VBI Procedures

1. Determination of Investigation

1.1.

1.2.

1.3.

14.

1.5.

This document is a reference to ICSOP0016, Investigation and Processing of Alleged
Violations of the Virus-Serum-Toxin Act.

When information concerning an alleged violation of the Virus-Serum-Toxin Act
(VSTA) or title 9, Code of Federal Regulations (9 CFR), parts 101-118, comes to the
attention of the Center for Veterinary Biologics (CVB), that information should be
forwarded to the Investigation Manger (IM) or the Compliance Section Leader (CSL).

If neither the IM nor CSL are available, the Director, Inspection and Compliance (1C),
or other IC Section Leader should be informed.

The information will be evaluated to determine if the allegation is plausible and would
be considered a violation. In some cases, concurrence from the Director, Policy,
Evaluation, and Licensing (PEL), is sought to confirm the interpretation by IC warrants
an investigation.

If a Concurrence Memorandum is needed, the CSL or the IM prepares a memo for
presentation to the Director, PEL.

2. Opening an Investigation

2.1. Once the CVB-IC determines that an alleged violation of the VSTA or 9 CFR may have
occurred, the CSL or the IM assigns a Biologics Specialist (Specialist) to investigate
the alleged violation(s) or monitor/coordinate the investigation for CVB (if
Investigative and Enforcement Services (IES), etc., is involved).

e See ICSOPO0001, Delegation of Authority for Center for Veterinary Biologics —
Inspection and Compliance, for delegation of authority questions.

2.2. The “Opening VBI” email should be addressed to Director, Inspection and
Compliance; Director, Policy Evaluation and Licensing; and cc should go to CSL,
IM, and Assigned Specialist.

e Using the format for e-mail the following is recommended:

o Subject Line: New VBI FY — xxx

o VBI -yr-sequence number

o Opened: day month year

o Person involved/Est. Number:

o Ifunlicensed, the IM will provide the Specialist with the Est. Number or code
that begins with ‘U’ (e.g., UxxX).

o Products Involved:

o Allegation:

o Assigned to: Specialist name

o Plan of Action —
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2.3.

2.4.
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The CSL or IM will assign the investigation the next available Veterinary Biologics

Investigation (VBI) number.

e Based on the investigation workload, the investigation is assigned to a Specialist.
For investigations involving licensed firms, the Specialist for that firm is usually
assigned the investigation. The Specialist is notified by email and/or a meeting to
discuss the investigation.

e Record basic opening information (VBI#, date, Specialist) in a Veterinary Biologics
Investigation Log (Red Book) for supplemental traceability to the LSRTIS
Investigation Module.

e All information (hard copies and emails) is provided to the Specialist to be included
in the VBI folder.

e Carbon Copy the IM, CSL, and the Investigation and Compliance Specialist (ICS)
on all emails so that appropriate action can be taken and information posted to the
LSRTIS Investigation Module.

The ICS or IM or CSL signs out the appropriate VBI folder to complete the initial
information on the Veterinary Biologics Investigation Summary Sheet and delivers the
folder to the Biologics Specialist (Specialist).

3. Conducting the Investigation

3.1.

3.2.

3.3.

3.4.

3.5.

The Specialist should, within 5 days of VBI assignment, arrange a meeting with the

IM or CSL to discuss the plan of action for the investigation. The plan of action should

be documented and attached to the VBI file.

e Inplace of a meeting, the Specialist may email the plan of action to the CSL and the
IM for concurrence.

The Specialist adds documents to the VBI folder.
e Information for all contacts and actions are recorded on the VBI Summary Sheet
while the case is open.

The Specialist gathers and reviews the evidence, consulting with or forwarding

pertinent information to appropriate staff in CVB, Veterinary Services, or externally

who need to be involved.

e Prior to forwarding information outside of the CVB, the Specialist should discuss
with the CSL or Director, IC.

The Specialist requests CVB testing as needed. See CVBSOP0101, Tests Requested
to Assist Investigations — Processes and Responsibilities.

