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Research Guidance Sheet No.9

Responsibilities of the holder of a Clinical Trial Authorisation (CTA)

v4.4 15.09.2010
The CTA holder must:

Apply for a CTA

· Apply to the Medicines and Healthcare products Regulatory Agency (MHRA) for a Clinical Trial Authorisation (CTA) to cover all Investigational Medicinal Products (IMPs) in use on the trial. Information on how to apply can be found on the Integrated Research Application System (IRAS) site and at:  http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&nodeId=723.  Application should be made using IRAS.
Fees
· Arrange payment of the application fee for the CTA to the MHRA.

· Arrange payment of the annual service fee to the MHRA. Fees should be costed as part of, and are payable from the study grant or funding. 

Further information on how to pay fees can be found at: http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/Applyingforaclinicaltrialauthorisation/Howmuchdoesitcost/index.htm. 
Essential Reports
· Ensure all SAEs and SUSARs are reported in accordance with the WAHT’s Research Related Adverse Event Reporting Policy.

· Where urgent safety measures have been taken report this to the MHRA, the relevant Research Ethics Committee (REC) and the Research & Development Dept. within 24 hours. 

· Supply the MHRA with an Annual Safety Report (ASR) on each anniversary of the date of approval for the CTA. For trials with a marketing authorisation the ASR should be submitted on the anniversary of the date the first marketing authorisation was granted in the EU.  See Research Guidance Sheet No.10b (Safety Investigator Responsibilities Annual and End of Study Reports) for further information on ASRs.
Amendments to study specific documentation
· Keep records of all amendments made to the terms of the CTA application or the documents that accompanied such application. These records should be kept in the relevant section of the Investigator Site File or equivalent file. The holder has the responsibility, when requested, to provide the MHRA with these records or with copies of these records.

Substantial Amendments (The definition of a Substantial Amendment can be found in the departmental glossary of terms located on the research website)

If the CTA holder wishes to make a substantial amendment to either:

· The terms of the application for the CTA or 

· The documents which accompanied the CTA application

they must apply to the MHRA. The CTA holder must gain the permission of the study sponsor prior to any application being made. The application form and further details can be found at: http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/ManagingyourCTA/Amendments/index.htm.  Approval for substantial amendments must be obtained prior to such amendments being implemented. Following receipt of approval from the MHRA the CTA holder must send details of all substantial amendments to the participating R&D offices or, where a study has used the Coordinated System for gaining NHS Permission (CSP) process, their lead Comprehensive Local Research Network (CLRN).  Further information on amendments is available on Guidance Sheet No. 12 (Amendments to Study Specific Documentation).
Conclusion of the study


· Within 90 days of conclusion of the trial inform the MHRA, the Research & Development Dept. and the relevant REC of the conclusion.

Early Termination
· Inform the MHRA, the REC and the Research & Development Dept. within seven days if the trial is terminated before the end date specified in the CTA application.

Document management
· Be aware that the CTA and all documents accompanying the CTA application may be required by the MHRA at any stage during the trial and up to 15 years after completion of the trial.
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