BCA Work Instructions for Processing/Finalizing Inspection Reports

Inspection Reports are routed through the Mail Log (ML) system.
Reports are to be finalized on a first-in, first-out basis

Related Work Instructions
e ICWI0236, Work Flow for Correspondence for Inspection and Compliance:
Using the Mail Log System
e [CWI0215, Routing Inspection Reports

The ML Workflow Log should indicate Section Leader (SL) (Inspection and Compliance
(1C)) review as approved, “Yes,” prior to finalization by the Biologics Compliance
Assistants (BCAs). When there is an Acting SL, there may be a comment indicating the
policy review has been done. This is sufficient.

Prior to finalizing an inspection report in the ML, please ensure the inspection has moved
from Pending Report to Pending Finalization in the LSRTIS — IC — Inspections
Dashboard screen.

If it has not, the Specialist may not have entered action items and/or linked the ML to
the inspection record.

Moving forward and finalizing the report in the ML without having the
inspection record in Pending Finalization creates errors in the system.

A. Inspection Report in IC Inbox Pool
BCA:s self-assign the oldest inspection report to their queue for review and formatting.

Any changes to the inspection report should be discussed with the Team Leader prior to
finalization. This is best when done in person, but can be done over email. If the Team
Leader is out, changes can be discussed with the Section Leader, Inspection.

B. Move ML to FINALIZATION after changes are discussed with Team Leader.
Finalize report.
1. Convert the document to pdf format. Delete previous versions. The pdf file is the
official IC electronic file.
2. Send out electronic copies per the report — remember to email CVB Director,
Byron Rippke, and IC Director, Steven Karli.
3. Finalize the document in the ML.
4. Make appropriate hard copies of the report for mailing out. The original signed
report is to be retained by IC for our files as the official report.
5. Follow internal documented procedures for the checking of the mail prior to it
being sealed and sent out — see ICWI10111, CVB-IC Mail/Filing.
6. Send document back via certified mail/return receipt unless otherwise directed.
7. Keep certified card to verify receipt by the firm.
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C. Move ML item to Certified Receipt after cover letter and inspection report are
signed/initialed and documents are attached and notifications done. This is the trigger in
LSRTIS for the record to move out of Pending Finalization on the Inspection Dashboard.

D. Once the green card (Certified Receipt) has been received, the information is added to
the ML and the record is moved to Records Management.

Consistency Items for Inspection Reports

1. Observations are to be written in past-tense; however, references to liaisons or
personnel responsibilities should be written in present-tense.

2. When using ICTEMO0009, the location of the firm listed on the cover page should
spell out the name of the state rather than the abbreviation. No zip code should be listed
in this section.

3. Double space between items within the report and triple space between categories.

4. When referencing 2007 and 2008 Forms within the report, the plural should be on
“2008s” and “2007s” not “Forms.”

5. Spell out acronyms the first time they are used in the report with the initials in
parentheses directly following. The initials may be used after that within the report
(example: Veterinary Services (VS) Memorandum).

6. The first time a product is referenced in the report, the true name must be included
along with the product code. After that, only the product code needs to be used
(example: Code 19A5.21).

After proofreading the inspection report for grammar and formatting, the BCA shall do
the following:

1. Review any changes to the document with the author prior to making any
changes to the report.

2. After the report is completed, obtain the signature of the Specialist on both the
report and the accompanying cover letter to the firm. Specialist/BCA responsible
for getting IC Management Team initials on the Yellow copy (see ICWI0011,
Outgoing Correspondence).
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