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Explanation

The Code of Federal Regulations is a codification of the general and permanent
rules published in the Federal Register by the Executive departments and agen-
cies of the Federal Government. The Code is divided into 50 titles which represent
broad areas subject to Federal regulation. Each title is divided into chapters
which usually bear the name of the issuing agency. Each chapter is further sub-
divided into parts covering specific regulatory areas.

Each volume of the Code is revised at least once each calendar year and issued
on a quarterly basis approximately as follows:

Title 1 through Title 16............. as of January 1
Title 17 through Title 27 ... e as of April 1
Title 28 through Title 41 ... e as of July 1
Title 42 through Title 50 ..., as of October 1

The appropriate revision date is printed on the cover of each volume.
LEGAL STATUS

The contents of the Federal Register are required to be judicially noticed (44
U.S.C. 1507). The Code of Federal Regulations is prima facie evidence of the text
of the original documents (44 U.S.C. 1510).

HOW TO USE THE CODE OF FEDERAL REGULATIONS

The Code of Federal Regulations is kept up to date by the individual issues
of the Federal Register. These two publications must be used together to deter-
mine the latest version of any given rule.

To determine whether a Code volume has been amended since its revision date
(in this case, January 1, 2005), consult the ‘““List of CFR Sections Affected (LSA),”
which is issued monthly, and the ‘“‘Cumulative List of Parts Affected,”” which
appears in the Reader Aids section of the daily Federal Register. These two lists
will identify the Federal Register page number of the latest amendment of any
given rule.

EFFECTIVE AND EXPIRATION DATES

Each volume of the Code contains amendments published in the Federal Reg-
ister since the last revision of that volume of the Code. Source citations for
the regulations are referred to by volume number and page number of the Federal
Register and date of publication. Publication dates and effective dates are usu-
ally not the same and care must be exercised by the user in determining the
actual effective date. In instances where the effective date is beyond the cut-
off date for the Code a note has been inserted to reflect the future effective
date. In those instances where a regulation published in the Federal Register
states a date certain for expiration, an appropriate note will be inserted following
the text.

OMB CONTROL NUMBERS
The Paperwork Reduction Act of 1980 (Pub. L. 96-511) requires Federal agencies
to display an OMB control number with their information collection request.
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Many agencies have begun publishing numerous OMB control numbers as amend-
ments to existing regulations in the CFR. These OMB numbers are placed as
close as possible to the applicable recordkeeping or reporting requirements.

OBSOLETE PROVISIONS

Provisions that become obsolete before the revision date stated on the cover
of each volume are not carried. Code users may find the text of provisions in
effect on a given date in the past by using the appropriate numerical list of
sections affected. For the period before January 1, 2001, consult either the List
of CFR Sections Affected, 1949-1963, 1964-1972, 1973-1985, or 1986-2000, published
in 11 separate volumes. For the period beginning January 1, 2001, a ‘“‘List of CFR
Sections Affected’ is published at the end of each CFR volume.

CFR INDEXES AND TABULAR GUIDES

A subject index to the Code of Federal Regulations is contained in a separate
volume, revised annually as of January 1, entitled CFR INDEX AND FINDING AIDS.
This volume contains the Parallel Table of Statutory Authorities and Agency
Rules (Table 1). A list of CFR titles, chapters, and parts and an alphabetical
list of agencies publishing in the CFR are also included in this volume.

An index to the text of “Title 3—The President’ is carried within that volume.

The Federal Register Index is issued monthly in cumulative form. This index
is based on a consolidation of the “Contents’ entries in the daily Federal Reg-
ister.

A List of CFR Sections Affected (LSA) is published monthly, keyed to the
revision dates of the 50 CFR titles.

REPUBLICATION OF MATERIAL

There are no restrictions on the republication of textual material appearing
in the Code of Federal Regulations.

INQUIRIES

For a legal interpretation or explanation of any regulation in this volume,
contact the issuing agency. The issuing agency’s name appears at the top of
odd-numbered pages.

