
	Attributes
	Is this a multicenter study? [Including facilitated review]

	Original Protocol
	Attributes
	Was CU’s applicable role appropriately selected in Rascal? [Including facilitated review]

	Original Protocol
	Attributes
	If CU is the lead site or CU is the primary recipient of a federal grant, is there a plan to monitor study at all sites and obtain IRB approval at all sites? [Including facilitated review]

	Original Protocol
	Attributes
	Will the research be conducted at non-Columbia performance sites under the direction of the CU investigator(s)?

	Original Protocol
	Background
	Is there a plan for statistical analysis of data?

	Original Protocol
	Background
	If applicable, does the protocol explain how the research differs from standard practice?

	Original Protocol
	Background
	If applicable, does the protocol explain which procedures are in excess of standard practice (e.g., survey, biopsy, radiation, etc.)?

	Original Protocol
	Background
	Has abbreviated submission been selected, but there is no stand-alone protocol attached?

	Original Protocol
	Background
	Does the abbreviated submission provide sufficient information to describe the Study Purpose and Rationale?

	Original Protocol
	Background
	Does the abbreviated submission provide sufficient information to describe the Study Design?

	Original Protocol
	Background
	Does the stand-alone protocol contain enough information to describe Statistical Procedures?

	Original Protocol
	Biological Specimens
	Will human specimens be collected and/or stored? [Including facilitated review]

	Original Protocol
	Biological Specimens 
	If yes, has the Biological Specimens section in Rascal been completed for each sample? [Including facilitated review]

	Original Protocol
	Devices
	Does the research involve an approved device? [Including facilitated review]

	Original Protocol
	Devices
	If yes, is documentation from the FDA of device approval, IDE or 510k approval included in the Rascal submission? [Including facilitated review]

	Original Protocol
	Devices
	Is the device being modified or used for a new indication?

	Original Protocol
	Devices
	Does the study involve the use of in-vitro diagnostic devices? [Including facilitated review]

	Original Protocol
	Devices
	Does the research involve an unapproved device? [Including facilitated review]

	Original Protocol
	Devices
	If yes, is the device a significant risk device?

	Original Protocol
	Devices
	If the PI has identified the device study as a non-significant risk, has the Sponsor provided an explanation of this determination? 

	Original Protocol
	Devices
	Are there costs to subjects associated with use of the investigational product?

	Original Protocol
	Consent Form
	Consent or Information Sheet required?

	Original Protocol
	Consent Form
	If Consent or Information sheet required, is it attached? [Including facilitated review]

	Original Protocol
	Consent Form
	The consent form includes a “key information” section with a concise and focused presentation of the key information about the research study.

	Original Protocol
	Consent Form
	Statement that involves research included? 

	Original Protocol
	Consent Form
	Research purpose included? 

	Original Protocol
	Consent Form
	Description of procedures included? 

	Original Protocol
	Consent Form
	Expected duration of participation included? 

	Original Protocol
	Consent Form
	Identification of experimental procedures included? 

	Original Protocol
	Consent Form
	Risks and discomforts included? 

	Original Protocol
	Consent Form
	Potential benefits included? 

	Original Protocol
	Consent Form
	Alternative procedures or treatment(s), if appropriate included? 

	Original Protocol
	Consent Form
	Provisions for confidentiality, FDA and/or sponsor (as applicable) may review research records included? 

	Original Protocol
	Consent Form
	Provisions for confidentiality, Cornell/NYP/CUIMC - "epic language" included? [Including facilitated review]

	Original Protocol
	Consent Form
	Provisions for confidentiality, CU IRB and OHRP may review research records included? [Including facilitated review]

	Original Protocol
	Consent Form
	Compensation for research-related injury, if greater than minimal risk included? [Including facilitated review]

	Original Protocol
	Consent Form
	Contact Information included? 

	Original Protocol
	Consent Form
	Research Qs included? 

	Original Protocol
	Consent Form
	Rights Qs included? 

	Original Protocol
	Consent Form
	Injury Qs, if applicable included? [Including facilitated review]

	Original Protocol
	Consent Form
	Voluntary participation and the right to discontinue participation without penalty included? 

