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Non-compliance Policy 

Investigators are required to conduct their research according to the plans reviewed and approved by 

the IRB. Instances where this does not occur, either inadvertently due to circumstances beyond the 

investigator’s control, or due to errors of omission or commission by research project staff, are 

considered violations and must be reported to the IRB in a timely fashion. 

 

Different institutions conceptualize definitions of various forms of deviations, violations, and 

noncompliance differently and make distinctions between planned and unplanned violations. For 

coherence, AUCA IRB distinguishes broadly between Non-compliance and Serious Non-compliance. 

 

Non-compliance refers to research activities of a study that fails to comply with the law and 

regulations of Kyrgyzstan and site of study (e.g., federal and state regulations in the United States); 

the policies or procedures of the IRB; or institutional policies governing human research. 

 

Examples of non-compliance include, but are not limited to: 

1. Conducting human participant research without IRB approval (e.g., before approval; after 

expiration of approval and in the absence of a continuation application submitted to the IRB; 

during a suspension of IRB approval; after termination of IRB approval); 

2. Disregarding or otherwise violating IRB-approved informed consent procedures (e.g., failing 

to obtain consent/assent, using unapproved or outdated consent, assent, and information 

sheets, missing signatures, failing to document consent process); 

3. Deviating from the protocol approved by the IRB; 

4. Modifying an approved protocol without IRB consent; 

5. Failing to report or tardily reporting unanticipated problems; 

6. Failing to maintain adequate records; 

7. Failing to follow recommendations by the IRB to ensure the safety of research participants.  

 

Serious non-compliance refers to non-compliance (see above) that involves one or more of the 

following: 

1. Bringing harm to research participants; 

2. Exposing research participants to a significant risk of substantive harm; 

3. Compromising the privacy and confidentiality of research participants; 

4. Causing damage to scientific integrity of the research data that has been collected; 

5. Engaging in willful or knowing noncompliance; 

6. Impacting ethical principles adversely. 

 

Non-compliance may be brought to the awareness of AUCA IRB by the researchers themselves, 

participants, staff and faculty of AUCA, or members of the public. Where deviation from the 

approved protocol is made to protect the participants from harm or risks to their well-being, such 

deviation may be reported as an adverse impact. The PI is to report such incidents to AUCA IRB as 



 

soon as reasonably possible or latest by 10 working days. In other instances where non-compliance is 

brought to the awareness of AUCA IRB, AUCA IRB considers it as an allegation by the alerting 

party and will investigate the merit and validity of the allegation. 

 

AUCA IRB will assess if the allegation pertains to possible non-compliance of either a serious or 

continuing nature. If yes to any of this two, the AUCA IRB Chair will issue a suspension notice to 

the PI to temporarily stop the study, providing information about the allegation to the PI. AUCA IRB 

will then request a formal reply and information from the PI so as to commence investigation 

including, but not limited to interviewing parties related to the study (e.g., subjects, funding agencies, 

and collaborators) and obtaining records, materials, and equipment used in the study. At any point in 

time during the investigation process, if there are evidence where the well-being of human 

participants are affected or likely to have been affected (such as the lack of proper debriefing), 

AUCA IRB and the PI will work towards reducing the harm or risk for the human participants, even 

before the investigation has been concluded. 

 

If the non-compliance is not of a serious nature or of a non-continuing nature, a suspension will not 

be issued. AUCA IRB will inform the PI of such allegation and launch an investigation by requesting 

for information from the PI to commence investigation including, but not limited to interviewing 

parties related to the study (e.g., subjects, funding agencies, and collaborators) and obtaining records, 

materials, and equipment used in the study. 

 

Where the allegations are found to be baseless and unsubstantiated, AUCA IRB will prepare a report 

of the finding which will be made available to the complainant, if identifiable. AUCA IRB Chair will 

notify the PI on the withdrawal of the notice of suspension. If allegation are found to be valid, be it 

serious or non-serious, AUCA IRB will consider possible corrective actions from the following 

indicative list. 

 Request a protocol modification 

 Require that all participants be re-consented 

 Require previous participants to be informed of any changes to the protocol and/or consent 

procedures 

 Require observation of consent procedures 

 Require more frequent review of the conduct of the research 

 Require additional training for the research team 

 Require follow-up audit 

 Terminate the research 

 Refer and report the non-compliance to other institutional entities (e.g., Dean, HR, Legal 

Counsel) 

 Any other action deemed appropriate by the IRB to protect the rights and welfare of research 

participants, and the repute of AUCA. 

 

Failure to Cooperate or Comply with Corrective Action 

The PI holds elevated responsibility for the study and the research team (if applicable) and is thereby 

obliged to cooperate and comply with directives by AUCA IRB. Where the PI is shown to not 

cooperate satisfactorily with the investigation or comply with the follow-up corrective action meted 



 

by AUCA IRB, this constitutes an escalation in severity of the non-compliance. AUCA IRB will file 

a report of non-compliance and recommend appropriate actions to the President. 

 

Appeal 

Apart from making their stand during the investigation, the PI and related parties may submit an 

appeal by themselves or their legal representative to the AUCA IRB after the investigation has 

concluded. Appeals made to other bodies within and outside of AUCA other than AUCA IRB will 

only be considered after the first appeal to AUCA IRB is dismissed. 

 

Time Validity of Allegation 

Any allegation that occurs one year after the completion of the study will be deemed invalid, unless 

extenuating evidence is shown that questions the ethical and research integrity of the investigators 

(not limited to PI). 

 

 

 

 

 

 

 

 

 

 

 

 

Glossary: 

 

Suspension A temporary halt to all parts of research study related to the study. It occurs 

when the Chair of the IRB or the convened IRB places a temporary hold on 

the previously approved research. Accordingly, no research activities can be 

conducted, including recruitment/enrollment of new participants, further 

research interventions (unless necessary for the safety and well-being of the 

enrolled participants), follow-up (unless it is in the best interests of the 

participants and approved by the IRB), analysis of data, publications, and 

presentations. Research activities related to the study may resume withdrawal 

of a suspension notice which AUCA IRB will inform the PI on. 

Termination A permanent stop to all parts of research study related to the study. It occurs 

when the convened IRB votes to withdraw approval or stop all research 

activities permanently. Only activities that directly related to the protection of 

the safety, well-being, and interests of the enrolled participants will be 

allowed. Approval by the IRB is required. Terminated research may not be 

resurrected under the same study. The same study has to submit a new 

application for review. 

  

 