For inquiries concerning CFR reference assistance, call 202-741-6000 or write
to the Director, Office of the Federal Register, National Archives and Records
Administration, Washington, DC 20408 or e-mail fedreg.info@nara.gov.

SALES

The Government Printing Office (GPO) processes all sales and distribution of
the CFR. For payment by credit card, call toll-free, 866-512-1800, or DC area, 202-
512-1800, M-F 8 a.m. to 4 p.m. e.s.t. or fax your order to 202-512-2250, 24 hours
a day. For payment by check, write to the Superintendent of Documents, Attn:
New Orders, P.O. Box 371954, Pittsburgh, PA 15250-7954. For GPO Customer Service
call 202-512-1803.

ELECTRONIC SERVICES

The full text of the Code of Federal Regulations, the LSA (List of CFR Sections
Affected), The United States Government Manual, the Federal Register, Public
Laws, Public Papers, Weekly Compilation of Presidential Documents and the Pri-
vacy Act Compilation are available in electronic format at www.gpoaccess.gov/
nara (“‘GPO Access’’). For more information, contact Electronic Information Dis-
semination Services, U.S. Government Printing Office. Phone 202-512-1530, or 888-
293-6498 (toll-free). E-mail, gpoaccess@gpo.gov.

Vi



The Office of the Federal Register also offers a free service on the National
Archives and Records Administration’s (NARA) World Wide Web site for public
law numbers, Federal Register finding aids, and related information. Connect

to NARA’s web site at www.archives.gov/federal register. The NARA site also
contains links to GPO Access.

RAYMOND A. MOSLEY,

Director,

Office of the Federal Register.
January 1, 2005.






THIS TITLE

Title 15—COMMERCE AND FOREIGN TRADE is composed of three volumes. The
parts in these volumes are arranged in the following order: parts 0-299, 300-799,
and part 800-End. The first volume containing parts 0-299 is comprised of Subtitle
A—Office of the Secretary of Commerce, Subtitle B, chapter I—Bureau of the
Census, Department of Commerce, and chapter IlI—National Institute of Stand-
ards and Technology, Department of Commerce. The second volume containing
parts 300-799 is comprised of chapter Ill—International Trade Administration, De-
partment of Commerce, chapter IV—Foreign-Trade Zones Board, and chapter
VIl—Bureau of Industry and Security, Department of Commerce. The third vol-
ume containing part 800-End is comprised of chapter VIII—Bureau of Economic
Analysis, Department of Commerce, chapter IX—National Oceanic and Atmos-
pheric Administration, Department of Commerce, chapter Xl—Technology Ad-
ministration, Department of Commerce, chapter XllI—East-West Foreign Trade
Board, chapter XIV—Minority Business Development Agency, chapter XX—Office
of the United States Trade Representative, and chapter XXIlI—National Tele-
communications and Information Administration, Department of Commerce. The
contents of these volumes represent all current regulations codified under this
title of the CFR as of January 1, 2005.

For this volume, Ruth Green was Chief Editor. The Code of Federal Regula-
tions publication program is under the direction of Frances D. McDonald, assisted
by Alomha S. Morris.
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SUBCHAPTER A—MISCELLANEOUS REGULATIONS

PART 301—INSTRUMENTS AND AP-
PARATUS FOR EDUCATIONAL
AND SCIENTIFIC INSTITUTIONS

Sec.

301.1 General provisions.

301.2 Definitions.

301.3 Application for duty-free entry of sci-
entific instruments.

301.4 Processing of applications by the De-
partment of the Treasury (U.S. Customs
Service).

301.5 Processing of applications by the De-
partment of Commerce.

301.6 Appeals.

301.7 Final disposition of an application.

301.8 Instructions for entering instruments
through U.S. Customs under subheading
9810.00.60, HTSUS.

301.9 Uses and disposition of instruments

entered under subheading 9810.00.60,
HTSUS.
301.10 Importation of repair components

and maintenance tools under HTSUS
subheadings 9810.00.65 and 9810.00.67 for
instruments previously the subject of an
entry liquidated under subheading
9810.00.60, HTSUS.

