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by the presiding officer, upon a show-
ing by the party of good cause. Such
request shall specify any documents to
be produced and shall designate the
witnesses and describe the address and
location thereof with sufficient par-
ticularity to permit such witnesses to
be found.

(d) The subpoena shall specify the
time and place at which the witness is
to appear and any documents the wit-
ness is to produce.

(e) The party seeking the subpoena
shall serve it in the manner prescribed
for service of a complaint in §17.7.

(f) If a party or the individual to
whom the subpoena is directed believes
a subpoena to be unreasonable, oppres-
sive, excessive in scope, or unduly bur-
densome, or if it wishes to raise any
other objection or privilege recognized
by law, the party or individual may file
a motion to quash the subpoena within
10 days after service or on or before the
time specified in the subpoena for com-
pliance if it is less than 10 days after
service. Such a filing will state the
basis for the motion to quash. The pre-
siding officer may quash or modify the
subpoena or order it implemented, as
justice may require.

§17.28 Protective order.

(a) A party or a prospective witness
may file a motion for a protective
order with respect to discovery sought
by a party or with respect to the hear-
ing, seeking to limit the availability or
disclosure of evidence.

(b) When issuing a protective order,
the presiding officer may make any
order which justice requires to protect
a party or person from oppression or
undue burden or expense, or to protect
trade secrets or confidential commer-
cial information, as defined in §20.61 of
this chapter, information the disclo-
sure of which would constitute a clear-
ly unwarranted invasion of personal
privacy, or other information that
would be withheld from public disclo-
sure under 21 CFR part 20. Such orders
may include, but are not limited to,
one or more of the following:

(1) That the discovery not be had;

(2) That the discovery may be had
only on specified terms and conditions,
including a designation of the time or
place;
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(3) That the discovery may be had
only through a method of discovery
provided for by this part other than
that requested;

(4) That certain matters not be in-
quired into, or that the scope of dis-
covery be limited to certain matters;

(6) That the contents of discovery or
evidence be sealed;

(6) That the information not be dis-
closed to the public or be disclosed
only in a designated way; or

(7) That the parties simultaneously
file specified documents or information
enclosed in sealed envelopes to be
opened as directed by the presiding of-
ficer.

§17.29 Fees.

The party requesting a subpoena
shall pay the cost of the fees and mile-
age of any witness subpoenaed in the
amounts that would be payable to a
witness in a proceeding in a United
States District Court. A check for wit-
ness fees and mileage shall accompany
the subpoena when served.

§17.30 Computation of time.

(a) In computing any period of time
under this part or in an order issued
thereunder, the time begins with the
day following the act or event, and in-
cludes the last day of the period, unless
either such day is a Saturday, Sunday,
or Federal holiday, in which event the
time includes the next business day.

(b) When the period of time allowed
is less than 7 days, intermediate Satur-
days, Sundays, and Federal holidays
shall be excluded from the computa-
tion.

(c) When a document has been served
or issued by placing it in the mail, an
additional 5 days will be added to the
time permitted for any response.

§17.31 Form, filing, and service of pa-
pers.

(a) Form. (1) Documents filed with the
Division of Dockets Management
(HFA-305), Food and Drug Administra-
tion, 5630 Fishers Lane, rm. 1061, Rock-
ville, MD 20852, shall include an origi-
nal and two copies.

(2) The first page of every pleading
and paper filed in the proceeding shall
contain a caption setting forth the
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title of the action, the case number as-
signed by the Office of the Chief Coun-
sel, and designation of the pleading or
paper (e.g., ‘“‘motion to quash sub-
poena’’).

(3) Every pleading shall be signed by,
and shall contain the address and tele-
phone number of, the party or the per-
son on whose behalf the pleading was
filed, or his or her counsel.

(4) Pleadings or papers are considered
filed when they are received by the Di-
vision of Dockets Management.

(b) Service. A party filing a document
with the Division of Dockets Manage-
ment under this part shall, no later
than the time of filing, serve a copy of
such document on every other party.
Service upon any party of any docu-
ment, other than service of a com-
plaint, shall be made by delivering a
copy personally or by placing a copy of
the document in the TUnited States
mail or express delivery service, post-
age prepaid and addressed, to the par-
ty’s last known address. When a party
is represented by counsel, service shall
be made on such counsel in lieu of the
actual party.

(¢c) Proof of service. A certificate of
the individual serving the document by
personal delivery or by mail, setting
forth the time and manner of service,
shall be proof of service.

§17.32 Motions.

(a) Any application to the presiding
officer for an order or ruling shall be
by motion. Motions shall state the re-
lief sought, the authority relied upon,
and the facts alleged, and shall be filed
with the Division of Dockets Manage-
ment (HFA-305), Food and Drug Ad-
ministration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, delivered to
the presiding officer, and served on all
other parties.

(b) Except for motions made during a
prehearing conference or at the hear-
ing, all motions shall be in writing.
The presiding officer may require that
oral motions be reduced to writing.

(c) Within 15 days after a written mo-
tion is served, or such other time as
may be fixed by the presiding officer,
any party may file a response to such
motion.

(d) The presiding officer may not
grant a written motion before the time
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for filing responses thereto has expired,
except upon consent of the parties or
following a hearing on the motion, but
may overrule or deny such motion
without awaiting a response.

§17.33 The hearing and burden of

proof.

(a) The presiding officer shall con-
duct a hearing on the record to deter-
mine whether the respondent is liable
for a civil money penalty and, if so, the
appropriate amount of any such civil
money penalty considering any aggra-
vating or mitigating factors.

(b) In order to prevail, the Center
must prove respondent’s liability and
the appropriateness of the penalty
under the applicable statute by a pre-
ponderance of the evidence.

(c) The respondent must prove any
affirmative defenses and any miti-
gating factors by a preponderance of
the evidence.

(d) The hearing shall be open to the
public unless otherwise ordered by the
presiding officer, who may order clo-
sure only to protect trade secrets or
confidential commercial information,
as defined in §20.61 of this chapter, in-
formation the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy, or other
information that would be withheld
from public disclosure under part 20 of
this chapter.

§17.34 Determining the amount of
penalties and assessments.

(a) When determining an appropriate
amount of civil money penalties and
assessments, the presiding officer and
the Commissioner of Food and Drugs or
entity designated by the Commissioner
to decide the appeal (currently the
DAB) shall evaluate any circumstances
that mitigate or aggravate the viola-
tion and shall articulate in their opin-
ions the reasons that support the pen-
alties and assessments imposed.

(b) The presiding officer and the enti-
ty deciding the appeal shall refer to the
factors identified in the statute under
which the penalty is assessed for pur-
poses of determining the amount of
penalty.

(c) Nothing in this section shall be
construed to limit the presiding officer
or the entity deciding the appeal from
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