	Original Protocol
	Consent Form
	[For applicable trials only or where the PI has obtained a CoC even for non funded research] Is Certificate of Confidentiality language included?

	Original Protocol
	Consent Form
	If participants are compensated $600 +, has appropriate language been added to the ICF? [Including facilitated review]

	Original Protocol
	Consent Form
	Additional elements, if appropriate: Unforeseeable risks statement

	Original Protocol
	Consent Form
	Additional elements, if appropriate: Termination of participation by PI

	Original Protocol
	Consent Form
	Additional elements, if appropriate: Additional Costs

	Original Protocol
	Consent Form
	Additional elements, if appropriate: Consequences of discontinuing participation

	Original Protocol
	Consent Form
	Additional elements, if appropriate: Notification of significant new findings

	Original Protocol
	Consent Form
	Additional elements, if appropriate: Approximate number of subjects

	Original Protocol
	Consent Form
	Additional elements, if appropriate: If subject is or becomes pregnant, study procedures may involve risks to the embryo or fetus which are currently unforeseeable (for intervention trials)

	Original Protocol
	Consent Form
	Additional elements, if appropriate: The subject’s biospecimens may be used for commercial profit and the subject will or will not share in this commercial profit.

	Original Protocol
	Consent Form
	Additional elements, if appropriate: A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions.

	Original Protocol
	Consent Form
	Additional elements, if appropriate: If known: the research might include whole genome sequencing (i.e. sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).

	Original Protocol
	Consent Form
	Additional elements, if appropriate: If subject is or becomes pregnant, study procedures may involve risks to the embryo or fetus which are currently unforeseeable (for intervention trials)

	Original Protocol
	Consent Form
	Subject will receive a signed copy of consent form [Including facilitated review]

	Original Protocol
	Consent Form
	Subjects are not waiving any of their legal rights by signing the consent form

	Original Protocol
	Consent Form
	Is there exculpatory language?

	Original Protocol
	Consent Form
	Appropriate reading/comprehension level?

	Original Protocol
	Consent Form
	Are the signature lines appropriate?

	Original Protocol
	Consent Form
	Translation needed?

	Original Protocol
	Consent Form
	If genetic testing per NYS 79-l is conducted, does the consent form contain all required elements? [Including facilitated review]

	Original Protocol
	Consent Form
	If the study involves the sharing of genomic data is appropriate language in the ICF?

	Original Protocol
	Consent Form
	If the IF policy applies, is there appropriate language in the ICF? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	Does the research involve an approved drug used in accordance with its approved indication?

	Original Protocol
	Drugs/Bologic
	Is an approved drug used outside of the approved indication?

	Original Protocol
	Drugs/Bologic
	Is a lawfully marketed in vitro diagnostic biological product proposed for use?

	Original Protocol
	Drugs/Bologic
	Is the in vitro diagnostic biologic product one of the following: a blood group in serum, reagent red blood cells or an anti-human globulin?

	Original Protocol
	Drugs/Bologic
	Is use of a placebo ONLY proposed? If yes, the IND requirements can be waived by the committee.

	Original Protocol
	Drugs/Bologic
	Does the research involve an unapproved drug? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	Is an IND # provided? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	Is documentation from the FDA of IND status included in submission? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	Is the IND holder CUIMC Faculty? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	If the IND holder is CUIMC Faculty, has all appropriate documentation been attached? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	Has the Medical Device/Drugs or Biologics section of Rascal been completed for each drug or device? [Including facilitated review]

	Original Protocol
	Drugs/Bologic
	Are there costs to subjects associated with use of the investigational product?

	Original Protocol
	Documents
	Are all required documents attached (e.g., IDB, protocol, consent documents, study instruments)? [Including facilitated review]

	Original Protocol
	Documents
	Are there any concerns with the content in the questionnaires or survey instruments?

	Original Protocol
	Documents
	Does the study involve the receipt of existing data or material?

	Original Protocol
	Documents
	If necessary, is a data transfer/use/usage agreement and/or MTA attached? [Including facilitated review]

	Original Protocol
	Documents
	Does the DUA/MTA or other such agreement comport with the protocol?

