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Types of Noncompliance

•Noncompliance

•Serious Noncompliance 

•Continuing Noncompliance 



Noncompliance

An action, inaction, or activity, whether by 
the investigator, study staff, or others 
involved in human subject research, that is 
at variance with the approved IRB protocol, 
other requirements and determinations of 
the IRB, the HRPP Policy Manual and other 
applicable policies of Stanford University, 
SHC, LPCH, VAPAHCS (e.g., VHA Directive 
1200.05), (PAVIR), or relevant state or 
federal laws.



Examples of Noncompliance

•human subjects research conducted without 
IRB approval, or approved by an outside IRB, 
without prior notice to Stanford’s IRB (or 
Stanford IRB approval, if required under 
Stanford policies); or

•change(s) to the research implemented 
without IRB approval except when necessary 
to eliminate apparent immediate hazards to 
the subject.



Serious Noncompliance
Any behavior, action, inaction, or omission in the conduct or 
oversight of human research that, in the judgment of the IRB, 
has been determined to:

•adversely affect or compromise the rights or welfare of 
participants; 

•harm or materially increase exposure to significant risk of 
harm to a research participant (the IRB does not have to find 
that harm has occurred, or was likely to occur, to make a 
determination of serious noncompliance); 

•result in a detrimental change to a participant’s clinical or 
emotional condition or status; or

•compromise the integrity or validity of the research.



Serious Noncompliance Example

•PD received a FDA Clinical Hold Letter with 
recommendations on the dosage level; 
researchers continue enrolling new patients in 
the study

•The event posed an increased risk of harm to 
participants due to the research team’s 
continuing enrollment of patients without the 
correct drug dosage level.



Continuing Noncompliance
A pattern of repeated instances of noncompliance 
that:

• continues to occur after discovery of 
noncompliance or implementation of a preventive 
action plan; or 

• results from failure to implement a preventive 
action plan approved by the IRB; or

•demonstrates a circumstance in which an 
investigator or other study staff fail to cooperate 
with investigating or correcting non-compliance.



Continuing Noncompliance Example

•The person obtaining consent (POC) had several 
occurrences of not signing the consent form, a 
requirement for the Bill of Rights. This 
noncompliance was reported to the IRB at continuing 
review along with a preventive action plan. After 
reporting the noncompliance, it was learned that the 
pattern of not signing consents resumed. This event 
would be deemed continuing noncompliance due to 
repeated instances that occurred after discovery of 
noncompliance and implementation of a preventive 
action plan. 



Sources

Updated Stanford HRPP Policy Manual 3.9, 3.10, 3.11

Updated Stanford Prompt Reporting guidance

Common Rule 45 CFR 46.108(a)(4)
FDA 21 CFR Part 56

http://researchcompliance.stanford.edu

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.116
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56
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