AUTHORITY: Sec. 6(c), Pub. L. 89-651, 80
Stat. 897, 899; Sec. 2402, Pub. L. 106-36, 113
Stat. 127, 168.

SOURCE: 47 FR 32517, July 28, 1982, unless
otherwise noted.

§301.1 General provisions.

(a) Purpose. This part sets forth the
regulations of the Department of Com-
merce and the Department of the
Treasury applicable to the duty-free
importation of scientific instruments
and apparatus by public or private non-
profit institutions.

(b) Background. (1) The Agreement on
the importation of Educational, Sci-
entific and Cultural Materials (Flor-
ence Agreement; ‘“the Agreement”) is a
multinational treaty, which seeks to
further the cause of peace through the
freer exchange of ideas and knowledge
across national boundaries, primarily
by eliminating tariffs on certain edu-
cational, scientific and cultural mate-
rials.

(2) Annex D of the Agreement pro-
vides that scientific instruments and
apparatus intended exclusively for edu-
cational purposes or pure scientific re-
search use by qualified nonprofit insti-

tutions shall enjoy duty-free entry if
instruments or apparatus of equivalent
scientific value are not being manufac-
tured in the country of importation.

(3) The Annex D provisions are imple-
mented for U.S. purposes in Subchapter
X, Chapter 98, Harmonized Tariff
Schedule of the United States
(HTSUS).

(c) Summary of statutory procedures
and requirements. (1) U.S. Note 1, Sub-
chapter X, Chapter 98, HTSUS, pro-
vides, among other things, that arti-
cles covered by subheadings 9810.00.60
(scientific instruments and apparatus),
9810.00.65 (repair components therefor)
and 9810.00.67 (tools for maintaining
and testing the above), HTSUS, must
be exclusively for the use of the insti-
tutions involved and not for distribu-
tion, sale, or other commercial use
within five years after entry. These ar-
ticles may be transferred to another
qualified nonprofit institution, but any
commercial use within five years of
entry shall result in the assessment of
applicable duties pursuant to §301.9(c).

(2) An institution wishing to enter an
instrument or apparatus under tariff
subheading 9810.00.60, HTSUS, must file
an application with the Secretary of
the Treasury (U.S. Customs Service) in
accordance with the regulations in this
section. If the application is made in
accordance with the regulations, notice
of the application is published in the
FEDERAL REGISTER to provide an oppor-
tunity for interested persons and gov-
ernment agencies to present views. The
application is reviewed by the Sec-
retary of Commerce (Director, Statu-
tory Import Programs Staff) , who de-
cides whether or not duty-free entry
may be accorded the instrument and
publishes the decision in the FEDERAL
REGISTER. An appeal of the final deci-
sion may be filed with the U.S. Court
of Appeals for the Federal Circuit, on
questions of law only, within 20 days
after publication in the FEDERAL REG-
ISTER.

(3) Repair components for instru-
ments or apparatus admitted duty-free
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under subheading 9810.00.60, HTSUS re-
quire no application and may be en-
tered duty-free in accordance with the
procedures prescribed in §301.10.

(4) Tools specifically designed to be
used for the maintenance, checking,
gauging or repair of instruments or ap-
paratus admitted under subheadings
9810.00.65 and 9810.00.67, HTSUS, require
no application and may be entered
duty-free in accordance with the proce-
dures prescribed in §301.10.

(d) Authority and delegations. The Act
authorizes the Secretaries of Com-
merce and the Treasury to prescribe
joint regulations to carry out their
functions under U.S. Note 6, Sub-
chapter X, Chapter 98, HTSUS. The
Secretary of the Treasury has dele-
gated authority to the Assistant Sec-
retary for Enforcement, who has re-
tained rulemaking authority and fur-
ther delegated administration of the
regulations to the Commissioner of the
U.S. Customs Service. The authority of
the Secretary of Commerce has been
delegated to the Assistant Secretary
for Import Administration who has re-
tained rulemaking authority and fur-
ther delegated administration of the
regulations to the Director of the Stat-
utory Import Programs Staff.