	Original Protocol
	Exempt Expedited
	Is the information on the Exempt and Expedited page consistent with the remainder of the submission?

	Original Protocol
	Funding
	Is this study federally supported?

	Original Protocol
	Funding
	Is CU the applicant organization?

	Original Protocol
	Funding
	Are there subcontract sites? [Including facilitated review]

	Original Protocol
	Funding
	If yes, are the subcontract sites listed, the FWA provided, and the procedures conducted at the subcontract sites described? [Including facilitated review]

	Original Protocol
	Funding
	Does this protocol meet the requirements for sIRB review under NIH or DHHS cooperative research requirements? [Including facilitated review]

	Original Protocol
	Funding
	If “federal and/or foundation” funding, has the Rascal proposal Tracking # been provided? [Including facilitated review]

	Original Protocol
	Funding
	Is the protocol funded by DOD, EPA, AHRQ, DOE, DOH, NIH, NSA?

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

	Original Protocol
	Funding
	If funded by DOD, which component(s) of the United States Department of Defence involved in this research? 

	Original Protocol
	Funding
	If funded by DOD, does the research propose to administer surveys or questionnaires, or do interviews with DoD personnel or their families? 
If yes: surveys must be submitted, reviewed, and approved by the DoD after the research protocol is reviewed and approved by the IRB.  When a survey crosses DoD Components, additional review is required:   
 o Component requirements (Army, Navy, Air Force) – research that crosses Commands requires additional review by a Component Survey Office  
o Research that crosses Components – review by Defense Manpower Data Center and Washington Headquarters Service  

	Original Protocol
	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)? 

	Original Protocol
	Funding
	If funded by DOD, does the research involve the recruitment of active-duty military personnel into more than minimal risk research and recruitment will occur in a group setting? If yes: the IRB shall appoint an ombudsman- The ombudsman shall not be associated in any way to the research and shall be present during the recruitment in order to monitor that the voluntary involvement or recruitment of the Service members is clearly and adequately stressed and that the information provided about the research is clear, adequate, and accurate.  The ombudsman should be available to address DoD-affiliated personnel’s concerns about participation.  If the study presents NO greater than minimal risk the IRB shall determine when it is appropriate to appoint an ombudsman.

NOTE: the following should be considered:
☐ Officers are not permitted to influence the decision of subordinates
☐ Officers and senior non-commissioned officers (NCOs) may not be present at the time of recruitment
☐ If applicable, officers and senior NCOs have a separate opportunity to participate
☐ Compensation is not offered for research during duty hours
☐ Federal employees while on duty and non-Federal persons may be compensated for blood draws for research up to $50 for each blood draw. 
☐ Non-Federal persons may be compensated for research participation other than blood draws in a reasonable amount as approved by the IRBs according to local prevailing rates and the nature of the research.

	Original Protocol
	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 

	Original Protocol
	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?

	Original Protocol
	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.

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

	 
	 
	If funded by DOD and there is a plan to obtain surrogate consent, please confirm the following condition is met: The research must intend to benefit the individual subject. 

	Original Protocol
	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.  If the waiver has not been obtained from the Assistant Secretary of Defense and Engineering, a waiver of consent cannot be approved by the IRB

	 
	 
	If funded by DOD and the research involves large-scale genomic data (LSGD) collected on DoD affiliates, DoD administrative and DoD Component security reviews must be conducted before research involving LSGD collected from DoD-affiliated personnel may begin. 
 NOTE: 
1- The disclosure of DoD-affiliated personnel’s genomic data may pose a risk to national security; Does the protocol describe administrative, technical, and physical safeguards commensurate with risk, including the secondary use or sharing of deidentified data or specimens?
2- A certificate of confidentiality (CoC) should be obtained

	 
	 
	 

	Original Protocol
	Funding
	If funded by DOD, the consent form/HIPAA authorization form includes the following:
The form includes a statement that the DoD or a DoD organization is funding the study.  
There is a statement that representatives of the DoD are authorized to review research records.
 Research-related injury: the disclosure includes provisions for research-related injury that follow the requirements of the Department of Defense component.
Exceptions to the CoC must be listed

	Original Protocol
	Funding
	If funded by DOD and this a multi-site research study, a formal agreement between organizations is required to specify the roles and responsibilities of each party

	Original Protocol
	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

	Original Protocol
	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

	Original Protocol
	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

	Original Protocol
	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

	Original Protocol
	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

	Original Protocol
	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”.