The Specialist drafts appropriate acknowledgement letters or other correspondence,
investigation summaries, and other reports as appropriate to the case. See ICSOP0016,
Investigation and Processing of Alleged Violations of the Virus-Serum-Toxin Act.
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A non-CVB employee who reports alleged violations should receive a letter
acknowledging that CVB appreciates the information and the CVB will take
appropriate actions.

3.6. The Specialist continues to coordinate the investigation and follow-up on action
items until the issue has been resolved, consulting with the CSL or IM as needed.

4. Adding documents and context to the VBI folder and use of the Veterinary Biologics
Investigations Summary Sheet and Chronology of Events (CE) section.

4.1. Information should be added to the VBI folder concurrently, whether receipt of
information or Specialist commentary.

All events associated with the VVBI are required to be incorporated into the CE
section.

All pertinent information, outgoing correspondence (yellow internal copies),
e-mails, etc., are added concurrently.

The Specialist may provide narrative for context to the investigation or information
received. This may be done in the CE and/or as a record contained and numbered in
the VBI.

4.2. The Veterinary Biologics Investigation Summary Sheet has Tab use requirements.

The A Tab is used for the Investigation Summary Sheet.

The B Tab holds all correspondence, paper evidence, telephone logs, etc., and is
headed by the “Investigation Report — For Official Use Only.”

The C Tab is used for reports from IES or other Agencies.

The D Tab, on the back of the folder, is used to hold test requests and results.
The CE must specify which Tab holds information other than B Tab.

4.3. The CE section serves as a table of contents for the investigation file. The CE should be
concurrently updated when materials are added to the VBI folder.

Each numbered entry into the CE must correspond to information or an item in one
of the Tabs in the VBI folder.

The entry into the CE should be a short explanation of what the document added to
the investigation file is, i.e., phone log between “Person A and Person B,” Letter of
Warning, etc. Do not write an extensive explanation of the attachment.

The Specialist may provide a brief investigation narrative for context in the CE
without creating a numbered entry. Paragraph long narratives should be entered into
the VBI as a unique numbered record with a corresponding entry in the CE as is
done with a printed email.

All blank lines in CE section must have a line drawn through when the investigation
is closed.

4.4. Receipt information must be on the back of each evidentiary document or item for
chain of custody. A “receipt of information” stamp may be used for this purpose.
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e Attachment number (corresponds to CE), including total number of pages, i.e., 1 of
4, etc.

e Large documents (i.e., over 15 pages) may have one stamp at the beginning and end,
and must indicate the total number of pages, as well as be physically stapled to each
other.

e The VBI number (for the stamp, record on “Notes PG. Ref” line).

e Who provided the document, or where was the document received from, i.e.,
website, etc.

e Date document or item received.

e Who received document (CVB personnel).

5. Review Steps in Closing the Investigation

5.1. The Specialist initially determines when all issues have been resolved by all parties
involved and will prepare a draft Report of Investigation (ROI). The Specialist is
considered the “Investigator” on the ROI.

5.2. ROI Routing: The draft ROI will move between parties through LSRTIS Mail Log as
a Word Document for editing. The recipient of the draft ROI will have the VBI folder
placed in their “in box.”

e Draft approval will be tracked by the Mail Log Work Flow Log.

e Routing Comments provided in this work instruction are examples.

e The CLS approved draft ROI will be converted to a PDF by the ICS.

e The ICS will rout the converted ROI.pdf for final signatures before the IC Director
concurrence review step. Electronic signature will be the standard practice.
Physical signature may be done.

5.3. The Specialist will draft the ROI then submit it and the VVBI folder for IM review.
e The draft ROI will be in Word document format for editing.
e The VBI folder will be placed in the in box of the draft ROI recipient.
e The VBI folder will be in final condition for review.
e All entries complete and all blank areas lined through.
o Do Not line through the CE to allow addition of the final ROI by the ICS.
e No Post It Notes or loose leaf paper.

