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and ability to enter into and success-
fully complete a corrective action plan
when such evidence pertains to matters
occurring after the submittal of the
case to the Secretary. The determina-
tion regarding the appropriateness of
any corrective action plan is not re-
viewable.

§ 1005.18 The record.
(a) The hearing will be recorded and

transcribed. Transcripts may be ob-
tained following the hearing from the
ALJ.

(b) The transcript of testimony, ex-
hibits and other evidence admitted at
the hearing, and all papers and re-
quests filed in the proceeding con-
stitute the record for the decision by
the ALJ and the Secretary.

(c) The record may be inspected and
copied (upon payment of a reasonable
fee) by any person, unless otherwise or-
dered by the ALJ for good cause shown.

(d) For good cause, the ALJ may
order appropriate redactions made to
the record.

§ 1005.19 Post-hearing briefs.
The ALJ may require the parties to

file post-hearing briefs. In any event,
any party may file a post-hearing brief.
The ALJ will fix the time for filing
such briefs which are not to exceed 60
days from the date the parties receive
the transcript of the hearing or, if ap-
plicable, the stipulated record. Such
briefs may be accompanied by proposed
findings of fact and conclusions of law.
The ALJ may permit the parties to file
reply briefs.

§ 1005.20 Initial decision.
(a) The ALJ will issue an initial deci-

sion, based only on the record, which
will contain findings of fact and con-
clusions of law.

(b) The ALJ may affirm, increase or
reduce the penalties, assessment or ex-
clusion proposed or imposed by the IG,
or reverse the imposition of the exclu-
sion. In exclusion cases where the pe-
riod of exclusion commenced prior to
the hearing, any period of exclusion
imposed by the ALJ will be deemed to
commence on the date such exclusion
originally went into effect.

(c) The ALJ will issue the initial de-
cision to all parties within 60 days

after the time for submission of post-
hearing briefs and reply briefs, if per-
mitted, has expired. The decision will
be accompanied by a statement de-
scribing the right of any party to file a
notice of appeal with the DAB and in-
structions for how to file such appeal.
If the ALJ fails to meet the deadline
contained in this paragraph, he or she
will notify the parties of the reason for
the delay and will set a new deadline.

(d) Except for exclusion actions
taken in accordance with § 1001.2003 of
this chapter and as provided in para-
graph (e) of this section, unless the ini-
tial decision is appealed to the DAB, it
will be final and binding on the parties
30 days after the ALJ serves the parties
with a copy of the decision. If service is
by mail, the date of service will be
deemed to be 5 days from the date of
mailing.

(e) If an extension of time within
which to appeal the initial decision is
granted under § 1005.21(a), except as
provided in § 1005.22(a), the initial deci-
sion will become final and binding on
the day following the end of the exten-
sion period.

[57 FR 3350, Jan. 29, 1992, as amended at 65
FR 24418, Apr. 26, 2000]

§ 1005.21 Appeal to DAB.

(a) Any party may appeal the initial
decision of the ALJ to the DAB by fil-
ing a notice of appeal with the DAB
within 30 days of the date of service of
the initial decision. The DAB may ex-
tend the initial 30 day period for a pe-
riod of time not to exceed 30 days if a
party files with the DAB a request for
an extension within the initial 30 day
period and shows good cause.

(b) If a party files a timely notice of
appeal with the DAB, the ALJ will for-
ward the record of the proceeding to
the DAB.

(c) A notice of appeal will be accom-
panied by a written brief specifying ex-
ceptions to the initial decision and rea-
sons supporting the exceptions. Any
party may file a brief in opposition to
exceptions, which may raise any rel-
evant issue not addressed in the excep-
tions, within 30 days of receiving the
notice of appeal and accompanying
brief. The DAB may permit the parties
to file reply briefs.
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(d) There is no right to appear per-
sonally before the DAB or to appeal to
the DAB any interlocutory ruling by
the ALJ, except on the timeliness of a
filing of the hearing request.

(e) The DAB will not consider any
issue not raised in the parties’ briefs,
nor any issue in the briefs that could
have been raised before the ALJ but
was not.

(f) If any party demonstrates to the
satisfaction of the DAB that additional
evidence not presented at such hearing
is relevant and material and that there
were reasonable grounds for the failure
to adduce such evidence at such hear-
ing, the DAB may remand the matter
to the ALJ for consideration of such
additional evidence.

(g) The DAB may decline to review
the case, or may affirm, increase, re-
duce, reverse or remand any penalty,
assessment or exclusion determined by
the ALJ.

(h) The standard of review on a dis-
puted issue of fact is whether the ini-
tial decision is supported by substan-
tial evidence on the whole record. The
standard of review on a disputed issue
of law is whether the initial decision is
erroneous.

(i) Within 60 days after the time for
submission of briefs and reply briefs, if
permitted, has expired, the DAB will
issue to each party to the appeal a
copy of the DAB’s decision and a state-
ment describing the right of any peti-
tioner or respondent who is found lia-
ble to seek judicial review.

(j) Except with respect to any pen-
alty, assessment or exclusion remanded
by the ALJ, the DAB’s decision, includ-
ing a decision to decline review of the
initial decision, becomes final and
binding 60 days after the date on which
the DAB serves the parties with a copy
of the decision. If service is by mail,
the date of service will be deemed to be
5 days from the date of mailing.

(k) (1) Any petition for judicial re-
view must be filed within 60 days after
the DAB serves the parties with a copy
of the decision. If service is by mail,
the date of service will be deemed to be
5 days from the date of mailing.

(2) In compliance with 28 U.S.C.
2112(a), a copy of any petition for judi-
cial review filed in any U.S. Court of
Appeals challenging a final action of

the DAB will be sent by certified mail,
return receipt requested, to the Chief
Counsel to the IG. The petition copy
will be time-stamped by the clerk of
the court when the original is filed
with the court.

(3) If the Chief Counsel to the IG re-
ceives two or more petitions within 10
days after the DAB issues its decision,
the Chief Counsel to the IG will notify
the U.S. Judicial Panel on Multidis-
trict Litigation of any petitions that
were received within the 10-day period.

[57 FR 3350, Jan. 29, 1992, as amended at 63
FR 46691, Sept. 2, 1998; 65 FR 24419, Apr. 26,
2000]

§ 1005.22 Stay of initial decision.
(a) In a CMP case under section 1128A

of the Act, the filing of a respondent’s
request for review by the DAB will
automatically stay the effective date
of the ALJ’s decision.

(b) (1) After the DAB renders a deci-
sion in a CMP case, pending judicial re-
view, the respondent may file a request
for stay of the effective date of any
penalty or assessment with the ALJ.
The request must be accompanied by a
copy of the notice of appeal filed with
the Federal court. The filing of such a
request will automatically act to stay
the effective date of the penalty or as-
sessment until such time as the ALJ
rules upon the request.

(2) The ALJ may not grant a respond-
ent’s request for stay of any penalty or
assessment unless the respondent posts
a bond or provides other adequate secu-
rity.

(3) The ALJ will rule upon a respond-
ent’s request for stay within 10 days of
receipt.

§ 1005.23 Harmless error.
No error in either the admission or

the exclusion of evidence, and no error
or defect in any ruling or order or in
any act done or omitted by the ALJ or
by any of the parties, including Federal
representatives such as Medicare car-
riers and intermediaries and Peer Re-
view Organizations, is ground for
vacating, modifying or otherwise dis-
turbing an otherwise appropriate rul-
ing or order or act, unless refusal to
take such action appears to the ALJ or
the DAB inconsistent with substantial
justice. The ALJ and the DAB at every
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