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various District Offices of the U.S. De-
partment of Commerce. (Approved by 
the Office of Management and Budget 
under control number 0625–0037) 

(c) Where to apply. Applications must 
be filed with the U.S. Customs and Bor-
der Protection, at the address 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 req-
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-

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; 74 FR 30463, June 26, 2009] 

§ 301.4 Processing of applications by 
the Department of the Treasury 
(Customs and Border Protection). 

(a) Review and determination. The 
Commissioner shall date each applica-
tion when received by Customs and 
Border Protection. If the application 
appears to be complete, the Commis-
sioner 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; 74 FR 30463, 
June 26, 2009] 

§ 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 
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 
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