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1. Purpose

A good inspection starts by preparing properly before beginning the actual in-plant inspection.
At least five things must be considered. First, decide upon the type of inspection. Second, select
the inspection team and distribute duties within the team. Third, make up schedules and notify
those who need to know about the inspection. Fourth, review the Center for Veterinary
Biologics (CVB) files to gather needed information. Fifth, assemble needed supplies and
provide for transportation and lodging needs. Each of these five requirements is further
explained in the following pages.

2. Types of Inspection
Each inspection is one of three types: (1) in-depth, (2) follow-up, or (3) special.
2.1 In-Depth

An in-depth inspection is an unannounced, detailed inspection in which overall
compliance with the Code of Federal Regulations, Title 9 (9 CFR) and other
requirements is systematically examined. The time required for this type of inspection is
normally the longest of the three types of inspection, but does not exceed two weeks in
length. The size of the plant, the number of inspectors on the team, and problems
encountered determine the length of time expended. As many inspection categories as
possible are examined.

2.2  Follow-Up

Follow-up inspections are conducted to determine if corrections required as a result of a
previous in-depth (or follow-up) inspection have been made. Need for a “follow-up” and
length of time for the inspection are recommended by the Biologics Specialist
(Specialist) based on the seriousness of the corrections required. Follow-up inspections
are discussed with the Inspection Section Leader prior to being scheduled. Follow-up
inspections are within six months from the in-depth inspection or notification of
infractions as required by 9 CFR, Part 105.2.

2.3  Special
A special inspection is any inspection not of the previous two types. This type of
inspection is requested in writing by CVB personnel or other government officials, or as

directed by the CVB-Inspection and Compliance (CVB-IC) Director. Pre-licensing
inspections are considered special inspections.
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3. The Inspection Team

A Specialist or Section Leader leads the inspection team and coordinates the inspection. Usually
the Specialist assigned to the firm is leader, but others may be designated this responsibility.
The team leader assembles the team.

3.1  Team Make-up

Team composition and size depends on the size of the plant, the type of inspection, the
number and types of products produced, and special problems likely to be encountered.

3.1.1 Limit the team size to no more than four. Use fewer people if the plant is
small or if few products are involved. Do not take more people than the firm
liaison(s) can adequately handle.

3.1.2 Identify special problems prior to the inspection and consider who is best
suited to research these issues.

3.1.4 Consider including a CVB Laboratory scientist on the team if testing
problems are foreseen. Make requests for CVB Laboratory personnel to the
appropriate Section Leader. Coordinate this request with the Director, since
CVB-IC may have to cover the travel expenses for the CVB member.

3.1.5 Consider including a member of CVB-Policy, Evaluation, and Licensing
(CVB-PEL) on the inspection team whenever advantageous. Make the request to
the CVB-PEL Director and keep the CVB-IC Director informed.

3.1.6 Consider including one of the Biologics Compliance Inspectors (BCls) on
the inspection team. They are a valuable member and can add depth to a team on
inspection.

3.2 Inspection Assignments

Tasks related to each of the major categories to be covered on an in-depth inspection are
assigned to at least one member of the team at the time the team is formed.
Responsibility will normally remain with this assignee throughout the inspection cycle—
including writing of the report. Assignments are made by the team leader and are based
upon the training, experience and expertise of each team member. Team assignments
may be changed as warranted by findings during pre-inspection review or during the
inspection. Assign a mentor to team members that are not fully trained inspectors to
assure they are used efficiently and have a productive experience.

3.2.1 Review the categories of inspection.
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3.2.2 Set the priorities for categories to be examined during inspection.
3.2.3 Assign tasks to team members.
3.2.4 Record assignments made.

3.2.5 Notify team members of assignments so overlapping duties may be
coordinated.

4. Division of Responsibilities
4.1  Team Leader

The team leader makes the final decision on assignments and ensures that all preparatory
aspects of the inspection including review, assembly of inspection supplies, and travel
arrangements have been made for everyone on the team. Using the individual team
member’s reports, the team leader will assemble, edit, and submit the final inspection
report.

4.2 Team Member

Each team member is responsible for obtaining and evaluating the information
accumulated from the various sources and sharing that information with the rest of the
team. At the end of the inspection, each team member reports her or his findings to the
team leader for editing and enclosing in the final report. Inspection notes and summaries
are due to the team leader within five working days after returning to the office.

5. Inspection Scheduling

The Director requests the funds and the manpower needed to accomplish the goals set. The
Inspection Section Leader works with the Specialists in establishing the overall unit schedule for
accomplishing the goals. As the budget cycle progresses, changes and adjustments are made in
the budget and personnel. By September 1, when the activity year starts, the Director, the
Inspection Section Leader, and CVB-IC personnel make more specific plans together which are
finalized in the performance standards of each employee and the Director. The Director and
CVB-IC personnel meet at least once every six months to review work accomplished. Changes
in expectations can be made if necessary.

51  Specialist
e Establish inspection priority for each assigned firm and each site within the

firm. The Inspection Section Leader uses a risk based system approach to
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determine a list of in-depth inspections that should occur during the fiscal
year. Specialists are responsible for conducting the inspections assigned.

e Consider the following: funds available; people and time available; location
of licensee; urgency of need for inspection; interval since last inspection;
possible weather or local events problems; activity at the plant; transportation
or lodging problems; and other considerations.

e Review priorities with the supervisor for concurrence.

e Prepare a tentative inspection schedule for the year based upon established
priorities. Submit a tentative plan to supervisor approximately one month
prior to the beginning of the activity year. Review with supervisor and
Inspection Section Leader for comments and concurrence. Examine at least
quarterly and communicate changes to Inspection Section Leader as soon as
possible.