	Original Protocol
	Funding
	If funded by DoE, does FERPA regulation apply?

	Original Protocol
	Funding
	If FERPA applies, is consent from the student or his/her parent obtained?

	Original Protocol
	Funding
	If FERPA applies and a waiver of consent has been requested, does the research meet exemption from consent according to FERPA? If so, document in the notes section what applies

	Original Protocol
	Funding
	If funded by DoE, does PPRA regulation apply? 

	Original Protocol
	Future Use
	Does the study involve the future use of subjects’ data and/or specimens? If yes, does the consent form include specific information about the future use?

	Original Protocol
	Future Use
	Is the information within the submission consistent with how this section clarifies data and/or specimens will be retained for future use?

	Original Protocol
	Future Use
	Are all agreements noted/attached/mentioned to facilitate sharing of data and/or material?

	Original Protocol
	Future Use
	Is establishment of a repository described?

	Original Protocol
	Future Use
	If a repository is established, are there plans for governance of data retention and use included?

	Original Protocol
	Future Use
	Is use of an Honest Broker proposed?

	Original Protocol
	General Information
	Is the version number in the protocol version field consistent with the version of the attached standalone protocol? [Including facilitated review]

	Original Protocol
	General Information
	Is the title in the protocol title field consistent with the title provided in the attached documents? [Including facilitated review]

	Original Protocol
	General Information
	Is this a resubmission of a prior protocol?

	Original Protocol
	HIPAA
	Does this research study involve the creation, use, disclosure or access of protected health information (PHI)?

	Original Protocol
	HIPAA
	Is form A attached or all elements incorporated into the ICF?

	Original Protocol
	HIPAA
	If combined consent & HIPAA authorization form: There is a description of the information/PHI that will be disclosed in a specific and meaningful way

	Original Protocol
	HIPAA
	If combined consent & HIPAA authorization form: The persons or class of persons authorized to make the disclosure are listed.

	Original Protocol
	HIPAA
	If combined Consent & HIPAA Authorization form: The persons or class of persons to whom the covered entity may make the requested disclosure are listed

	Original Protocol
	HIPAA
	If combined consent & HIPAA authorization form: There is a statement of why the requested use or disclosure is made

	Original Protocol
	HIPAA
	If combined consent & HIPAA authorization form: There is a statement that the authorization does not expire or there is an expiration date

	Original Protocol
	HIPAA
	If combined Consent & HIPAA Authorization form: There is a statement that the individual may revoke the authorization in writing, and instructions on how to exercise such right (who does the individual need to write, name and address).

	Original Protocol
	HIPAA
	If Combined & HIPAA authorization form: There is a statement that subjects do not have to sign the Authorization, but if they do not, they may not participate in the Research.

	Original Protocol
	HIPAA
	If combined consent & HIPAA form: There is a statement about the potential for the PHI to be re-disclosed by the recipient and no longer protected by the Privacy Rule 

	Original Protocol
	HIPAA
	If combined consent & HIPAA authorization: [For blinded studies only]: Does the form include a notice that the subject will not generally have access to their PHI related to the research until after the study is completed?

	Original Protocol
	HIPAA
	Does the entire study qualify for a full waiver of authorization?

	Original Protocol
	HIPAA
	Is form B attached?

	Original Protocol
	HIPAA
	Does the study in part qualify for a full waiver of authorization? If so, ensure a Form B is attached. 

	Original Protocol
	HIPAA
	Is the PHI that will be used or disclosed limited to city, state, zip, dates (i.e., date of service/date of birth) and/or other numbers, characteristics or code not specifically included in the list of 18 identifiers?

	Original Protocol
	HIPAA
	Is form F attached or other DUA executed?

	Original Protocol
	HIPAA
	Will recruitment procedures include contacting potential subjects by an individual who does not have a treatment relationship (treatment, payment, operations) with the potential subject?

	Original Protocol
	HIPAA
	Is a form C attached?