[47 FR 32517, July 28, 1982; 47 FR 34368, Aug.
9, 1982, as amended at 66 FR 28832, May 25,
2001]

§301.2 Definitions.

For the purposes of these regulations
and the forms used to implement them:

(a) Director means the Director of the
Statutory Import Programs Staff,
International Trade Administration,
U.S. Department of Commerce.

(b) Customs means the U.S. Customs
Service and the ““The Commissioner”
means Commissioner of the U.S. Cus-
toms Service, or the official(s) des-
ignated to act on the Commissioner’s
behalf.

(c) Customs Port or the Port means the
port where a particular claim has been
or will be made for duty-free entry of a
scientific instrument or apparatus
under subheading 9810.00.60, HTSUS.

(d) Entry means entry of an instru-
ment into the Customs territory of the
United States for consumption or with-
drawal of an instrument from a Cus-

15 CFR Ch. lll (1-1-05 Edition)

toms bonded warehouse for consump-
tion.

(e) United States includes only the
several States, the District of Colum-
bia and the Commonwealth of Puerto
Rico.

(f) Instrument means instruments and
apparatus specified in U.S. Note 6(a),
Subchapter X, Chapter 98, HTSUS. A
combination of basic instrument or ap-
paratus and accompanying accessories
shall be treated as a single instrument
provided that, under normal commer-
cial practice, such combination is con-
sidered to be a single instrument and
provided further that the applicant has
ordered or, upon favorable action on its
application, firmly intends to order the
combination as a unit. The term *“‘in-
strument” also covers separable com-
ponents of an instrument that are im-
ported for assembly in the United
States in such instrument where that
instrument, due to its size, cannot fea-
sibly be imported in its assembled
state. The components, as well as the
assembled instrument itself, must be
classifiable under the tariff provisions
listed in U.S. Note 6(a), Subchapter X,
Chapter 98, HTSUS. See paragraph (k)
of this section and §301.3(f). Unless the
context indicates otherwise, instru-
ment or apparatus shall mean a foreign
“instrument or apparatus’ for which
duty-free entry is sought under sub-
heading 9810.00.60, HTSUS. Spare parts
typically ordered and delivered with an
instrument are also considered part of
an instrument for purposes of these
regulations. The term ‘“instruments”
shall not include:

(1) Materials or supplies used in the
operation of instruments and appa-
ratus such as paper, cards, tapes, ink,
recording materials, expendable lab-
oratory materials, apparatus that loses
identity or is consumed by usage or
other materials or supplies.

(2) Ordinary equipment for use in
building construction or maintenance;
or equipment for use in supporting ac-
tivities of the institution, such as its
administrative offices, machine shops,
libraries, centralized computer facili-
ties, eating facilities, or religious fa-
cilities; or support equipment such as
copying machines, glass working appa-
ratus and film processors.
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(3) General purpose equipment such
as air conditioners, electric type-
writers, electric drills, refrigerators.

(4) General-purpose computers. Ac-
cessories to computers which are not
eligible for duty-free treatment are
also ineligible. Scientific instruments
containing embedded computers which
are to be used in a dedicated process or
in instrument control, as opposed to
general data processing or computa-
tion, are, however, eligible for duty-
free consideration.

(5) Instruments initially imported
solely for testing or review purposes
which were entered under bond under
subheading 9813.00.30, HTSUS, subject
to the provisions of U.S. Note 1(a), Sub-
chapter XIII, Chapter 98, HTSUS, and
must be exported or destroyed within
the time period specified in that U.S.
Note.

(g) Domestic instrument means an in-
strument which is manufactured in the
United States. A domestic instrument
need not be made exclusively of domes-
tic components or accessories.

(h) Accessory has the meaning which
it has under normal commercial usage.
An accessory, whether part of an in-
strument or an attachment to an in-
strument, adds to the capability of an
instrument. An accessory for which
duty-free entry is sought under sub-
heading 9810.00.60, HTSUS shall be the
subject of a separate application when
it is not an accompanying accessory.
The existing instrument, for which the
accessory is being purchased, may be
domestic or, if foreign, it need not have
entered duty free under subheading
9810.00.60, HTSUS.