5.4. The Specialist will Create Mail Item and upload the draft ROI.
e Create Mail Item in LSRTIS Mail Log
e Enter and select at least one Establishment then click [Add]
o Ifunlicensed, enter the code provided by the IM (e.g., Uxxx).
e Enter and select Product Code then Serial number, if applicable
o Add each product code and serial number separately.
= LSRTIS will not process multiple serial numbers tagged to one code.
o For those investigations with multiple licensed firms, leave the Product Code
blank.
e Enter the VBI number as follows: XX-XXX
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Select the Date Submitted = date you are creating the ML
Select the Date Received = date you are creating the ML
Select the Submission Type = “Investigation”
Select the Submission Subtype = “Report of Investigation” then click [Add]
Select Regulatory Action Source = Investigation
Select or Enter all 9 CFR Violations then click [Add]
o For unlicensed entities, the entry is “VSTA”
Select Tag = “No incoming submission” then click [Add]
e Select Tag = “No Outgoing Correspondence” then click [Add]
Enter Brief Description
o Preferred entry = “ROI for Approval VBI XX-XXX”
The Informationally Linked Mail Item is not required, the ROI is linked to a VBI.
Review entries and Select “Create”
Upload the draft ROI to the Mail Log Item
Select [Documents] tab
Click [+ Create New Document Record]
Select File Location button = “Upload File”
Select File to Upload = Browse and find appropriate draft ROI
Type* = “Internally Routed”
Tags field is not required
Comments = “For Approval” under Routing Comment
Click [Select Save and Return to Item Record]
Review information and confirm correct — if not, edit by selecting edit button at the
bottom of the page
e Select [-> Move Forward]
e Select the IM or other person to receive item
e Select [Move Item]

5.5. The IM will conduct review of the draft ROl and VBI folder by either:
¢ Initiate concurrence: Move Forward the draft ROI to the CSL with routing
comment, “for Approval,” and transfer the VBI folder to the CSL.
e Request rework: Move Forward the draft ROl and VBI folder to the Specialist with
routing comment.

5.6. The CSL will conduct concurrence review by either:
e Approving: Move Forward the draft ROI to the ICS with the routing comment, “for
PDF” and transfer the VBI folder to the ICS.
e Request rework: Move Forward the draft ROl and VBI folder to the Specialist with
routing comment.

5.7. The ICS will convert the CSL approved ROI to a PDF and initiate closing signatures
and IC Director concurrence review.
e The ICS will “Initiate Child Workflow” to the Specialist with the routing comment,
“ROI for electronic signature”, and indicate VBI# if not already labeled.
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e After Specialist completion, the ICS will Move Forward the ROI.pdf to the CSL
with routing comment, “ROI for electronic signature.”

e The CSL will Move Forward the ROI.pdf to the IC Director with the routing
comment, “ROI for concurrence review.”

5.8. The IC Director will conduct concurrence review by:
e Approving: Electronically signs the ROI.pdf and moves it to the ICS.
e May request the VBI folder from the ICS for further review, if needed.
e May request rework: Does not sign ROI.pdf. Move Forward the Mail Log to the
Specialist and returns the VBI folder, if applicable, to the Specialist.

5.9. The ICS will perform a quality audit of the VVBI folder.

e Check numbered CE entries correspond to numbered document or item.

e Check all documents and items correspond to CE entries.

e Check all documents for missing pages and are secured.

e Check evidentiary documents and items demonstrate chain of custody with receipt
information on the backside of the record.

e Request Specialist to correct and complete entries
o The ICS will create a Mail Log Child Document to track the request and

transfer of the VVBI folder.

o The ICS may correct and complete instead of the Specialist.

6. Finalization Steps in Closing the Investigation

6.1. The ICS performs a final review and Summary Sheet closure.

e Print the signed ROI.pdf as a yellow file-copy and add it to the VBI folder as well as
final entry in the CE. The Mail Log # may be handwritten on the ROI yellow to
facilitate tracking.

e All remaining CE blank spaces are lined through.

e Correct and/or complete remaining Summary Sheet entries using information from
the final ROI.

6.2. The IM or CSL will incorporate any other needed information into the Investigation
Module in LSRTIS, and [Close] the VBI.

6.3. The ICS will mark the VVBI folder closed with the destruction date noted.
e [Close] the VBI in LSRTIS if not already closed by the IM or CSL.
e File the \VBI folder in the power files with the closed cases.
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