	Original Protocol
	HIPAA
	Will screening procedures include identification of subjects by review of medical records or other restricted data by an individual who does not have legitimate access (treatment, payment, operations)? [Including facilitated review]

	Original Protocol
	HIPAA
	Is form D attached? [Including facilitated review]

	Original Protocol
	HIPAA
	Is it clear from the research proposal that decedent health information will be used or disclosed as a result of this research?

	Original Protocol
	HIPAA
	Is form E attached?

	Original Protocol
	HIPAA
	Have all 18 HIPAA identifiers been removed from the data?

	Original Protocol
	HIPAA
	Is form G attached? [Including facilitated review]

	Original Protocol
	HazMats
	Does the research involve the use of radiation beyond standard practice or solely for research purposes? (i.e., strong radio frequency, x-ray, fluoroscopy) [Including facilitated review]

	Original Protocol
	HazMats
	If yes, has appendix H been attached? [Including facilitated review]

	Original Protocol
	HazMats
	Does the research involve the use of an investigational Radioactive Drug? [Including facilitated review]

	Original Protocol
	HazMats
	If yes, has appendix H been attached, or will the research be conducted under an IND? [Including facilitated review]

	Original Protocol
	HazMats
	Does the research involve the use of a class 3 or 4 laser? [Including facilitated review]

	Original Protocol
	HazMats
	If yes, has appendix D been attached? [Including facilitated review]

	Original Protocol
	HazMats
	Does the research involve potentially infectious agents? [Including facilitated review]

	Original Protocol
	HazMats
	If yes, has appendix A been attached? [Including facilitated review]

	Original Protocol
	HazMats
	Does the research involve controlled substances? [Including facilitated review]

	Original Protocol
	HazMats
	If yes, has the appendix I been attached? [Including facilitated review]

	Original Protocol
	HazMats
	Does the research involve recombinant DNA and/or Gene Transfer? [Including facilitated review]

	Original Protocol
	HazMats
	If yes, has appendix M been attached? [Including facilitated review]

	Original Protocol
	Imaging/Radiation
	Does the study involve imaging procedures beyond standard of care (SOC) and performed only for research purposes? [Including facilitated review]

	Original Protocol
	Imaging/Radiation 
	Does the study involve MR scanning with imaging procedures performed beyond those that would be used for clinical diagnostic or treatment purposes? and was an appendix R submitted? [Including facilitated review]

	Original Protocol
	Imaging/Radiation
	Is there a plan for incidental findings (IF) review of the required images? [Including facilitated review]

	Original Protocol
	Imaging/Radiation
	If high density images are included as research procedures and the PI is qualified to return the information, does the consent include the following IF statement: Although the imaging you will have in this study is being undertaken for research purposes only, it is possible that doctors may notice something that could be important to your health. Although not likely, it is possible that the doctors may notice something that may be very serious and could immediately affect your life. If so, we will contact you to explain what was observed. If you so desire, we will also talk with your private physician. If you do not have a private physician, we will refer you to an appropriate clinic for follow-up. It will be your choice whether to proceed with additional tests and/or treatments to evaluate what we observed, and you or your insurer will be responsible for these costs.

	Original Protocol
	Imaging/Radiation
	If high density images are included as research procedures, and the PI is NOT qualified to return the information, does the consent include the following IF statement: Although the imaging you will have in this study is being undertaken for research purposes only, it is possible that doctors may notice something that could be important to your health. Although not likely, it is possible that the doctors may notice something that may be very serious and could immediately affect your life. If so, a doctor working with our research team will contact you to explain what was observed. If you so desire, we will also talk with your private physician. If you do not have a private physician, we will refer you to an appropriate clinic for follow-up. It will be your choice whether to proceed with additional tests and/or treatments to evaluate what we observed, and you or your insurer will be responsible for these costs.

	Original Protocol
	Imaging/Radiation 
	Does the notes section include the following reminder for the determination letter: “At the time of a continuing review of an IF Study in which an IF of Clinical Significance has been reported to the PI, the PI should provide the IRB with the following information: the number of Required Review Images, the subject’s study number, the type of scan, the date of the scan and a description of the IF of Clinical Significance. In addition, the PI should indicate the date of communication with the subject and the outcome, if known, for each IF or Clinical Significance.”

