New Study Submitter Checklist

Instructions: Use this form to help you with submitting a New Study. Mark off completed items using the checkbox on the left. This is not meant to be a complete guide. 

Project ID: 
Title: 
Principal Investigator: 

Part 1: Workflow for Submitting a Study in ETHOS

· Review the protocol and all other documents the sponsor has provided. This will allow you to submit the study as accurately as possible. 
· Draft the consent form, if applicable. Guidance is provided on the required elements in the consent form section. 
· Complete the ETHOS smart form. All applicable sections should be filled out in their entirety.
· There are several sections that are not marked as required. If a section applies to a study you are submitting, it must be completed. 
· Notify the PI once the submission has been completed. 

Part 2: Key Study Documents and Considerations
Protocol
· The protocol is typically provided by the sponsor. Please submit the most recent version of the protocol. For sponsor protocols, PDF or word versions of the document are acceptable. 
· If the protocol has been developed locally, and the study is a sponsor-investigator study, please ensure a protocol with a comprehensive description of the methodology, design, procedures, inclusion/exclusion criteria, risk-benefit analysis, monitoring, and scientific justification for the study are being submitted. 
· You may use departmental protocol templates if one has been constructed by your department, or you are required to use a department template.
· There are protocol writing resources provided on the ORRA website

Consent Forms
· UTSW HRPP Provides Informed Consent Document templates. While the use of these templates is not required, they are STRONGLY recommended:
· If using the UTSW consent template, the footer with the template version and date must be present. It is recommended that you download the consent template from the HRPP website each time you need to construct a consent to ensure this is accurate.
· For studies relying on a non-UTSW IRB, please ensure the inclusion of UTSW boilerplate language found at the bottom of the ORRA Forms webpage 
· Concise summary (required if HHS funded, recommended for all)
· Purpose of study
· Duration of participation
· Major requirements of study
· Potential benefits
· Significant risks of participation
· Statement noting that participation is voluntary.
· Required elements of consent for all research studies (45 CFR 46.116):
· A statement that the study involves research.
· An explanation of the purposes of the research
· The expected duration of the subject's participation
· A description of the procedures to be followed.
· Identification of any procedures which are completed for research purposes.
· A description of any reasonably foreseeable risks or discomforts to the subject
· If research radiation procedures are being performed, please ensure that the appropriate SHUR radiation risk language has been added to the risk section
· The frequency and severity of the risks associated with all research procedures must be delineated in the consent form. 
· A description of any benefits to the subject or others which may reasonably be expected from the research.
· A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.
· A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.
· For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained.
· An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject.
· A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled.
· Sharing Identifiable information? If yes, one of the following statements about research that involves the collection of identifiable private information or identifiable biospecimens should be included.
· A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility, OR
· A statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used, or distributed for future research studies: 
· Additional elements (if required by the IRB)
· A statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit. 
· The required NationalClinicalTrial.gov (NCT.gov) registration statement must be present in the consent form if the study is considered a clinical trial, and registration is required.
· The template language for this statement can be found in the UTSW consent form template. 
· A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions and provide subject opportunity to object. 
· (Note: This should also be indicated in ETHOS Section 6.0 #7 and then Section 6.1 should be completed.)  
· For research involving biospecimens, whether the research will (if known) or 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)
· If whole genome sequencing, or other genetic testing is being performed, the genetic risk statement from the UTSW consent template must be included. 
· For studies where genetic testing and whole genome sequencing are being performed, the required GINA (Genetic Information Nondiscrimination Act) language should be present in the confidentiality section of the consent form. This language can be found on the UTSW consent template. 
· Section 6 #7 in ETHOS should also have “Genetic identification, gene mapping, genomic analysis, or DNA screening of biospecimens Proteomic or IHC and/or other -omics analysis” selected. 
Drug and Device Documentation
· If the study is considered an investigational drug, the IND/IDE number or approval letter associated with the study must be provided. 
· Note: The IRB is required to ensure that an IND/IDE is in place.
· If there is a commercial/academic sponsor, they should be able to provide adequate documentation.
· Please note, all drugs/devices that are required agents for a study must be included in the smart form in ETHOS. This includes standard of care, investigational, pre-medication, contrast agents, etc. 
· If a test article is not FDA approved, and may be considered IDE/IND exempt, please ensure the smart form for that test article is filled out correctly.
· More information on how to fill out this section in ETHOS is included below. 

