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Investigator statement
Institution: 

I, the undersigned declare that:

1. The above named institution for which I am the named Principal Investigator regularly undertakes the treatment for prostate cancer.  Supporting evidence of this will be made available to the Trial Management Group if requested. 

2. I have read and am familiar with the current protocol. 
3. The multi-disciplinary team (MDT) are thoroughly familiar with the appropriate use of the investigational products, as described in the protocol.
4. I will ensure that all colleagues and supporting staff assisting with the trial are adequately informed about the protocol, the investigational products and their trial related duties.

5. I agree to conduct the study in accordance with the current protocol and will only depart from the protocol when necessary to protect the safety, rights or welfare of patients.

6. I will ensure that any information provided under a condition of confidentiality will be kept confidential by all staff working on this trial at this site.

I agree to comply with the obligations below:

a) The trial will be conducted in compliance with GCP and applicable regulatory requirements.

b) The institution will permit monitoring and auditing by staff from the MRC CTU and inspection by the appropriate regulatory authorities.

c) The institution will maintain a local Trial Master file, which will contain essential documents for the conduct of the trial.

d) To submit all trial data in a timely manner and as described in the protocol.  Individual institutions may be suspended if data returns are poor or if trial conduct is violated in other ways.

e) To report all Serious Adverse Events (SAEs) immediately to the MRC Clinical trials unit, except for those that the protocol or summary of products characteristics identifies as not requiring immediate reporting (these should be reported on the CRFs for the trial).  The initial SAE report shall be promptly followed by detailed written reports.

f) That no trial data will be disclosed, presented or published without the approval of the Trial Steering Committee.

g) To retain all trial related documents for 5 years after the completion of the trial.
□ I have no potential conflict of interest, e.g. a professional interest, a proprietary interest or any other conflict of interest. 

□ YES, I have a potential conflict of interest (If you have a potential conflict of interest, we will send you an appropriate form).
Name of Principal Investigator:

(Print name in Capitals)

Signature: 





Date:
Send completed form to: RADICALS Trial, MRC Clinical Trials Unit, 222 Euston Road, London NW1 2DA
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