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Information or Allegation?

• The IRB reviews 
Reportable New 
Information (RNIs)

• RNIs include, but 
are not limited to, 
noncompliance 
allegations



Non-compliance Review Process

Investigation

Review

Determination

Corrective Actions



Non-compliance

• Failure to adhere to:

▪ Terms of IRB approval

▪ Requirements or determinations of the IRB

• Failure to abide by:

▪ Applicable laws or regulations

▪ UGA policies



Example

• Investigator initiates human research 
sponsored by a Common Rule agency without 
submitting for review.

• Applicable laws and policies?

▪ HRPP Policy

▪ Federal regulation

▪ Sponsor guidelines



Example Continued:
Who is noncompliant?

• HRPP Policy

• Sponsor requirements

Principal Investigator

• Federal regulation: Terms of FWA

• Sponsor requirements

UGA



Continuing Noncompliance

• Persistent failure to adhere to the laws, 
regulations, or polices governing research.

• Pattern of repeated non-compliance actions 
or omissions that…
▪ If unaddressed, may compromise the integrity of 

the UGA HRPP

▪ May reflect a lack of knowledge or lack of 
commitment to human subject protection



Serious Non-compliance

• Failure to adhere to the laws, regulations, or 
policies governing research that:

▪ Involves substantive harm or risk of substantive 
harm to safety, rights or welfare, or

▪ Results from deliberate disregard for the laws, 
regulations or policies governing research that

▪ Substantively compromises the effectiveness of 
the institution’s research oversight program.



Corrective Actions

• Request changes to research procedures

• Educate investigators and/or study team

• Submit a letter of concern

• Require additional monitoring

• Suspend investigator’s privilege to use human 
subjects

• Modify the continuing review schedule

• Suspend or terminate the study


