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(iv) Resolve all identified defi-
ciencies;

(v) Notify APHIS as soon as possible,
but no more than 10 days following its
occurrence, of any change in key man-
agement personnel or facility staff ac-
countable for the laboratory testing or
phytosanitary inspection services for
which the facility is accredited; and

(vi) Report to APHIS as soon as pos-
sible, but no more than 10 days fol-
lowing its occurrence, any change in-
volving the location, ownership, phys-
ical plant, equipment, or other condi-
tions that existed at the facility at the
time accreditation was granted.

(c) Fees and trust fund agreement. The
fees charged by APHIS in connection
with the initial accreditation of a non-
government facility and the mainte-
nance of that accreditation shall be
adequate to recover the costs incurred
by the government in the course of
APHIS’ accreditation activities. To
cover those costs, the operator of the
facility seeking accreditation must
enter into a trust fund agreement with
APHIS under which the operator of the
facility will pay in advance all esti-
mated costs that APHIS expects to
incur through its involvement in the
pre-accreditation assessment process
and the maintenance of the facility’s
accreditation. Those costs shall include
administrative expenses incurred in
those activities, such as laboratory
fees for evaluating check test results,
and all salaries (including overtime
and the Federal share of employee ben-
efits), travel expenses (including per
diem expenses), and other incidental
expenses incurred by the APHIS in per-
forming those activities. The operator
of the facility must deposit a certified
or cashier’s check with APHIS for the
amount of the costs, as estimated by
APHIS. If the deposit is not sufficient
to meet all costs incurred by APHIS,
the operator of the facility must de-
posit another certified or cashier’s
check with APHIS for the amount of
the remaining costs, as determined by
APHIS, before APHIS’ services will be
completed. After a final audit at the
conclusion of the pre-accreditation as-
sessment, any overpayment of funds
will be returned to the operator of the
facility or held on account until needed
for future activities related to the
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maintenance of the facility’s accredita-
tion.

Approved by the Office of Management and
Budget under control number 0579-0130)

[64 FR 1105, Jan. 8, 1999, as amended at 66 FR
37400, July 18, 2001]

§353.9 Standards for accreditation of
non-government facilities to per-
form laboratory seed health testing
and seed crop phytosanitary inspec-
tion.

(a) Application for accreditation, certifi-
cation of accreditation, and monitoring of
accredited facilities. A facility may
apply to be accredited to perform lab-
oratory seed health testing or seed
crop phytosanitary inspection, or to
renew such accreditation, by submit-
ting an application in accordance with
§3563.8(b)(2) of this part. If there are
portions of the application deemed to
contain trade secret or confidential
business information (CBI), each page
of the application containing such in-
formation should be marked ‘CBI
Copy.” The application must be accom-
panied by a copy of the facility’s qual-
ity manual and a nonrefundable appli-
cation fee of $1,000. The applicant must
make additional deposits to cover the
costs of gaining and maintaining ac-
creditation into a trust fund estab-
lished in accordance with §353.8(c) of
this part upon request by the Adminis-
trator.

(1) Upon determining that a facility
is eligible for accreditation, the Ad-
ministrator will issue the facility a
certificate of accreditation. Accredita-
tion will be for a period of 3 years from
the date of issuance of the certificate
of accreditation and may be renewed
by submitting a new application and
application fee in accordance with this
paragraph.

(2) The Administrator may deny or
withdraw accreditation in accordance
with §353.8(a)(2) of this part. A facility
may appeal denial of accreditation in
accordance with §353.8(a)(2)(1) of this
part, and may appeal withdrawal of ac-
creditation in accordance with
§363.8(a)(2)(ii) of this part.

(3) A facility that has been denied ac-
creditation or had its accreditation
withdrawn may not reapply within 60
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days of the date the facility was noti-
fied in writing that accreditation was
denied or withdrawn.

(4) After a facility is accredited, the
facility must allow APHIS access to
the facility and all of its equipment
and records for the purpose of con-
ducting unannounced audits to deter-
mine the facility’s continuing eligi-
bility for accreditation. Such audits
will occur at least once a year and may
be performed more frequently at the
discretion of the Administrator.

(b) Standards for accreditation. A facil-
ity that, in accordance with §353.8(b)(2)
of this part, applies to be accredited to
perform laboratory seed health testing
or seed crop phytosanitary inspection
will be evaluated for accreditation
against these standards:

(1) Physical plant. The facility’s phys-
ical plant (e.g., laboratory space, office
space, greenhouses, vehicles, etc.)
must:

(i) Have laboratory and office spaces
enclosed by walls and locking doors to
prevent unauthorized access;

(ii) Conform to all State and local
zoning and other ordinances; and

(iii) Provide a work area that is dedi-
cated to laboratory functions and has
sufficient space to conduct the required
tests and store the materials and sam-
ples required for the tests in a manner
that prevents contamination by other
samples in the laboratory and from
other sources.

(2) The facility must have access to
all equipment required to conduct the
laboratory testing or seed crop
phytosanitary inspections for which it
is accredited. Specific test methodolo-
gies, materials, and the calibration and
monitoring of the equipment must con-
form to Reference Manual B, which is
incorporated by reference at §300.4 of
this chapter. The general requirements
for each test category are as follows:

(i) Seed crop phytosanitary inspections.
Seed crop phytosanitary inspection
may also include related activities
such as collection of seed samples for
later laboratory testing, visual inspec-
tion of seed just prior to export, and in-
spection of greenhouses or growth
chambers where plants are grown for
seed production, as well as visual in-
spection of seed crops. In the field, in-
spectors must use accurate field maps,
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hand lenses, and secure containers for
the collection, storage, and transpor-
tation of samples. Inspectors must
have direct access to a laboratory that
is fully equipped to carry out any nec-
essary diagnostic tests needed for field
samples.

