§807.35

§807.35 Notification of registrant.

(a) The Commissioner will provide to
the official correspondent, at the ad-
dress listed on the form, a validated
copy of Form FD-2891 or Form FD-
2891(a) (whichever is applicable) as evi-
dence of registration. A permanent reg-
istration number will be assigned to
each device establishment registered in
accordance with these regulations.

(b) Owners and operators of device es-
tablishments who also manufacture or
process blood or drug products at the
same establishment shall also register
with the Center for Biologics Evalua-
tion and Research and Center for Drug
Evaluation and Research, as appro-
priate. Blood products shall be listed
with the Center for Biologics Evalua-
tion and Research, Food and Drug Ad-
ministration, pursuant to part 607 of
this chapter; drug products shall be
listed with the Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, pursuant to part 207 of
this chapter.

(c) Although establishment registra-
tion and device listing are required to
engage in the device activities de-
scribed in §807.20, validation of reg-
istration and the assignment of a de-
vice listing number in itself does not
establish that the holder of the reg-
istration is legally qualified to deal in
such devices and does not represent a
determination by the Food and Drug
Administration as to the status of any
device.

[42 FR 42526, Aug. 23, 1977, as amended at 43
FR 37999, Aug. 25, 1978; 563 FR 11252, Apr. 6,
1988]

§807.37 Inspection of establishment
registration and device listings.

(a) A copy of the forms FD-2891 and
FD-2891a filed by the registrant will be
available for inspection in accordance
with section 510(f) of the act, at the
Center for Devices and Radiological
Health (HFZ-342), Food and Drug Ad-
ministration, Department of Health
and Human Services, 1390 Piccard Dr.,
Rockville, MD 20850. In addition, there
will be available for inspection at each
of the Food and Drug Administration
district offices the same information
for firms within the geographical area
of such district office. Upon request,
verification of registration number or
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location of a registered establishment
will be provided.

(b)(1) The following information filed
under the device listing requirements
will be available for public disclosure:

(i) Bach form FD-2892 submitted;

(ii) All labels submitted;

(iii) All labeling submitted;

(iv) All advertisements submitted;

(v) All data or information that has
already become a matter of public
knowledge.

(2) Requests for device listing infor-
mation identified in paragraph (b)(1) of
this section should be directed to the
Center for Devices and Radiological
Health (HFZ-342), Food and Drug Ad-
ministration, Department of Health
and Human Services, 1390 Piccard Dr.,
Rockville, MD 20850.

(3) Requests for device listing infor-
mation not identified in paragraph
(b)(1) of this section shall be submitted
and handled in accordance with part 20
of this chapter.

[43 FR 37999, Aug. 25, 1978, as amended at 53
FR 11252, Apr. 6, 1988; 55 FR 11169, Mar. 27,
1990]

§807.39 Misbranding by reference to
establishment registration or to
registration number.

Registration of a device establish-
ment or assignment of a registration
number does not in any way denote ap-
proval of the establishment or its prod-
ucts. Any representation that creates
an impression of official approval be-
cause of registration or possession of a
registration number is misleading and
constitutes misbranding.

Subpart C—Registration Proce-
dures for Foreign Device Es-
tablishments

§807.40 Establishment registration
and device listing for U.S. agents of
foreign manufacturers of devices.

(a) Each foreign device manufacturer
who exports devices into the United
States shall designate a person as their
U.S.-designated agent, who is respon-
sible for:

(1) Submitting MDR reports,

(2) Submitting annual certifications,

(3) Acting as the official cor-
respondent,