	Original Protocol
	Locations
	Are the sites included in Rascal’s Locations section? [Including facilitated review]

	Original Protocol
	Locations
	Is local IRB review required? 

	Original Protocol
	Locations
	Is approval documentation for local IRB attached?

	Original Protocol
	Locations
	If the study is federally supported, is an FWA needed for each site? [Including facilitated review]

	Original Protocol
	Locations
	If special authorization/approval is required from the other performance sites (e.g. school, nursing homes), is authorization/approval documentation attached [Including facilitated review]

	Original Protocol
	Locations
	Are any of the sites under the purview of the Columbia researcher international sites? Is the international site in a sanctioned country? [Including facilitated review]

	Original Protocol
	Locations
	If research will be conducted in a NYC public school, is approval from the NYC Dept. of Education IRB being sought?

	Original Protocol
	Personnel
	Does PI have appropriate expertise and is PI qualified per CU policy? [Including facilitated review]

	Original Protocol
	Personnel
	  If the study involves clinical procedures, are qualified medical professionals listed?

	Original Protocol
	Personnel
	  If the PI is not a clinician, has a physician been named as co-Investigator to take responsibility for the clinical procedures? [Including facilitated review]

	Original Protocol
	Personnel
	Are HSP training requirements met? [Including facilitated review]

	Original Protocol
	Personnel
	Are HIPAA training requirements met? [Including facilitated review]

	Original Protocol
	Personnel
	Are MINORS training requirements met? [Including facilitated review]

	Original Protocol
	Personnel
	Are FDA training requirements met? [Including facilitated review]

	Original Protocol
	Personnel
	Are Genetic Research training requirements met? [Including facilitated review]

	Original Protocol
	Personnel
	Are GCP training requirements met? [Including facilitated review]

	Original Protocol
	Personnel
	If study originates from the Department of Pediatrics, has the QA Monitor for Dept. of Pediatrics been listed as the Department Approver? [Including facilitated review]

	Original Protocol
	Personnel
	If study originates from the College of Dental Medicine, has an appropriate approver been added? [Including facilitated review]

	Original Protocol
	Personnel
	If study enrolls participants from the Emergency Department, has an ED study team member been added? [Including facilitated review]

	Original Protocol
	Privacy & Data Security
	Are there adequate plans to protect privacy of the subjects and confidentiality of the data?

	Original Protocol
	Privacy & Data Security
	Is there a request to disclose SSN outside of Columbia? If yes, a Privacy & Security Agreement will be needed. [Including facilitated review]

	Original Protocol
	Privacy & Data Security
	Is there no federal funding associated with this protocol, but the researcher has asked for a Certificate of Confidentiality Attestation?

	Original Protocol
	Procedures
	Has the NCT number been provided? [Including facilitated review]

	Original Protocol
	Procedures
	Is review by Cancer Committee (PRMC) required? [Including facilitated review]

	Original Protocol
	Procedures
	If cancer-related research, has the applicable field been selected under the ‘Cancer-related research’ section? [Including facilitated review]

	Original Protocol
	Procedures
	Does the research involve genetic testing as defined by NYS 79-L? [Including facilitated review]

	Original Protocol
	Procedures
	Will the results of the genetic test be given to the subjects and/or placed in their medical records?

	Original Protocol
	Procedures
	Does the protocol involve Gene Transfer? If yes, ensure HAZMAT Appendix M has been filed. [Including facilitated review]

	Original Protocol
	Procedures
	Does the protocol generate large scale genomic data? If so, confirm appropriate language as per the Genomic Data Sharing Policy are listed within the consent form (recommend this to be added if the protocol is not federally funded).

	Original Protocol
	Procedures
	Does the protocol involve human embryos or human embryonic stem cells?

	Original Protocol
	Procedures
	If the protocol involves human embryonic stem cells, has the Columbia University Human Embryonic and Human Pluripotent Stem Cell Research Committee’s review and approval been obtained? [Including facilitated review]

	Original Protocol
	Protocol
	Does this protocol meet the definition of Research?

	Original Protocol
	Protocol
	Does this protocol include research with Human Subjects?

