Dear Giorgi and Irinka

[bookmark: _GoBack]Gilead’s Drug Safety & Public Health training on Safety Information Reporting for Vendors Commissioned for Gilead Sponsored Programs (RC-ILC-000343) has been updated to version 8.0. This slide deck became effective on 19 April 2017 and is expected to be used going forward upon acknowledgement of your receipt.

Main Changes:

· Definition of Medication Error has been updated to include Missed Doses.  A Medication Error is any unintentional error in the storage, prescribing, dispensing, preparation for administration, or administration of a medicinal product while in the control of the healthcare professional, patient or consumer. 
Note:
· Medication errors with or without adverse events must be reported
· Medication Errors include Missed Dose, Intercepted Medication Error, and Potential Medication Error 
· Reasons for Medication Errors must also be provided if available
· The reporting timeline of one business day has been replaced by ’24 hours if possible, but no later than one business day'.  You are to complete the Adverse Event Report Form and send it to Gilead within 24 hours of becoming aware of the safety information, or 24 hours from the ‘Date Aware of Safety Information’ on the Report Form.  Technically this remains one business day. 
· The only change to the AE Report form is the removal of any reference to reporting timelines as this is covered in detail within the training.  There are no content changes.

Training Requirements:
 
As the reporting of Missed Doses, including the reason why, is the only new requirement; please share this information with your teams.  It is not mandatory that your staff be re-trained on version 8.0 at this time; although we ask you to replace your current version of Gilead Safety Information training for new hires going forward.  

Please contact us if you would like a live training session. If you choose to be re-trained, the date of your annual refresher requirement will be re-set. 

Attached please find the updated training deck and AE Report Form.  Please do confirm receipt of this email for our records.

We recommend you keep a copy of this email with your Gilead training documentation.

In the meantime, please let me know any questions or comments.

Thank you, 

Farhana 