(i) Accompanying accessory means an
accessory for an instrument that is
listed as an item in the same purchase
order and that is necessary for accom-
plishment of the purposes for which the
instrument is intended to be used.

() Ancillary equipment means an in-
strument which may be functionally
related to the foreign instrument but is
not operationally linked to it. Exam-
ples of ancillary equipment are vacuum
evaporators or ultramicrotomes, which
can be used to prepare specimens for
electron microscopy. Further, equip-
ment which is compatible with the for-
eign instrument, but is also clearly
compatible with similar domestic in-

§301.2

struments, such as automatic sampling
equipment sold for use with a variety
of mass spectrometers, will be treated
as ancillary equipment. A separate ap-
plication will be required for ancillary
equipment even if ordered with the
basic instrument.

(k) Components of an instrument
means parts or assemblies of parts
which are substantially less than the
instrument to which they relate. A
component enables an instrument to
function at a specified minimum level,
while an accessory adds to the capa-
bility of an instrument. Applications
shall not be accepted for components of
instruments that did not enter duty-
free under subheading 9810.00.60,
HTSUS or for components of instru-
ments being manufactured or assem-
bled by a commercial firm or entity in
the U.S. In determining whether an
item is a component ineligible for
duty-free consideration or an accessory
eligible for such consideration, Cus-
toms shall take into account such fac-
tors as the item’s complexity, novelty,
degree of integration and pertinency to
the research purposes to be performed
by the instrument as a whole. The
above notwithstanding, separable com-
ponents of some instruments may be
eligible for duty-free treatment. See
paragraph (f) of this section.

() Produced for stock means an instru-
ment which is manufactured, on sale
and available from a stock.

(m) Produced on order means an in-
strument which a manufacturer lists in
current catalog literature and is able
and willing to produce and have avail-
able without unreasonable delay to the
applicant.

(n) Custom-made means an instrument
which a manufacturer is willing and
able to make to purchaser’s specifica-
tions. Instruments resulting from a de-
velopment effort are treated as cus-
tom-made for the purposes of these reg-
ulations. Also, a special-order variant
of a produced on order instrument,
with significant modifications specified
by the applicant, may be treated as
custom-made.

(o) Same general category means the
category in which an instrument is
customarily classified in trade direc-
tories and product-source lists, e.g.,
scanning electron microscope, mass
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spectrometer, light microscope, x-ray
spectrometer.

(p) Comparable domestic instrument
means a domestic instrument capable
or potentially capable of fulfilling the
applicant’s technical requirements or
intended uses, whether or not in the
same general category as the foreign
instrument.

(q) Specifications means the particu-
lars of the structural, operational and
performance characteristics or capa-
bilities of a scientific instrument.

(r) Guaranteed specifications are
those specifications which are an ex-
plicit part of the contractual agree-
ment between the buyer and the seller
(or which would become part of the
agreement if the buyer accepted the
seller’'s offer), and refer only to the
minimum and routinely achievable
performance levels of the instrument
under specified conditions. If a capa-
bility is listed or quoted as a range
(e.g., 5 to 10 nanometers™) or as a
minimum that may be exceeded (e.g.,
‘5 angstroms or better’’), only the infe-
rior capability may be considered the
guaranteed specification. Evidence
that specifications are ‘‘guaranteed”
will normally consist of their being
printed in a brochure or other descrip-
tive literature of the manufacturer;
being listed in a purchase agreement
upon which the purchase is condi-
tioned; or appearing in a manufactur-
er’s formal response to a request for
quote. If, however, no opportunity to
submit a bid was afforded the domestic
manufacturer or if, for any other rea-
son, comparable guaranteed specifica-
tions of the foreign and domestic in-
struments do not appear on the record,
other evidence relating to a manufac-
turer’s ability to provide an instru-
ment with comparable specifications
may, at the discretion of the Director,
be considered in the comparison of the
foreign and domestic instruments’ ca-
pabilities. Performance results on a
test sample run at the applicant’s re-
quest may be cited as evidence for or
against a guaranteed specification.

