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Mail Log Work Flow for Correspondence for Inspection and Compliance —
Biologics Specialist Review

Source Document: CVB-SOP-0049, Inspection and Compliance Correspondence (LSRTIS, Mail Log Procedures)

This is a main activity queue in which the Biologics Specialist does a review of compliance
issues or firm requests. They may also determine if a response is needed or not.

Once the Specialist moves the Mail Log out of their Review queue, a new queue will appear
“Reviewed — Not Completed”. It is an informational pending queue that does not need action but
allows the Specialist to see MLs that have not yet been finalized, regardless of whose activity it
may be with.
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1. BCA will electronically assign the mail log to appropriate Specialist in the LSRTIS, Mail
Log. Specialist may receive an email that an item has been assigned.

2. If no written response is required

a. My Queues, Active Tab and click on Mail Log (ML) number link.
- Can also use mail item # search function to find document

b. Click the “Edit Mail Item” tab at the bottom of the screen.

c. Go to the middle of the page under “Submission Classification” and click on the
drop-down box beside “Tags”. Select “No Outgoing Correspondence” in drop down
and then click the add button to the side of the drop-down box. Then click the
“Update” box at the bottom of the screen.

d. Move Forward to Finalization (IC), click on BCA who provided the correspondence
to you.

3. If more information is needed from the firms, request the information by initiating a child
workflow through the “Request Info from Submitter” activity.

a. If bench records, additional information, or corrected information is needed, specify
the request within the Routing Comments.

b. Once this request has been received by the firm, they may append additional
attachments to the Mail Log item. This may be additional information or replacing an
incorrect document.

i. The CVB user(s) who are assigned to the Mail Log item will receive an email
notification with the subject “Submitter has appended documents to Mail Item
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