[bookmark: _Hlk172817519][bookmark: _Hlk172741123]Guidance for Reporting of PV Data Using the PV Data Reporting Tools 
Effective 26 August 2024 
This guidance is applicable to Internal Staff and Services Providers working in 
Patient Programs, Market Research and Digital Properties
I. PV Data reporting when using the forms:
Internal staff and Services Providers who were using forms to report PV Data before August 26th, 2024, are required to continue to report PV Data using forms, unless otherwise instructed by Sanofi PV.
From August 26th onward, the two forms to be used are:
Solicited Individual Safety Information (ISI) Collection & Documentation Form (Solicited ISI form)
Unsolicited Individual Safety Information (ISI) Collection & Documentation Form (Unsolicited ISI form)

Unless otherwise instructed by Sanofi PV, 
-the SOLICITED ISI form is to be used to report PV data collected in Patient Programs and Market Research 
-the UNSOLICITED ISI form is to be used to report PV data collected in Digital Properties

When the form is complete with all available information, the completed form in PDF format must be sent to Sanofi PV as follow: 
1. If the form is completed in English, go to “File” then “Print” and select the printer “Microsoft Print to PDF” then hit the “Print” button. 
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The completed form should be sent by email to the global generic email address:
PV-ARTEMIS-SANOFI@IQVIA.COM  
If your email signature contains a logo, the logo needs to be removed before sending the email.
You will receive an acknowledgement of receipt containing a unique INBOX ID, and the subject line of your initial submission.

2. When the form is completed in a language other than English, the completed form should be sent by email to your local PV department per the PV contact list provided in the PV Packet. 
You will receive an email confirming receipt of the report. 
 (The step of Microsoft Print to pdf is not required if the form is sent to the local PV department).

3. Acknowledgements of receipt must be kept on file.

4. If you do not receive an acknowledgement of receipt, the report should be resent as soon as possible and no later than one (1) business day.

II. PV Data reporting when using the PV Portal:
Internal staff and Service Providers who were using the PV Portal to report PV Data are required to continue to report PV Data via the PV Portal unless otherwise instructed by Sanofi PV. 
The link to the PV Portal remains unchanged, users will be automatically redirected to the new PV Portal.
At the time of the first report, Portal users must self-register to create an account (“sign up”), and then access the PV Portal with the “sign in” option.
Main advantages of registering to the PV Portal
As contact information is provided at time of registration, this contact information (including e-mail address used for acknowledgement of receipt, name, address etc.) will be auto-populated in the portal for every subsequent report of safety information.
Registered users have access to a dashboard where they can see and retrieve the reports they previously submitted via the portal and they are able to add incoming follow-up data in existing registered cases.
For corrections to a previously submitted report, registered users can retrieve the report in the dashboard, correct the data as needed, add “Correction to a Previously Submitted report” in the “Additional Information” tab and submit the report.

 






The PV portal fields titles are available in English and in French, but individual fields can be completed in any language.

How to register: 
1. Follow the link to the PV portal and click on the arrow in the bottom right box.
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2. At the time of the first connection select Sign Up 
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3. Complete all the fields with a special attention to the following:
Type of User: Select “Health Care Professional or Service Provider or Non PV Sanofi Employee”
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Other contact Details: 
in “Profession” select “Service Provider”.
in Name of hospital, clinic, organization enter the name of your company. 
[image: ]
4. Once all the fields are completed, submit, and you will see the following message:
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5. Open the email you received on the email address you provided and activate your account.
You will see the following message:Your password will expire in 90 days     

  

Congratulations! You are now ready to report PV data to Sanofi via the PV Portal!


Sign In using your credentials. 
[image: ]

When you sign in, you have access to a dashboard where you can see and retrieve the reports you previously submitted via the portal.
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Be time conscious! The session expires in 30 minutes of inactivity.
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Thank you for your contribution to patient safety!
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for Patient Programs, Market Research and Digital Properties 
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