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Outline
• Why is the template changing?
• What are the specific changes?

• General Updates
• Contact Information Changes
• Study Overview Changes
• Procedures Updates
• Risks Updates
• Confidentiality Updates
• Electronic Consent
• Optional Procedures



Why is the template changing?
• Major Reason:

• To inform subjects in most biomedical studies that their participation will be 
linked to their medical record. 

• If they don’t have a medical record, one will be created for them. 
• This is to be in compliance with UCSDHP 340.1 which was issued ~3 years ago.

• Additional Reasons:
• Be more compliant with Revised Common Rule intent
• Update information to reference HRPP to OIA change
• Reduce administrative burden on researchers
• Provide more instruction and template language for researchers



General Updates
• Contact information for OIA updated from HRPP

• Correct Phone Number
• Correct email address

• Updated the format of the document
• Each section is numbered

• Easier reference in Action Items 
• Easier reference when speaking with subjects

• Included examples for SBER & Biomedical studies 
• Same template can be used for all types of studies

• Added Bill of Rights to the end of the template



General Updates
• Combines adult consent and parent permission into one template



Contact Information Changes (Sections 3 & 6)
• PI, Research Team, and Emergency Contact moved to first page

• Easier reference for subjects
• More compliant with the intent of the Revised Common Rule

• IRB contact information just after section 5 “Study Overview”



Study Overview Changes (Section 5)
Added study purpose and subject 
selection in the beginning

Added benefits templates towards the 
end



Procedures Updates (Section 8)
• Combines sections on procedures and which procedures are 

experimental vs. standard of care
• Specific instructions of what the IRB is looking for
• Includes template language for:

• Drugs, devices, and biologics
• Randomization
• Blinding and placebo
• Studies with a washout period
• Studies involving MRI
• Studies with Birth Control requirements in gender neutral language
• Whole genome sequencing (Revised Common Rule requirement)



Risks Updates (Section 9)
• Specific instructions of what the IRB is looking for
• Includes template language for:

• Radiation
• Genetic testing (individuals and family members)
• MRI (with and without contrast)
• Loss of confidentiality
• Reproduction/Pregnancy
• Sensitive information
• Interviews/Questionnaires/Quality of Life Assessments with sensitive issues
• Incidental findings
• Unknown risks



Confidentiality Updates (Section 10)
• Removed language for future use to new section (Section 13)

• Data sharing (internally and externally)
• Moore clause
• NIH repositories

• Added template language for photographs of subjects

• Added language about medical record linking



Confidentiality Updates (Section 10)



Electronic Consent (Section 17)
• New Section!



Optional Procedures (Section 18)
• New Section!



QUESTIONS?
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