Part 3: Core ETHOS Sections
Section 1.0 Intake Questions / Basic Study Information
· Please fill out all portions of this section. 
· Selections made in this portion of the smart form will determine how the rest of the smart form is generated. 
· Expedited and Full board studies should select “Human Research or Clinical Investigation.”
Section 2.0 Study Identification
· Please fill out all applicable sections. Many are required; however, if they apply to your study, it should be filled out to its entirety.
·  #2 NCT number from ClinicalTrials.gov is required for all clinical trials. 
· The consent forms for FDA-regulated clinical trials must also have the CT.gov statement found in the UTSW ICF template included exactly as it is written.
· If registration is required, determine who will submit the study to clinicaltrials.gov or reach out to the Regulatory Support Office.
Section 3.0 Study Personnel
· Add all personnel that will be engaged in the research project. 
· Personnel must have completed the required CITI trainings and have access to the system to be added to the study. Access requests can be made here: Request Access Authorization to a Research System.
· All studies are required to list a primary coordinator and a primary administrative contact. The individuals listed in this section should be the main clinical research coordinator for the study and the main regulatory contact. 
· Please note that these listed individuals will receive updates from the ETHOS system. Choosing appropriate personnel for these duties is imperative. 
· Check with all study team members to see if any have a conflict of interest. If any personnel are conflicted, upload their COI Management Plan and add the COI language to the study’s consent form(s). 
Section 3.1 Training Completion Dates and Study Roles
· CITI Training is required for all study personnel.
· HIPAA for Research (required once for all research activities)
· Human Subjects Protections (HSP) (refresher required every 3 years for all research activities)
· Good Clinical Practice (GCP) (refresher required every 3 years for clinical trials) 
Section 4.0 Study Funding and Other Support
· Studies without funding are considered internally funded (“Internal – Departmental”).
· Funding agreements include contracts like clinical trial agreements, grants, and flowthrough agreements. Data use agreements, data transfer agreements, and material transfer agreements do not cover funding and will be included in Section 10.0.
· Study Funding (4.1): List all that apply. There may be multiple funding sources.
· Federal – Department of Health and Human Services
· Federal – Department of Defense 
· Industry – For Profit (verify if contract or subcontract; list all collaborators, if applicable)
· Private - Non-Profit (verify if contract or subcontract; list all collaborators, if applicable)
· Public - State of Texas
· Public - Local Government; Academic (including federal pass throughs) (some local government grants may have grant documents, be sure to upload grant documents to any subsequent Funding question)
· Academic (including federal pass through)
· Internal – Departmental
Section 5.0 Performance Sites
· Please list all affiliated sites that you intend to include in the research study.
· If a community site is taking part in the research study. Please add them under question 2.0. 
· A letter of support must be provided if research activities are occurring at a non-affiliated site/community partner. 
Section 5.1 Multi Site Study
· If UTSW is serving as the IRB of record for this study, please ensure all sIRB documentation is provided. 
· Note: You should have already submitted the sIRB Reliance Request before submitting in ETHOS.  There are agreements and fee quotes for sIRB review fees that must be established before UTSW can serve as the IRB of record for other study sites. 
· UTSW serves as Single IRB (sIRB): (Section 5.1 in ETHOS): 
· If yes, complete the following:
· Has a Reliance Request been submitted?
· UTSW IRB serving as the IRB of record for non-affiliated sites? (Question 6-6.1 in section 1.0 of ETHOS)
· Has Local Context Form (Form AA) been uploaded (Question 16.0 of section 6.0 in ETHOS). Other Essential Documents (Question 16.0 of section 6.0 in ETHOS): 
· Reliance Agreement
· Relying Site Consent Form(s)
· Relying Site HIPAA(s)
· Form A5* 
· Advertisement(s)*
· *Provide only if different from UTSW’s
· If no, this section should not populate and the above can be disregarded.

