

En jaune : à adapter
En bleu : commentaires à supprimer




Dear Sir,

This is to confirm that I will conduct a routine audit of the XXX clinical trial at your facility on __.

The visit of your site is part of the LABO PHARMA ongoing clinical trial audit program. 
The purpose of this audit will be to determine whether the trial related activities have been conducted according to the Protocol, Amendments, Good Clinical Practices (GCP) and legal requirements. It would be appreciated if all study files and medical records could be made available upon arrival and an area set aside to conduct the audit activity. 

Si e-CRF:
I will need to access to the e-CRF either through the computer of your medical unit or through mine providing that you grant me with a web connection.
 
I will review 100% of the Informed Consent Forms, track the selected patients back to source data, and review the Investigator File. During these 2 days I will also look at the Investigational Medicinal Products (IMPs) accountability, including a visit to the pharmacy if this unit is involved in the trial. In this case, I would appreciate if an acceptable time could be arranged for this.

The timing for these activities is flexible and can be arranged to suit yourself and your colleagues. A more detailed agenda is attached to this email and can be discussed at the start of the audit.

On arrival I would like to hold a short opening meeting, lasting approximately 30 minutes, with you and key members of your team to explain the scope and objective of the audit. At the end of the second day, I would have to hold a closing meeting to summarize the major findings noted during the audit.

I look forward to meeting you.
Yours sincerely,
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