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paragraph does not apply to requests
for hearing under §3.504.

§3.528 Motions.

(a) An application to the ALJ for an
order or ruling must be by motion. Mo-
tions must state the relief sought, the
authority relied upon and the facts al-
leged, and must be filed with the ALJ
and served on all other parties.

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

(c) Within 10 days after a written mo-
tion is served, or such other time as
may be fixed by the ALJ, any party
may file a response to the motion.

(d) The ALJ may not grant a written
motion before the time for filing re-
sponses has expired, except upon con-
sent of the parties or following a hear-
ing on the motion, but may overrule or
deny the motion without awaiting a re-
sponse.

(e) The ALJ must make a reasonable
effort to dispose of all outstanding mo-
tions before the beginning of the hear-
ing.

§3.530 Sanctions.

The ALJ may sanction a person, in-
cluding any party or attorney, for fail-
ing to comply with an order or proce-
dure, for failing to defend an action or
for other misconduct that interferes
with the speedy, orderly or fair con-
duct of the hearing. The sanctions
must reasonably relate to the severity
and nature of the failure or mis-
conduct. The sanctions may include—

(a) In the case of refusal to provide or
permit discovery under the terms of
this part, drawing negative factual in-
ferences or treating the refusal as an
admission by deeming the matter, or
certain facts, to be established;

(b) Prohibiting a party from intro-
ducing certain evidence or otherwise
supporting a particular claim or de-
fense;

(c) Striking pleadings, in whole or in
part;

(d) Staying the proceedings;

(e) Dismissal of the action;

(f) Entering a decision by default;

(g) Ordering the party or attorney to
pay the attorney’s fees and other costs
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caused by the failure or misconduct;
and

(h) Refusing to consider any motion
or other action that is not filed in a
timely manner.

§3.532 Collateral estoppel.

When a final determination that the
respondent violated a confidentiality
provision has been rendered in any pro-
ceeding in which the respondent was a
party and had an opportunity to be
heard, the respondent is bound by that
determination in any proceeding under
this part.

§3.534 The hearing.

(a) The ALJ must conduct a hearing
on the record in order to determine
whether the respondent should be
found liable under this part.

(b)(1) The respondent has the burden
of going forward and the burden of per-
suasion with respect to any challenge
to the amount of a proposed penalty
pursuant to §§3.404 and 3.408, including
any factors raised as mitigating fac-
tors.

(2) The Secretary has the burden of
going forward and the burden of per-
suasion with respect to all other issues,
including issues of liability and the ex-
istence of any factors considered as ag-
gravating factors in determining the
amount of the proposed penalty.

(3) The burden of persuasion will be
judged by a preponderance of the evi-
dence.

(c) The hearing must be open to the
public unless otherwise ordered by the
ALJ for good cause shown, which may
be that identifiable patient safety work
product has been introduced into evi-
dence or is expected to be introduced
into evidence.

(d)(1) Subject to the 15-day rule under
§3.518(a) and the admissibility of evi-
dence under §3.540, either party may
introduce, during its case in chief,
items or information that arose or be-
came known after the date of the
issuance of the notice of proposed de-
termination or the request for hearing,
as applicable. Such items and informa-
tion may not be admitted into evi-
dence, if introduced—

(i) By the Secretary, unless they are
material and relevant to the acts or
omissions with respect to which the
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penalty is proposed in the notice of
proposed determination pursuant to
§3.420 of this part, including cir-
cumstances that may increase pen-
alties; or

(ii) By the respondent, unless they
are material and relevant to an admis-
sion, denial or explanation of a finding
of fact in the notice of proposed deter-
mination under §3.420 of this part, or to
a specific circumstance or argument
expressly stated in the request for
hearing under §3.504, including cir-
cumstances that may reduce penalties.

(2) After both parties have presented
their cases, evidence may be admitted
in rebuttal even if not previously ex-
changed in accordance with §3.518.

§38.538 Witnesses.

(a) Except as provided in paragraph
(b) of this section, testimony at the
hearing must be given orally by wit-
nesses under oath or affirmation.

(b) At the discretion of the ALJ, tes-
timony of witnesses other than the tes-
timony of expert witnesses may be ad-
mitted in the form of a written state-
ment. The ALJ may, at his or her dis-
cretion, admit prior sworn testimony
of experts that has been subject to ad-
verse examination, such as a deposition
or trial testimony. Any such written
statement must be provided to the
other party, along with the last known
address of the witness, in a manner
that allows sufficient time for the
other party to subpoena the witness for
cross-examination at the hearing.
Prior written statements of witnesses
proposed to testify at the hearing must
be exchanged as provided in §3.518.

(c) The ALJ must exercise reasonable
control over the mode and order of in-
terrogating witnesses and presenting
evidence so as to:

(1) Make the interrogation and pres-
entation effective for the ascertain-
ment of the truth;

(2) Avoid repetition or needless con-
sumption of time; and

(3) Protect witnesses from harass-
ment or undue embarrassment.

(d) The ALJ must permit the parties
to conduct cross-examination of wit-
nesses as may be required for a full and
true disclosure of the facts.

(e) The ALJ may order witnesses ex-
cluded so that they cannot hear the
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testimony of other witnesses, except
that the ALJ may not order to be ex-
cluded—

(1) A party who is a natural person;

(2) In the case of a party that is not
a natural person, the officer or em-
ployee of the party appearing for the
entity pro se or designated as the par-
ty’s representative; or

(3) A natural person whose presence
is shown by a party to be essential to
the presentation of its case, including a
person engaged in assisting the attor-
ney for the Secretary.

§38.540 Evidence.

(a) The ALJ must determine the ad-
missibility of evidence.

(b) Except as provided in this sub-
part, the ALJ is not bound by the Fed-
eral Rules of Evidence. However, the
ALJ may apply the Federal Rules of
Evidence where appropriate, for exam-
ple, to exclude unreliable evidence.

(c) The ALJ must exclude irrelevant
or immaterial evidence.

(d) Although relevant, evidence may
be excluded if its probative value is
substantially outweighed by the danger
of unfair prejudice, confusion of the
issues, or by considerations of undue
delay or needless presentation of cumu-
lative evidence.

(e) Although relevant, evidence must
be excluded if it is privileged under
Federal law.

(f) Evidence concerning offers of com-
promise or settlement is inadmissible
to the extent provided in Rule 408 of
the Federal Rules of Evidence.

(g) Evidence of crimes, wrongs, or
acts other than those at issue in the in-
stant case is admissible in order to
show motive, opportunity, intent,
knowledge, preparation, identity, lack
of mistake, or existence of a scheme.
This evidence is admissible regardless
of whether the crimes, wrongs, or acts
occurred during the statute of limita-
tions period applicable to the acts or
omissions that constitute the basis for
liability in the case and regardless of
whether they were referenced in the
Secretary’s notice of proposed deter-
mination under §3.420.

(h) The ALJ must permit the parties
to introduce rebuttal witnesses and
evidence.
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