· UTSW relies on external IRB (Reliance section). 
· If yes, complete the following: 
· Has a Reliance Request been submitted?
· Has UTSW local context language been added to ICF?
· Do you have site approval for UTSW from central IRB and all applicable stamped documents to upload into ETHOS Section 9.0?
· If no, this section should not populate and the above can be disregarded.
Section 6.0 Study Summary/Consent Forms
· Primary Aim (Question 1 and 2 of section 6.0 of ETHOS): Use PI’s protocol or sponsor’s protocol to help assist with completing this section.  It is important to include succinct details in this section. 
· Define the type of study (Question 3 in section 6.0 of ETHOS)
· Human interaction-not testing an intervention.
· Human interaction-testing an intervention.
· Use of identifiable data of biospecimens only without interaction with subjects
· List the Study Interventions (Section 6.0 of ETHOS Question 4): Be sure to distinguish procedures that are standard of care versus those being done for research purposes only based on PI determination. The consent form must have clear statement about which procedures are conducted for research purposes only. 
· Note: The PI determination of what is standard of care versus research will not necessarily match what the sponsor pays for (e.g., PET/CT is standard of care but being paid for by the sponsor).
· Methods & Procedures:
· Make appropriate selection in question 7 in section 6.0 of ETHOS.
· Genomic Analysis (Section 6.0 #7)
· Ensure genomic informational risk language and the Genetic Information Nondiscrimination Act (GINA) template language present in ICF.
· Returning Clinically Relevant Results
· Evaluate if the information learned in the clinically relevant results are critical to the management of the participant’s health in the immediate or near future – be sure to include language in consent form (based on template)
· If you do intend to return clinically relevant results, then please ensure that it is selected in section 6 question 7. 
· Is there a plan in place? Ensure section 6.1 of the smart form is filled out with the plan you intend to follow.
· Institutional Reimbursement Requirement: Will participants be paid/reimbursed for their participation in the study (Cash Flow-through UTSW)? 
· If yes, complete the following:
· Paid= compensated for time spent in study/travel/off from work, etc. Reimburse= compensating participants based on certain expenditures they have already incurred due to participation in the research.  Receipts are required Tokens of appreciation= swag bags, t-shirts, toys 
· Does the study team plan to give subjects a gift card/gift cards worth $25 or less?
· Study team should obtain a waiver from SPA if amount is over $25 (ClinCard Waiver Form)
· Are there payments to study subjects (flowing through UTSW)? [Requires the use of the ClinCard.]
· Was the ClinCard language added to the consent form? 
· This language can be found in the UTSW consent template. 
· Subject Costs: Cost section of consent form must be consistent with contractual obligations or grant requirements.
· verify language with Clinical Trial Agreement (CTA) or grant.
· Compensation for injury wording (contained Consent templates and Question 10.2 in section 6.0 of the smart form):
· Includes exculpatory language.
· Ensure this section does not include exculpatory language. (e.g., “By agreeing to participate, you waive any right to seek compensation or legal remedy for injuries that may result from this study.”)
· Is the language consistent with the contractual language? Note: Changes to the consent form might be required once the contract is negotiated and congruency review takes place.
· Data Safety Monitoring Plan (Section 6.0 #15.1 - 15.4)– Required for all Full Board studies and strongly recommended for Repositories.
· Information pertaining to the DSMP can typically be found in the protocol. This section, though not required, should be filled out if applicable.
Section 7.1 Population Summary
· Study Populations (ETHOS Section 7.1 #5): 
· Employees of the study site 
· Select this for faculty and staff if they are being targeted.
· Children / Neonates >30days?
· Complete section 8.1
· Select this also if you are collecting information on a child of a pregnant partner or participant past the 30-day mark. 
· Non-English Speakers?
· If there is a prospect for direct benefit, non-English speakers should be selected. If you do not intend to enroll non-English speakers, justification for this decision must be provided. 
· Normal Healthy Volunteers?
· Resident/Fellow as subjects?	 
· Students or Trainees as subjects?
· Graduate School Students?	
· School of Health Professions Students? 	
· Consider selecting “UT Southwestern Student, Residents, and Fellows.”
· Patients?
· Adults Cognitively Impaired? 
· Complete Section 8.2
· Select this is there is a reasonable possibility that you will enroll subjects who are cognitively impaired or may become cognitively impaired during their participation period. 
· Pregnant Women, Fetuses, Neonates?
· Complete section 8.3
· If there are plans to collect pregnancy outcome data on child after the 30 days, then must selection Children in Section 7.1 #5 and complete Section 8.1
· This should be selected if there is a pregnant partner/participant consent form.
· Prisoners/Detainees
· A review by a prisoner representative on the IRB committee will be required. 	
Section 7.2 Identification/Recruitment Plans
· Recruitment (Section 7.1 #1): Recruitment starts the informed consent process.
· Will records be screened? If yes, you will need a partial waiver of HIPAA authorization in Section 11.0
· Will you call potential participants to inform them of the study? If yes, you will need a phone script (template Form E.O)
· Will you email potential participants to inform them of the study?  If yes, you will need the email script (template Form E.O1)
· Will you ask potential participants to refrain from doing something they normally would (fast, not take medication, etc.) If yes, this is considered a research procedure for which you will need informed consent (consider a waiver of documentation of consent (ETHOS Section 12) and including a phone script)
· Recruitment Materials (Section 7.2) 
· Does the study team plan to use social media as a recruitment method?
· the study team must provide documentation of approval by the appropriate individuals.
· To obtain approval for recruitment materials using the UTSW logo, please submit an approval request via a “ticket” in ServiceNow. Approval from CMPA is required for the use of any documents that are participant facing and contain the UTSW logo.
·  ServiceNow
· Does the team plan to use MyChart bulk messaging for recruitment? Approval from the myChart bulk messaging team may be requires. 
· Kathleen.Esselink@UTSoutwestern.edu
Section 10.0 Data/Specimen Sharing
· Data and Specimens Sharing (Section 10.0): 
· This section should be completed for data or specimens that are being shared with external entities.
· In the case where data/specimen sharing is not covered in an agreement and identifiable information or specimens are being shared, a DUA or MTA will be needed, and you will need to insert the applicable DUA/MTA number in this section.  This can be done during initial review or during a Modification.
Section 13.0 Confidentiality
· If NIH funding is present for a study, then the response to question 1 is section 13 should be “yes.”
· The NIH typically extends a certificate of confidentiality for studies they fund and it serves as additional protection for participant data
· Information provided in this section should be in line with all other response in the ETHOS smart form, including, but not limited to, section 11, 10, 6, 18, etc.


