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1. Purpose and Scope

Plot plans, plot plan legends, blueprints, blueprint legends, and blueprint legend addenda are the
types of facility documents that are submitted to the Center for Veterinary Biologics (CVB) from
licensees, permittees and applicants for veterinary biologics establishment and product licenses
or permits. These facility document submissions shall represent the physical facilities and
equipment used in the preparation of veterinary biological products.

2. Processing Plot Plans, Blueprints and Legends

2.1  Plot plans, blueprints and legends may be submitted to the CVB under two
conditions:

2.1.1 Prior to an establishment license or permit being issued by the CVB,
facility documents are forwarded from CVB-Policy, Evaluation, and Licensing
(CVB-PEL) to CVB-Inspection and Compliance (CVB-IC) for review. An
inspection of the physical facilities and equipment by CVB-IC will also be
requested by CVB-PEL. After the review and inspection are completed, all
acceptable facility documents are stamped and filed. CVB-IC notifies CVB-PEL
when an applicant’s facilities are acceptable for the purposes intended.

2.1.2 After an establishment license or a permit to import and distribute has
been issued by the CVB, facility documents are submitted to CVB-IC by a
licensee or a permittee for review by a CVB-IC Biologics Specialist (Specialist).
After the review is completed, all acceptable facility documents are stamped and
filed.

2.2 Upon receipt at CVB-IC:

2.2.1 The Inspection and Compliance Biologics Office Assistant (IC BOA) or
designee:

e Stamps all copies of the facility documents with the "date received."”
All plot plans, blueprints, legends, and associated addenda have the
“date received” stamped in the lower left corner of each page.

e Logs the facility documents into the Licensing Serial Release and
Testing Information System (LSRTIS) Mail Log (see ICW10236,
Work Flow for Correspondence for Inspection and Compliance: Using
the Mail Log System).

e Places the submission in the Firm Request Pending file drawer based
on the date received (see Section 6 of ICWI10910, Mail Receipt
Process and Distribution).
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2.2.2

2.2.3

Processing Facility Documents

The Biologics Compliance Assistant (BCA)

Self-assigns mail log item.

Reviews all of the submitted facility documents for compliance with
the proper form and submission requirements according to the Code of
Federal Regulations, Title 9 (9 CFR) 108.2-108.7.

Completes the preliminary review section on facility document
worksheets for each submission using the current version of
ICFRMO0018, Facility Document Worksheet — Plot Plan Preliminary
Review Section (BCA), and/or ICFRMO0019, Facility Document
Worksheet — Blueprint Preliminary Review Section (BCA)

Moves mail log item to Specialist Review. Gives the facility
document worksheets and submission to the Specialist assigned to the
firm.

The Specialist

Performs a compliance review of all submitted facility documents for
acceptable facility arrangement, construction, traffic patterns, and
product protection according to 9 CFR 108.2-108.10.

Completes the final review section on facility document worksheets by
indicating whether the submission is acceptable, acceptable with pen
and ink changes, acceptable with revisions to be submitted, or rejected.

Signs and dates the worksheets.

Drafts a cover letter to the firm using the current version of
ICWI10018, Formulating a Blueprint Letter in Response to Facility
Document Submissions, accepting or rejecting either a portion of, or
the entire submission of facility documents. A template letter is
available for this purpose in the Inspection and Compliance Manual or
on the CVB Quality Management SharePoint site. The *“supersedes
stamp date” to be listed in an acceptance letter is the date the previous
facility documents were filed at CVB-IC. The date for the new or
revised facility documents is the date they are stamped and filed at
CVB-IC. These dates are always stamped within a blue “FILED
WITH THE USDA” box on each plot plan, blueprint, and legend page.
These dates should be written in the cover letter using a three letter
designation for each month; for example, 05JAN2006, 15FEB2006,
30MAR2006, etc. In the cover letter, list all reasons for rejecting the

UNCONTROLLED COPY



Center for Veterinary Biologics 1CSOP0018.03
Standard Operating Policy/Procedure Page 5 of 9

Processing Facility Documents

submission with applicable 9 CFR 108.2-108.10 references, all pen
and ink changes, and all requested revisions for the filed documents.
Pen and ink changes are made in red ink on both copies of the facility
documents by the Specialist with their initials and date of change(s).

Documents sent back to the firm unprocessed are not given a
“supersedes” date or stamp date.

Returns all facility documents and the facility document worksheets to
the BCA. Using the LSRTIS Mail Log system, an email copy of the
cover letter is also sent to the BCA who originally processed the
documents.

2.24 The BCA

Prepares the cover letter for signature and creates an electronic copy
for the CVB-PEL Reviewer (Reviewer). This letter for accepted
and/or rejected facility documents will be sent to the firm by Certified
Mail, Return Receipt Requested.

Stamps two copies of accepted facility documents with the date of the
cover letter. This stamp date should be applied in the lower right
corner of all legend pages and near the firm’s signature on plot plans
and blueprints. This is the blue “FILED WITH THE USDA” stamp
date previously referred to in Section 2.2.3. A third copy may be
approved and stamped if submitted and requested by the firmin a
cover letter

Obtains the Specialist’s signature on the cover letter.

2.2.5 The Specialist

Reviews the cover letter and verifies that both copies of all legend
pages, plot plans, and blueprints in the accepted submission are stamp
dated as “FILED WITH THE USDA.”

Verifies that this stamp date and the date of the cover letter are the
same.

Signs the cover letter and then obtains CVB-IC management initials on
the CVB-IC file (yellow) copy of this letter.