(s) Pertinent specifications are those
specifications necessary for the accom-
plishment of the specific scientific re-
search or science-related educational
purposes described by the applicant.
Specifications of features (even if guar-
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anteed) which afford greater conven-
ience, satisfy personal preferences, ac-
commodate institutional commitments
or limitations, or assure lower costs of
acquisition, installation, operation,
servicing or maintenance are not perti-
nent. For example, a design feature,
such as a small number of knobs or
controls on an instrument primarily
designed for research purposes, would
be a convenience. The ability to fit an
instrument into a small room, when
the required operations could be per-
formed in a larger room, would be ei-
ther a cost consideration or a matter of
convenience and not a pertinent speci-
fication. In addition, mere difference in
design (which would, for example,
broaden the educational experience of
students but not provide superior sci-
entific capability) would not be perti-
nent. Also, characteristics such as size,
weight, appearance, durability, reli-
ability, complexity (or simplicity),
ease of operation, ease of maintenance,
productivity, versatility, ‘‘state of the
art” design, specific design and com-
patibility with currently owned or or-
dered equipment are not pertinent un-
less the applicant demonstrates that
the characteristic is necessary for the
accomplishment of its scientific pur-
poses.

[47 FR 32517, July 28, 1982; 47 FR 34368, Aug.
9, 1982, as amended at 66 FR 28832, May 25,
2001]

§301.3 Application for duty-free entry
of scientific instruments.

(@) Who may apply. An applicant for
duty-free entry of an instrument under
subheading 9810.00.60, HTSUS must be a
public or private nonprofit institution
which is established for educational or
scientific purposes and which has
placed a bona fide order or has a firm
intention to place a bona fide order for
a foreign instrument within 60 days fol-
lowing a favorable decision on the in-
stitution’s application.

(b) Application forms. Applications
must be made on form ITA-338P which
may be obtained from the Statutory
Import Programs Staff, International
Trade Administration, U.S. Depart-
ment of Commerce, Washington, DC



International Trade Admin., Commerce

20230, or from the various District Of-
fices of the U.S. Department of Com-
merce. (Approved by the Office of Man-
agement and Budget under control
number 0625-0037)

(c) Where to apply. Applications must
be filed with the U.S. Customs Service,
Department of the Treasury, at the ad-
dress specified on page 1 of the form.

(d) Five copies of the form, including
relevant supporting documents, must
be submitted. One of these copies shall
be signed in the original by the person
in the applicant institution under
whose direction and control the foreign
instrument will be used and who is fa-
miliar with the intended uses of the in-
strument. The remaining four copies of
the form may be copies of the original.
Attachments should be fully identified
and referenced to the question(s) on
the form to which they relate.

(e) A single application (in the reg-
uisite number of copies) may be sub-
mitted for any quantity of the same
type or model of foreign instrument
provided that the entire quantity is in-
tended to be used for the same purposes
and provided that all units are included
on a single purchase order. A separate
application shall be submitted for each
different type or model or variation in
the type or model of instrument for
which duty-free entry is sought even if
covered by a single purchase order. Or-
ders calling for multiple deliveries of
the same type or model of instrument
over a substantial period of time may,
at the discretion of the Director, re-
quire multiple applications.

(f) An application for components of
an instrument to be assembled in the
United States as described in §301.2(f)
may be filed provided that all of the
components for the complete, assem-
bled instrument are covered by, and
fully described in, the application. See
also §301.2(k).

(g) Failure to answer completely all
questions on the form in accordance
with the instructions on the form or to
supply the requisite number of copies
of the form and supporting documents
may result in delays in processing of
the application while the deficiencies
are remedied, return of the application
without processing, or denial of the ap-
plication without prejudice to resub-
mission. Any questions on these regu-
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lations or the application form should
be addressed to the Director.