Part 4: Vulnerable Populations
Section 8.1 Children
· For this section to correctly populate, please ensure “Children” is selected in section 7.1 #5.
· If the Children are considered “Wards of the State” (in foster care etc.) a request to include these individuals in the study must be obtained from the Texas Department of Family and Protective Services (TDFPS)
· There are some exceptions to this requirement. For more information, please visit; Requesting Information for Research from DFPS
· The entire section of 8.1 should be filled out. Sufficient information for the consent, assent, and general process of the study team will enroll/recruit these subjects must be provided. 
· Please ensure that you are accurately filling out #3 in this section. The answer to this question must be true for all groups participating in the research (placebo and treatment arms). The response to this question should match what is present in the protocol and consent. 
· Minimal Risk (c: 45 CFR 46.404)
· Greater than Minimal Risk; Direct Benefit (c: 45 CFR 46.405) 
· Greater than Minimal Risk; No Direct Benefit (c: 45 CFR 46.406)
· Research not otherwise approvable (c: 45 CFR 46.407)
· 45 CRF 46 Subpart D
· Reconsent Plan at age 18 should be present. If you do not intend to reconsent at the age of majority, sufficient justification should be provided. 
· Assent documentation should be in line with local institution expectations outline in the HRPP policies and procedures. 
Section 8.2 Persons with Cognitive Impairment 
· For this section to correctly populate, please ensure “Persons with Cognitive Impairment” is selected in section 7.1 #5 in ETHOS.
· If there is a population you intend include in a research study that is currently cognitively impaired or has the potential to be cognitively impaired during their participation in the research study, this population should be selected. 
· Information regarding the consent process using an LAR should be present in section 7.2 under the population this applies to. 
· The protocol must outline how the study team/investigator will determine whether or not a subject is able to provide consent. This information should also be present in section 8.2 #2. 
· Clinical measurement used can be the Galveston Orientation and Amnesia Test (GOAT) assessment of Glassgow Coma Scale (GCS). Other assessments and determinates may also be used. 
· If the impairment is expected to wax and wane, an appropriate plan should be provided to ensure the subject is continuously evaluated on whether they are able to consent. 
· Evaluate whether participants will be fully Cognitively impaired or will lose ability during course of study.
· Note: If yes, and LAR signature box will be required on the ICF.
· Inclusion of decisionally impaired adults in research must be in line with local institution expectations outlined in the HRPP policies and procedures. 
Section 8.3 Pregnant Women, Fetuses, Neonates
· For this section to correctly populate, please ensure “Pregnant Women, Fetuses, Neonates” is selected in section 7.1 #5 in ETHOS.
· If pregnant partners/subjects will be followed as an incidental (not the main subject population) population, they should be listed in section 7.2, and this section should be populated. 
· An appropriate selection for #1 of this section should be made, depending on the level of participation outlined in the protocol. 
· Research involving pregnant women or Fetuses (45 CFR 46.204)
· Research involving Neonates (45 CRF 46.205)
· Research involving the Placenta, dead fetus, or fetal material (45 CRF 46.206)
· Research not otherwise approvable (45 CRF 46.207)
· 45 CRF 46 Subpart B
· Consent is typically appropriate for this subject population. If you intend to do pregnancy follow-up, or the research population is pregnant individuals for the study, please ensure a consent form has been provided. 