Returns all documents to the BCA.
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2.2.6 The BCA

e Sends one stamped copy of each accepted facility document with the
cover letter to the firm. All rejected and extra copies of the facility
documents are returned to the firm. The cover letter is saved to the
LSRTIS Mail Log and mailing information is entered. Electronic
notifications are sent.

e Attaches the firm’s incoming cover letter to the yellow copy of the
CVB-IC cover letter with the stamped legends, plot plan, and/or
blueprints and gives to the IC BOA to await the certified return receipt
green card and for future filing.

2.2.7 ThelIC BOA

e Files one stamped copy of each accepted facility document in the
CVB-IC files and removes all obsolete facility documents identified in
the CVB-IC cover letter from the files.

o Staples the Certified Mail Return Receipt (green card) to the yellow
copy of the CVB-IC cover letter once it is received. Updates the
LSRTIS Mail Log with the date documents received by the
establishment and the name of person who signed the Certified Mail
Return Receipt.

e Destroys all obsolete facility documents removed from the CVB-IC
files.

Prelicensing Note: For firms that have not yet been licensed or issued a permit, the
Specialist should notify CVB-PEL by memorandum when the firm has met the facility
requirements for an establishment license or permit to import and distribute in 9 CFR
108.2-108.10.

Note: Veterinary Services Memorandum 800.78 provides guidance to firms on the
preparation and submission of facility documents. Examples of plot plans, blueprints, and
legend pages are provided in the Memorandum.

Note: Facility document submissions may include more than two copies of each document
since 9 CFR 108.7 states that three copies are to be submitted to APHIS. However, only
two copies are now required. The third copy is usually returned to the firm unprocessed
unless the firm has requested the return of two stamped copies of each accepted facility
document.
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3. Introduction of a New Fraction into a Licensed Facility

When a new fraction is to be introduced into a firm’s licensed premises, there must be assurance
that the new fraction will not disrupt current production procedures or cross contaminate
biological products in the facilities. There must be adequate facilities to accommodate the new
fraction.

3.1 The Reviewer

e Consults with the Specialist assigned to the firm to confirm that the new
fraction can be introduced into the licensed premises with no disruption of the
current production procedures and without cross contamination of products.
Research facilities that are entirely separate and apart from facilities used for
the preparation of licensed biological products will not be considered part of
licensed premises for the purposes of this matter.

3.2  The Specialist

e Reviews the firm’s facility documents in the CVB-IC files. The firm’s
Administrative Inspection Review file and inspection reports may also be
reviewed.

e Determines whether the facilities, equipment, and personnel are adequate to
handle the new fraction.

3.2.1 If adequate:

¢ Notifies the Reviewer that the facilities are adequate by memo or
email. The Reviewer may also be given a verbal approval.

e Places a copy of the notification in the firm’s correspondence file for
facility documents.

3.2.2 If not adequate:

o Notifies the Reviewer immediately by memo or email. The Reviewer
should also be given a verbal disapproval. The Reviewer is
responsible for contacting the firm; however, the Reviewer may ask
the Specialist to contact the firm directly to gather more information
on where and how the firm intends to provide adequate facilities and
equipment.

e Places a copy of the notification that the facility is not adequate in the
firm’s correspondence file for facility documents.
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Note: If the facilities are adequate but the firm has not added the fraction to the legends,
the Specialist will ask the firm for revisions. The Specialist may ask for an immediate
revision or may approve a delay until the firm submits other facility document revisions to
CVB-IC. In general, the fraction should be added as soon as possible.
4. Summary of Revisions
Version .03

e Changed “agenda” to addenda.

e 221 ChangedIC OAA to IC BOA or designee.

e 2.2.1 Firsthbullet added, All plot plans, blueprints, legends and associated addenda.

e 221 Addedanew bullet point, “Logs the facility documents into the LSRTIS Mail

Log (see ICWI10236, Work Flow for Correspondence for Inspection and Compliance:

Using the Mail Log System)”.

e 221 Added (see Section 6 of ICWI0910.02, Mail Receipt, Process and Distribution) to
third bullet point.

e 2.2.2 Added anew bullet stating, “Self assigns mail log item”.
e 2.2.2 Added statement, “Moves mail log item to Specialist Review”.

e 2.2.3 Removed “The submission is not split into separate accepted or rejected parts”
under the fourth bullet point.

e 223 Removed “...ahard copy of the draft cover letter,...” Added “Using the mail log
system an.....” under the sixth bullet point.

e 2.2.4. Added “...and/or rejected..,” under first bullet point.

e 2.2.4 Added to second bullet, “A third copy may be approved and stamped if submitted
and requested by the firm in a cover letter”.

e 226 ChangedIC OAA to IC BOA under second bullet point.

e 2.2.6 Added to first bullet, “Cover letter is saved to the APHIS Mail Log and mailing
information is entered. Electronic “notifications are sent.”
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e 2.2.6 Added to second bullet, “with the stamped legends, plot plan, and/or
blueprints....to await the certified return receipt green card...future...”.

e 2.2.7 ChangedIC OAAto IC BOA
e 2.2.7 Removed first bullet point
e 2.2.7 Added, “Updates the Mail Log with the date documents received by the
establishment and the name of person who signed the Certified Mail Return Receipt,” to
the second bullet point.
Version .02
e The Contact has been changed from Ronald Owen to William Huls.

e 2: The location of template letters has been updated.

e 2.2.3: This section has been revised to provide minor clarifications to the steps
involved.

e 3: This section has been revised to further define the facilities involved in the
process.
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