[47 FR 32517, July 28, 1982, as amended at 50
FR 11501, Mar. 22, 1985; 66 FR 28833, May 25,
2001]

§301.4 Processing of applications by
the Department of the Treasury
(U.S. Customs Service).

(@) Review and determination. The
Commissioner shall date each applica-
tion when received by Customs. If the
application appears to be complete, the
Commissioner shall determine:

(1) Whether the institution is a non-
profit private or public institution es-
tablished for research and educational
purposes and therefore authorized to
import instruments into the U.S. under
subheading 9810.00.60, HTSUS. In mak-
ing this determination, the Commis-
sioner may require applicants to docu-
ment their eligibility under this para-
graph;

(2) Whether the instrument or appa-
ratus falls within the classes of instru-
ments eligible for duty-free entry con-
sideration under subheading 9810.00.60,
HTSUS. For eligible classes, see U.S.
Note 6(a), Subchapter X, Chapter 98,
HTSUS; and

(3) Whether the instrument or appa-
ratus is for the exclusive use of the ap-
plicant institution and is not intended
to be used for commercial purposes.
For the purposes of this section, com-
mercial uses would include, but not
necessarily be limited to: Distribution,
lease or sale of the instrument by the
applicant institution; any use by, or
for the primary benefit of, a commer-
cial entity; or use of the instrument for
demonstration purposes in return for a
fee, price discount or other valuable
consideration. Evaluation, modifica-
tion or testing of the foreign instru-
ment, beyond normal, routine accept-
ance testing and calibration, to en-
hance or expand its capabilities pri-
marily to benefit the manufacturer in
return for a discount or other valuable
consideration, may be considered a
commercial benefit. In making the
above determination, the Commis-
sioner may consider, among other
things, whether the results of any re-
search to be performed with the instru-
ment will be fully and timely made
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available to the public. For the pur-
poses of this section, use of an instru-
ment for the treatment of patients is
considered noncommercial.

If any of the Commissioner’s determinations
is in the negative, the application shall be
found to be outside the scope of the Act and
shall be returned to the applicant with a
statement of the reason(s) for such findings.

(b) Forwarding of applications to the
Department of Commerce. If the Commis-
sioner finds the application to be with-
in the scope of the Act and these regu-
lations, the Commissioner shall (1) as-
sign a number to the application and
(2) forward one copy to the Secretary
of the Department of Health and
Human Services (HHS), and two copies,
including the one that has been signed
in the original, to the Director. The
Commissioner shall retain one copy
and return the remaining copy to the
applicant stamped ‘‘Accepted for
Transmittal to the Department of
Commerce.”” The applicant shall file
the stamped copy of the form with the
Port when formal entry of the article
is made. If entry has already occurred
under a claim of subheading 9810.00.60,
HTSUS , the applicant (directly or
through his/her agent) shall at the ear-
liest possible date supply the stamped
copy to the Port. Further instructions
for entering instruments are contained
in §301.8 of the regulations.

[47 FR 32517, July 28, 1982; 47 FR 34368, Aug.
9, 1982, as amended at 50 FR 11501, Mar. 22,
1985; 66 FR 28833, May 25, 2001]

§301.5 Processing of applications by
the Department of Commerce.

(a) Public notice and opportunity to
present views. (1) Within 5 days of re-
ceipt of an application from the Com-
missioner, the Director shall make a
copy available for public inspection
during ordinary business hours of the
Department of Commerce. Unless the
Director determines that an applica-
tion has deficiencies which preclude
consideration on its merits (e.g., insuf-
ficient description of intended purposes
to rule on the scientific equivalency of
the foreign instrument and potential
domestic equivalents), he shall publish
in the FEDERAL REGISTER a notice of
the receipt of the application to afford
all interested persons a reasonable op-
portunity to present their views with
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respect to the question ‘“‘whether an in-
strument or apparatus of equivalent
scientific value for the purpose for
which the article is intended to be used
is being manufactured in the United
States.”” The notice will include the ap-
plication number, the name and ad-
dress of the applicant, a description of
the instrument(s) for which duty-free
entry is requested, the name of the for-
eign manufacturer and a brief sum-
mary of the applicant’s intended pur-
poses extracted from the applicant’s
answer to question 7 of the application.
In addition, the notice shall specify the
date the application was accepted by
the Commissioner for transmittal to
the Department of Commerce.