5.2 Section Leader

e Make changes to the CVB-IC schedule as they are communicated to you.
This is the document used by others in the program to document approval of
expending resources on the function.

The entry includes the team leader, team members, dates of inspection (if less
than a week), number of inspection days, establishment number, site, and type
of inspection. An example of an IC Calendar entry for inspections is as
follows: Schnurr, B. Coyle 10 IHD (336 - Pullman, WA - S).

6. Notification of Inspection

Certain APHIS officials should be advised that an inspection is about to occur. It is the policy of
the Veterinary Biologics Program for all in-depth and most follow-up inspections to be
unannounced. We, therefore, limit our notifications to only those persons that need to know.

The CVB-PEL Reviewer is the most important person to notify of an impending inspection.
This person will know of all current activities relating to licenses, outlines, labels and research
activities at the licensee. Written and verbal contact with this person prior to every inspection is
CVB-IC policy.

The second most important group to notify is the CVB Laboratory. This notification is more

difficult since several CVB Laboratory Sections may be interfacing with the firm. The CVB-
PEL Reviewer will be able to tell what pre-licensing activities are in progress at the CVB
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Laboratory. The detailed report of serials will provide information to post-licensing problems
that may require CVB Laboratory consultation.

6.1  Biologics Compliance Assistant (BCA)

e Prepare a Notice of Inspection Memo for all in-depth and follow-up
inspections. Email notification is sent to responsible Reviewer(s) for the firm
and the CVB-PEL Director.

6.2 Team Leader

e Notify the BCA assigned to the firm and the Inspection Section Leader,
immediately if the schedule changes.

e Request the BCA to prepare a notification for a special inspection if it would
be helpful.

6.3  Timing for these notices is important. The CVB-IC goal is to have them out two
to four weeks prior to the inspection; however, the BCAs may not receive the schedules
in time. To speed up delivery, the notices should be sent electronically, where possible.
The Section Leader may ask the BCA to prepare the notice when the monthly schedule is
delayed.

BCAs distribute the notification memo only to:

Reviewer for the firm, CVVB-PEL and
Director, CVB-PEL

Note: The template memo requests that the recipient provide the team leader with
information that will make the inspection more productive. It includes a target date for
replies.
7. Information Leaks
7.1  All CVB-IC Personnel
e Maintain security over the dates and locations of unannounced inspections.

Notify the Director immediately if it is found that the information was leaked
to anyone without the need to know.
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7.2  Exceptions

For pre-licensing and other special inspections, and for foreign inspections, the firm may
be notified if it will improve the inspection.

Exception to the notification restriction is also possible for small firms with limited
personnel. After consulting with the supervisor, it may be acceptable to contact these
firms just prior to incurring travel expenses if it is suspected that critical personnel may
be away from the firm during the inspection. Since this contact is contrary to program
policy, concurrence of the supervisor is required.

8. Providing for Inspection Equipment, Lodging and Transportation Needs
Inspections are usually conducted at sites remote from the official duty station. Personnel must
therefore have: the inspection equipment that is needed; transportation both to and from and at
the site where the inspection will be conducted; and a convenient location where private
discussions and critiques may be held and preliminary drafts prepared.

8.1  Supplies Needed

The following list contains supplies that may be needed for an inspection:

e Badge and valid USDA Identification Card. Identification is always required.

e A calculator for records audit.

e Acurrent 9 CFR Part 101-118 and other policy documents with latest
revisions.

e Pre-printed inspection note forms:

Daily Inspection Note Forms

Daily Notes Continuation Sheets
Product Check-off Forms

Product Check-off Continuation Sheets
Product Destruction Form (Form 2045)

ok~

e Blank notebooks, scratch pads and other stationery materials.

e Pre-inspection packet as noted in ICSOP0031 and other reference material
prepared during the pre-inspection period.
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e A copy of the current version of ICSOP0013.
Additional Personal Equipment

e Flashlight

e Travel orders (AD 202)

e Locater with hotel and rental car reservations and confirmation numbers
e Airline schedules and airline tickets

e Area maps and travel guides

e Government travel credit card

e Telephone credit card number, if assigned

e Business cards

9. Final Pre-inspection Meeting

When each team member has completed their portion of the office files review, and details of
scheduling, lodging, transportation, and equipment needs have been arranged, the team leader
may call a team meeting. The following is a checklist for the conference:

Redefine the objectives of the forthcoming inspection.

Review worksheets to insure needed information has been written down and will be
available in useful form at the inspection site.

Review schedules, supply needs, etc.
Answer questions.

Go over the final work plan. Be sure everyone is aware and prepared to fulfill their
role on the inspection team.

10. Summary of Revisions

The Contact information has been updated.

3.1.6: This section has been added to include Biological Compliance Inspectors as
possible inspection team members.

4.2: Changed timeframe from three days to five days to meet current performance
standards.
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e 5.1: The method of determining inspections based on a risk based approach is
described. This replaced the old standard of inspecting each site once every 36
months

e 8.2: Added “if assigned” to telephone credit cards since it is no longer our policy to
assign these to each new Specialist.
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