Part 5: Consent and HIPAA Waivers
Section 11.0 Waiver/Alteration of HIPAA Authorization
· Standalone HIPAA Authorization Form: 
· For NCI/CIRB & NMDP IRB studies – these IRBs will not serve as the privacy board. Check with sIRB if they will also be the privacy board to assist with determination.  
· If a standalone authorization is being used, please upload this in section 6 #12 in the ETHOS smart form. 
· Other Languages:
· If you are including standalone authorizations for other languages, please ensure a certificate of translation is present in the submission for the use of this document. 
· Waivers/Alterations: 
· Full Waiver of HIPAA Authorization 
· Collecting PHI without obtaining written authorization from each subject
· This is typically used for retrospective chart review studies.
· Partial Waiver of Authorization
· Reviewing of collecting PHI prior to obtaining authorization from the subject, where written authorization will be obtained at the time of consent.
· a waiver used only for recruiting/screening data 1.8 with the HIPAA waiver in ETHOS)
· Alteration of Signed Authorization
· Obtaining verbal consent and authorization with no expectation for a written, signed document.
· This is typically required when using a short form consent, as a short form does not include HIPAA authorization language.
· Alteration of Authorization
· Modifying or excluding one or more required elements of the research authorization
· This alteration is not typically used.
· Decedent HIPAA
· This is used when the individual you are collecting information from is no longer living.
Section 12.0 Waivers/Alteration of Informed Consent or Signature
· Consent waivers are not required for exempt studies.
·  Waiver of Consent: Fill out all information within the waiver request that populate. Appropriate justification for the full waiver should be provided.
· This should only be selected if you do not intend to collect consent at any point for either a portion of the study or the entire study (e.g., chart review portion of a study)
· Alteration of Consent: Please fill out all information within the alteration request. Appropriate justification and a description of what portion of the consent process is being omitted must be provided. 
· Waiving Signatures on Consent: Please make this selection and fill out all information within the waiver request that populates. A justification must be selected on #1.3. Please ensure that the entire statement is true for the application of the waiver of signatures. 
· This is typically selected when an information sheet is being utilized for a survey study, or if a waiver for signatures is being sought for a screening phase of a study. If an information sheet is being used, upload it in Section 6.0 #12. 

Part 6: Test Articles
Section 14.0 Type of Test Article
· #1 If the study uses biologics, drugs, devices, or placebos, select each option that applies. Save the page and a new section will populate for each selected option. 
Section 15.0 Drugs/Biologics 
· #1 Add all drugs and biologics that are being provided to participants as part of the research. This includes investigational agents, pre-medications, contrasts for scans, and standard of care agents that are specified by the design of the study. 
· If the agent is approved by the FDA and being used within its approved indication, upload the FDA approved label (package insert) in #1.3.1
· To submit the study for an IND exemption determination from the IRB, answer “No, I didn’t submit to the FDA for a decision” for #1.5 and complete the branching logic that appears. 
· If the agent is not approved by the FDA or is being used outside its approved indication, complete #1, upload the Investigator’s Brochure in #3.0, and ensure that the IND is on the protocol or provide the FDA “Study May Proceed” letter in #4.0
Section 16.0 Devices 
· For more information about FDA device definitions, classifications, and determinations, review their Frequently Asked Questions About Medical Devices.
· #1 Add all devices that are being used in the study. This includes devices for data collection and investigational devices that are the object of the investigation. 
· If the device is a humanitarian use device (HUD), answer yes to #1.3 and upload HUD designation (FDA documentation) in #1.3.1.
· If the device is approved by the FDA and being used within its approved use, upload the FDA approved label (instructions for use) in #1.5.1.
· If the device is not approved by the FDA or is being used outside of its approved use:
· IDE Exempt Devices: Either upload the FDA exemption letter in #1.7.1 or indicate the exemption category in #1.8 for an IRB determination.
· Non-Significant Risk (NSR) Devices: Answer no to #1.7 and #1.7.2, answer “none of the above” for #1.8, and answer no for #1.8.1 - #1.8.3. The IRB will make the NSR determination. 
· Significant Risk Devices: Ensure the IDE number is listed on the protocol and upload the “Study May Proceed” letter from the FDA in #3.4
Part 7: Other/Ancillary Committees/PSR/Misc.