	Original Protocol
	Protocol
	Does this protocol qualify for review under an Exempt category?

	Original Protocol
	Protocol
	Does the research qualify for exemption under a limited IRB review process?

	Original Protocol
	Protocol
	Is this protocol a clinical investigation?

	Original Protocol
	Protocol
	Is there enough information within the submission for an IRB to meet criteria for approval?

	Original Protocol
	Protocol
	Are risks adequately described?

	Original Protocol
	Protocol
	Are risks appropriate to study design?

	Original Protocol
	Protocol
	Are risks minimized?

	Original Protocol
	Protocol
	Does the protocol present the prospect of direct benefit to participants?

	Original Protocol
	Protocol
	Are the potential benefits accurately described?

	Original Protocol
	Protocol
	Is the Risk/Benefits ratio acceptable?

	Original Protocol
	Protocol
	Determination of Risk Level: Minimal Risk?

	Original Protocol
	Protocol
	Determination of Risk Level: Greater than Minimal Risk?

	Original Protocol
	Protocol
	Is a DSMB necessary (e.g. Phase III clinical trial)

	Original Protocol
	Protocol
	If a multi-site, Phase III clinical trial, is there a DSMB?

	Original Protocol
	Protocol
	If the study presents more than minimal risk, is a data and safety monitoring plan included?

	Original Protocol
	Protocol
	Are home visits proposed? [Including facilitated review]

	Original Protocol
	Protocol
	If home visits are proposed, has the checklist been provided? [Including facilitated review]

	Original Protocol
	Protocol
	Are individuals who reside within the EEU targeted for enrollment? 

	Original Protocol
	Protocol
	If GDPR applies, does the consent form include appropriate language? [Including facilitated review]

	Original Protocol
	Recruitment Consent
	Will screening procedures include identification of subjects by review of medical records or other restricted data by an individual who does not have legitimate access (treatment, payment, operations)? [Including facilitated review]

	Original Protocol
	Recruitment Consent
	Will recruitment procedures include contacting potential subjects by an individual who does not have a treatment relationship (treatment, payment, operations) with the potential subject? [Including facilitated review]

	Original Protocol
	Recruitment Consent
	Recruitment procedures described/included?

	Original Protocol
	Recruitment Consent
	Will identifiable private information or identifiable biospecimens be obtained by accessing records OR through communication for the purposes of recruiting, screening or determining eligibility?

	Original Protocol
	Recruitment Consent
	Recruitment materials attached?

	Original Protocol
	Recruitment Consent
	Recruitment materials appropriate?

	Original Protocol
	Recruitment Consent
	If identification of prospective subjects by review of medical records or other restricted data, are procedures for accessing the data appropriate?

	Original Protocol
	Recruitment Consent
	Does the research study involve deception of the subjects?

	Original Protocol
	Recruitment Consent
	If deception is involved, is a debriefing form included and/or a debriefing plan described?

	Original Protocol
	Recruitment Consent
	If a debriefing form will be used, is the debriefing form/plan acceptable?

	Original Protocol
	Recruitment Consent
	Waiver of some/all elements of informed consent requested?

	Original Protocol
	Recruitment Consent
	If Waiver of some/all elements of informed consent requested - is justification provided and satisfactory?

	Original Protocol
	Recruitment Consent
	Is same day consent proposed?

	Original Protocol
	Recruitment Consent
	If same day consent proposed, will informed consent be obtained at a reasonable time with respect to enrollment in the study?

	Original Protocol
	Recruitment Consent
	Is remote consent proposed?

	Original Protocol
	Recruitment Consent
	Is e-consent proposed?

	Original Protocol
	Recruitment Consent
	Is remote e-consent proposed?

	Original Protocol
	Recruitment Consent
	If greater than minimal risk, is special consideration needed for who will be authorized to obtain consent?

	Original Protocol
	Recruitment Consent
	Does the research involve enrolling subjects who may lack the capacity to provide informed consent

	Original Protocol
	Recruitment Consent
	If the research proposed enrollment of subjects who may lack the capacity to provide informed consent, is a plan to assess capacity provided?

