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Guidance on changes to the clinical trials regulations



New definitions

• Non-investigational medicinal product
• Notifiable trial

• Public registry



Pharmacovigilance

• Suspected unexpected serious adverse reactions (SUSARs) and annual 
safety reports

• Urgent safety measures (USMs)



The approvals process for clinical trials



Submission of applications  



The approvals process for applications  



Initial application timeframes and process  



Initial application timeframes and process  



Initial application timeframes and process  



Initial review outcomes  

• favourable opinion
• favourable opinion subject to conditions
• unable to issue an opinion



Initial application timeframes and process  



The approvals process for modifications (formerly 
known as amendments)



Modification timeframe and process  



Modification timeframe and process  



Modification timeframe and process  



Modification timeframe and process  



MHRA and REC reviewing a response to a request for 
further information  



MHRA and REC requesting modifications post-
approval  



When can the REC or MHRA request a modification?  



Approval lapsing for trials with no recruitment  



Simplified arrangements for consent in clinical trials

• What ‘simplified arrangements’ may be used?



Research Ethics Committees that review clinical trials

• Constitution of RECs
• Attendance requirements for full meetings of the REC



Research transparency requirements for clinical trials



New IRAS



References
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Contact 

• Email:
Gurmel.Bhachu@wales.nhs.uk

• LinkedIn:
Gurmel Bhachu
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