Notification of Serious Breach of GCP - Protocol Examples
	Notified by:
	Issue:
	Would MHRA have expected this case to be notified?

	Sponsor
	Dosing error. Ethics Committee & MHRA informed. Subjects withdrawn. The sponsor stated that there were no serious consequences to subjects or data. 
	No, if there was no significant impact on the integrity of trial subjects or on scientific validity of the trial.

	Sponsor
	Patient Information Leaflet and Informed Consent updated. At one trial site this was not relayed to the patients until approximately 2-3 months after approval. More information on the potential consequences of the delay should have been provided.
	Possibly not. If this was not a systematic or persistent problem and if no harm to trial subjects resulted from the delay.

Yes, if there was a significant impact on the integrity of trial subjects.

	Sponsor
	Visit date deviation. A common deviation in clinical trials.
	No. Minor protocol deviation, which does not meet the criteria for notification.

	Contractor
	Investigator failed to report a single SAE as defined in the protocol (re-training provided). 
	No, if it did not result in this or other trial subjects being put at risk, and if it was not a systematic or persistent problem. 
In some circumstances, failure to report a SUSAR could have a significant impact on trial subjects.  Sufficient information should be provided for the impact to be assessed.

	Identified during inspection prior to the current requirement to report serious breaches
	Investigator site failed to reduce or stop trial medication, in response to certain laboratory parameters, as required by the protocol. This occurred with several patients over a one year period, despite identification by the monitor of the first two occasions. Patients were put at increased risk of thrombosis.
	Yes, under the current requirements, this should have been reported as a serious breach.

	Sponsor
	Becomes aware of fraud at investigator site in the UK, which does not affect the overall scientific value of the Sponsor’s trial or the integrity of trial subjects in the UK. However, the Sponsor is aware that the fraudster was involved in trials being sponsored by other organisations.
	Although, in this situation, not a legal requirement under 29A, MHRA encourages voluntary reporting of all fraud cases in the UK, because MHRA will wish to establish the impact on the other trials in case subject integrity or the scientific value of those trials was compromised.
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