	Original Protocol
	Recruitment Consent
	If the research proposed enrollment of subjects who may lack the capacity to provide informed consent, is the plan to assess capacity acceptable?

	Original Protocol
	Recruitment Consent
	Does the research involve enrolling subjects who may lack the capacity to provide informed consent, has an exception of person to assess capacity been requested?

	Original Protocol
	Recruitment Consent
	If the research proposed enrollment of subjects who may lack the capacity to provide informed consent, does the study present greater than minimal risk to subjects with no prospect of direct benefit?

	Original Protocol
	Recruitment Consent
	If subjects lack capacity for consent, is surrogate consent proposed?

	Original Protocol
	Recruitment Consent
	Are proposed surrogate consent procedures consistent with state and federal laws/regulations and institutional policy?

	Original Protocol
	Recruitment Consent
	The circumstances of the consent process minimize the possibility of coercion or undue influence.

	Original Protocol
	Recruitment Consent
	The Informed consent process describes that it will begin with a concise and focused presentation of the key information about the research study.

	Original Protocol
	Recruitment Consent
	The informed consent process describes that potential subjects will have an opportunity to discuss the information.

	Original Protocol
	Recruitment Consent
	The informed consent process as a whole will present information in sufficient detail relating to the research study.

	Original Protocol
	Recruitment Consent
	Is assent for minors required?

	Original Protocol
	Recruitment Consent
	If yes, have local laws for age of majority and requirements for parental or surrogate consent been considered?

	Original Protocol
	Recruitment Consent
	Waiver of written documentation of informed consent requested

	Original Protocol
	Recruitment Consent
	If waiver of written documentation of informed consent requested, is justification attached?

	Original Protocol
	Recruitment Consent
	If justification for waiver of written documentation of informed consent provided, is justification satisfactory?

	Original Protocol
	Subjects
	Subject demographic information in Rascal subjects section complete? [Including facilitated review]

	Original Protocol
	Subjects
	Subject demographic information in Rascal consistent among subjects section, protocol and consent form?

	Original Protocol
	Subjects
	Vulnerable Populations: Pregnant women /fetuses /neonates (Subpart B) potential subjects?

	Original Protocol
	Subjects
	If Subpart B is invoked for fetuses, is the signature of both parents required? 

	Original Protocol
	Subjects
	Vulnerable Populations: Prisoners (Subpart C) (requires review by prisoner advocate)

	Original Protocol
	Subjects
	Vulnerable Populations: Children (Subpart D)

	Original Protocol
	Subjects
	If Subpart D is invoked, has a waiver of parental permission been requested? 

	Original Protocol
	Subjects
	Vulnerable Populations: Children (Subpart D) - WARDS

	Original Protocol
	Subjects
	Vulnerable Populations: Diminished autonomy (due to illness, mental impairment, economical or educational status)

	Original Protocol
	Subjects
	Vulnerable Populations: Non-English speaking (if expected, translations may be required)

	Original Protocol
	Subjects
	Vulnerable Populations: Students, subordinate employees, or others potentially subject to undue influence or coercion are the target population

	Original Protocol
	Subjects
	If yes to Students, Subordinates, etc, has appropriate IO approval been granted to include this subject population?

	Original Protocol
	Subjects
	Vulnerable Populations: Other

	Original Protocol
	Subjects
	Is selection of subjects equitable?

	Original Protocol
	Subjects
	Payment/Reimbursement to Subjects?

	Original Protocol
	Subjects
	If payment/reimbursement is proposed, is it reasonable?

	Original Protocol
	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) [Including facilitated review]

	Original Protocol
	Subjects
	Is cash offered as a form of compensation or reimbursement? [Including facilitated review]
NOTE: this option should be proposed only when the preferred options (paycards/check/digital payment via TruCentive) are not feasible, e.g., due to technology challenges for subjects or cultural norms, and adequate justification is provided. 
Notify Brenda Ruotolo if justification for use of cash was provided. CUIMC Controller’s Office will be notified so they are aware and can assist with setting up the petty cash account.


	Original Protocol
	Subjects
	Does the subject have to pay for research related costs?

	Original Protocol
	Subjects
	If proposed that subject pays for research related costs, is this acceptable?



