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Define Your Research Question Secure Funding

Develop a Study Protocol Obtain Scientific & Ethics Approvals

Assemble a Qualified Team

Additional Considerations

Make it clear, focused, and address a
gap in existing knowledge.

Use the NIH’s Human Subject
Research Decision Tools or the

Rutgers IRB Decision Tools.

2
If needed, identify funding 

sources for personnel, 
materials, data, and fees.

Find Rutgers Funding Opportunities

3
To ensure scientific validity, use

Rutgers’ Protocol &
Consent Form Templates.

For Phase II or III clinical trials, try the
NIH-FDA Clinical Trials e-Protocol Tool.

4
First, submit to the Rutgers Health

Scientific Review Board 
using the SRB Form.

After SRB approval, initiate your
eIRB Submission.

Ensure that all study staff have
completed CITI Training and have

completed their electronic
Conflict of Interests. 
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For help with your IRB submission, contact IRB Draft Services
For statistical help, contact RUBIES
If the study meets the NIH or FDA definition of a clinical trial, the study must be
registered with ClinicalTrials.gov
Be sure to close out the study in eIRB once data analysis is complete
For record retention support, consult with Rutgers’ Records Retention Program
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Obtain Partner Hospital Approval

To obtain permission from UH-Newark
or RWJBH to recruit from, utilize

clinical services, & collect Epic data,
see the IRB’s Performance Site

guidance.

6

INVESTIGATOR-INITIATED
CLINICAL RESEARCH STUDIES

RUTGERS HEALTH QUICK START GUIDE

https://grants.nih.gov/policy-and-compliance/policy-topics/human-subjects/research
https://grants.nih.gov/policy-and-compliance/policy-topics/human-subjects/research
https://research.rutgers.edu/researcher-support/research-compliance/human-research-protection-program/identifying-human-subject-research
https://research.rutgers.edu/faculty-staff/find-funding
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/toolkit#tab=panel-7&chapter=research-protocol-templates-18617
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/toolkit
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-064.html
https://redcap.rutgers.edu/surveys/?s=C8E4XE4A9KNN4AAX
https://eirb.rutgers.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[AC482809EC03C442A46F2C8EEC4D75D3]]
https://research.rutgers.edu/faculty-staff/compliance/research-integrity/collaborative-institutional-training-initiative-citi
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/draft-services
https://sph.rutgers.edu/rubies/application
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/clinical-trials
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/clinical-trials
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/toolkit#tab=panel-7
https://research.rutgers.edu/faculty-staff/compliance/human-research-protection/toolkit#tab=panel-7
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