(i1) Direct visual eramination. Visual
examination of seed requires a stereo
microscope. Visual examination of tis-
sue requires a compound light micro-
scope. Visual examination of loosely
attached or accompanying material re-
quires a centrifuge and shaker.

(iii) Incubation. Required equipment
includes incubation chambers, laminar
flow hoods, media preparation equip-
ment, scales, pH meters, distilled and
sterile water, gas burners, an auto-
clave, and the appropriate media for
the specified tests.

(iv) Grow-out tests. Grow-out tests re-
quire a greenhouse, growth chamber, or
an outdoor quarantine location, and
access to a laboratory that is fully
equipped to carry out any required di-
agnostic tests.

(v) Serological tests. These tests re-
quire grinding, extraction, and sample
purification equipment; fluorescent mi-
Croscopes; plate readers;
spectrophotometers; and the appro-
priate assay materials; or the appro-
priate equipment to use field ready test
kits.

(vi) DNA probes. To conduct these
tests, a laboratory must be equipped
with polymerase chain reaction (PCR)
equipment, including thermal cyclers,
electrophoresis and gel blotting equip-
ment, and the reagents and DNA
polymerases necessary to conduct the
PCR.

(38) Methods of testing and inspection.
The facility must conduct its labora-
tory seed health testing and seed crop
phytosanitary inspection procedures in
accordance with Reference Manual B.
The facility must have a quality man-
ual documenting its quality system for
laboratory seed health testing and seed
crop phytosanitary inspection proce-
dures. The quality system must follow
the general guidelines described in
ANST/ASQC Q9001-1994, American Na-
tional Standard: Quality Systems-Model
for Quality Assurance in Design, Develop-
ment, Production, Installation and Serv-
icing. Acceptable models for quality
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systems for accredited facilities are
also described in detail in Reference
Manual A, which is incorporated by
reference at §300.3 of this chapter. The
personnel who perform the testing and
inspection services must comply with
the quality manual, and management
must enforce this compliance. The fa-
cility must maintain documented pro-
cedures for identification, collection,
indexing, access, filing, storage, main-
tenance, and disposition of quality sys-
tem records. The facility must main-
tain quality system records to dem-
onstrate conformance to the quality
manual and the effective operation of
the quality system.

(4) Personnel. There must be a selec-
tion procedure and a training system
to ensure technical competence of all
staff members. The education, tech-
nical knowledge, and experience re-
quired to perform assigned test and in-
spection functions must be documented
and clearly defined. In addition:

(i) Evaluation of plant or tissue sam-
ples must be undertaken by a plant pa-
thologist or by laboratory technicians
under the supervision of a plant pathol-
ogist, who may provide such super-
vision either on-site, or from a remote
location. Where personnel are required
to be trained at a facility to evaluate
the particular types of plants or tissue
samples handled by the facility, the
training program must be evaluated by
APHIS and determined to be effective.

(ii) All staff must have access to and
be familiar with the reference mate-
rials, guides, and manuals required for
the routine performance of the tests
and inspections they conduct.

(Approved by the Office of Management and
Budget under control number 0579-0130)

[66 FR 37400, July 18, 2001, as amended at 67
FR 8466, Feb. 25, 2002]
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PART 354—OVERTIME SERVICES RE-
LATING TO IMPORTS AND EX-
PORTS; AND USER FEES

Sec.
354.1 Overtime work at border ports, sea
ports, and airports.

354.2 Administrative instructions pre-
scribing commuted traveltime.
3564.3 User fees for certain international

services.
354.4 User fees for certain domestic services.
354.5 Penalties for nonpayment or late pay-
ment of user fees.

AUTHORITY: 7 U.S.C. 2260; 21 U.S.C. 136 and
136a; 49 U.S.C. 80503; 7 CFR 2.22, 2.80, and
371.3.

§354.1 Overtime work at border ports,
sea ports, and airports.

(a)(1) Any person, firm, or corpora-
tion having ownership, custody, or con-
trol of plants, plant products, animals,
animal byproducts, or other commod-
ities or articles subject to inspection,
laboratory testing, certification, or
quarantine under this chapter and sub-
chapter D of chapter I, title 9 CFR, who
requires the services of an employee of
the Animal and Plant Health Inspec-
tion Service on a Sunday or holiday, or
at any other time outside the regular
tour of duty of that employee, shall
sufficiently in advance of the period of
Sunday, holiday, or overtime service
request the Animal and Plant Health
Inspection Service inspector in charge
to furnish the service during the over-
time or Sunday or holiday period, and
shall pay the Government at the rate
listed in the following table, except as
provided in paragraphs (a)(1)({), (ii),
and (iii) of this section:

OVERTIME FOR INSPECTION, LABORATORY TESTING, CERTIFICATION, OR QUARANTINE OF PLANTS,
PLANT PRODUCTS, ANIMALS, ANIMAL PRODUCTS OR OTHER REGULATED COMMODITIES

Overtime rates (per hour)
Outside the employee’s normal tour of Aug. 11
duty 20029—'Se ot Oct. 1, 2002— | Oct. 1, 2003— | Oct. 1, 2004— | Beginning Oct.
30 zoog : Sept. 30, 2003 | Sept. 30, 2004 | Sept. 30, 2005 1, 2005
Monday through Saturday and holidays ... $45.00 $46.00 $48.00 $49.00 $51.00
SUNAAYS oo 59.00 61.00 63.00 65.00 67.00
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