	Committee
	Purpose of Committee/Details
	When approval is needed (research-driven procedures; excludes standard of care procedures)

	Institutional Biosafety Committee (IBC)
	· Reviews Human Gene Transfer; Item 6.7 (i.e., CAR-T Therapy)
· IBC is a separate application and is not contained in ETHOS
· Website: Institutional Biosafety Committee

	Must be initiated before the convened board can review the study.
Note: IBC only meets once a month.  You must have submission submitted 6-8 weeks in advance.  This should be a priority

	Protocol Review and Monitoring Committee (PRMC)
	· Reviews Cancer-related studies (Item 7.7) 
· PRMC application outside of ETHOS
· Website: PRMC Website
	PRMC review must be initiated before the convened Institutional Review Board can review the study.
PRMC APPROVAL Required before Expedited Reviewer/ Admin review for Reliance studies can be approved. 


	Laser Safety
	· Reviews the use of lasers in human subject research studies; Item:6.7 & 6.17, Form X
· Laser application outside ETHOS
· Website: Laser Safety
	APPROVAL Required before Full Board review or Expedited Reviewer for expedited submission or Admin review for Reliance studies can be approved. 


	Radioactive Drug Research Committee (RDRC)
	· Reviews use of radioactive drugs being used in human research; Items 36.0/37.0
· Application outside of ETHOS
· Website: Radioactive Drug Research Committee 
	Review initiated required before Full Board review or Admin review for Reliance studies can be approved. 
Note: This review/approval is submitted within the SHUR review; you will only see a SHUR approval in ETHOS

	Subcommittee for Human Use Radiation (SHUR)
	· Select “Research procedures involving radiation” in section 6.0 question 7.0.
· Submit SHUR REDcap form and upload a PDF copy in question 7.2.
· Application within ETHOS
· Website: Subcommittee for Human Use Radiation
· Radiation Risk Statements
	Review must be initiated before the convened board can review the study. Radiation Risk Statement must be present in the consent form and the associated RedCAP form with section 6.0 of ETHOS must be submitted. 
APPROVAL Required before Admin review for Reliance studies can be approved. 


	Stem Cell Research Oversight (SCRO)
	· Reviews stem cell research (IPSCs, Cell Line growth, etc.) 
· Application outside of ETHOS
· Website: Stem Cell Research Oversight 
	APPROVAL Required before Full Board review or Expedited Reviewer for expedited submission or Admin review for Reliance studies can be approved 

	Information Systems Acquisition Committee (ISAC)
	· Reviews the use or acquisition of software being used in research studies; Item 6.7/6.8
· Application is outside of ETHOS.
· Website: Information Systems Acquisition Committee 
	Submission number required in IRB application in item 6.7.1

APPROVAL Required for activation.


	

Clinical Investigations: 
· A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.
· If the study meets the definition of a clinical trial, as described above, then registration on NationalClinicalTrial.gov is required.
· For support on registering sponsor-investigator studies (PI initiated), please contact Rasija Namibar: rasija.nambiar@utsouthwestern.edu
· If you are obtaining consent, please ensure that the required NCT.gov statement is present in the information section of the consent. 
· This statement can be found on the UTSW consent template.
· ETHOS smart form fields to be aware of:
· Section 2 #2 should be responded to as “yes.”
· Section 2 # 2.1 should have the entire NCT number provided in the following format, NCT########
· NCT numbers are required for activation.
· For additional support, please visit the ClinicalTrial.gov Support section of the ORRA website.

						 
SMARTFORM REVIEW: 
· Please review the entire Smart Form from beginning to end, ensuring that it is completed accurately and consistently throughout.  

Notes for Greenlight Approval

· Performance site approvals will be completed concurrently or after IRB approval.  Performance sites may require separate applications. 
· To be able to initiate the study, you must have IRB approval and at least 1 performance site approval. 
· There should be no “pending” items in the “Approval Status” tab of the smart form prior to activation. 
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