(2) If the Director determines that an
application is incomplete or is other-
wise deficient, he may request the ap-
plicant to supplement the application,
as appropriate, prior to publishing the
notice of application in the FEDERAL
REGISTER. Supplemental information/
material requested under this provision
shall be supplied to the Director in two
copies within 20 days of the date of the
request and shall be subject to the cer-
tification on the form. Failure to pro-
vide the requested information on time
shall result in a denial of the applica-
tion without prejudice to resubmission
pursuant to paragraph (e) of this sec-
tion.

(3) Requirement for presentation of
views (comments) by interested persons.
Any interested person or government
agency may make written comments
to the Director with respect to the
question whether an instrument of
equivalent scientific value, for the pur-
poses for which the foreign instrument
is intended to be used, is being manu-
factured in the United States. Except
for comments specified in paragraph
(a)(4) of this section, comments should
be in the form of supplementary an-
swers to the applicable questions on
the application form. Comments must
be postmarked no later than 20 days
from the date on which the notice of
application is published in the FED-
ERAL REGISTER. In order to be consid-
ered, comments and related attach-
ments must be submitted to the Direc-
tor in duplicate; shall state the name,
affiliation and address of the person
submitting the comment; and shall
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specify the application to which the
comment applies. In order to preserve
the right to appeal the Director’s deci-
sion on a particular application pursu-
ant to §301.6 of these regulations, a do-
mestic manufacturer or other inter-
ested person must make timely com-
ments on the application. Separate
comments should be supplied on each
application in which a person has an
interest. However, brochures, pam-
phlets, printed specifications and the
like, included with previous comments,
if properly identified, may be incor-
porated by reference in subsequent
comments.

(4) Comments by domestic manufactur-
ers. Comments of domestic manufac-
turers opposing the granting of an ap-
plication should:

(i) Specify the domestic instrument
considered to be scientifically equiva-
lent to the foreign article for the appli-
cant’s specific intended purposes and
include documentation of the domestic
instrument’s guaranteed specifications
and date of availability.

(if) Show that the specifications
claimed by the applicant in response to
question 8 to be pertinent to the in-
tended purpose can be equaled or ex-
ceeded by those of the listed domestic
instrument(s) whether or not it has the
same design as the foreign instrument;
that the applicant’s alleged pertinent
specifications should not be considered
pertinent within the meaning of
§301.2(s) of the regulations for the in-
tended purposes of the instrument de-
scribed in response to question 7 of the
application; or that the intended pur-
poses for which the instrument is to be
used do not qualify the instrument for
duty-free consideration under the Act.

(iii) Where the comments regarding
paragraphs (a)(4)(i) and (a)(4)(ii) of this
section relate to a particular accessory
or optional device offered by a domes-
tic manufacturer, cite the type, model
or other catalog designation of the ac-
cessory device and include the speci-
fication therefor in the comments.

(iv) Where the justification for duty-
free entry is based on excessive deliv-
ery time, show whether:

(A) The domestic instrument is as a
general rule either produced for stock,
produced on order, or custom-made
and;

13

§301.5

(B) An instrument or apparatus of
equivalent scientific value to the arti-
cle, for the purposes described in re-
sponse to question 7, could have been
produced and delivered to the applicant
within a reasonable time following the
receipt of the order.

(v) Indicate whether the applicant af-
forded the domestic manufacturer an
opportunity to furnish an instrument
or apparatus of equivalent scientific
value to the article for the purposes de-
scribed in response to question 7 and, if
such be the case, whether the applicant
issued an invitation to bid that in-
cluded the technical requirements of
the applicant.

(5) Untimely comments. Comments
must be made on a timely basis to en-
sure their consideration by the Direc-
tor and the technical consultants, and
to preserve the