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§1316.60

§1316.60 Objections; offer of proof.

If any party in the hearing objects to
the admission or rejection of any evi-
dence or to other limitation of the
scope of any examination or cross-ex-
amination, he shall state briefly the
grounds for such objection without ex-
tended argument or debate thereon ex-
cept as permitted by the presiding offi-
cer. A ruling of the presiding officer on
any such objection shall be a part of
the transcript together with such offer
of proof as has been made if a proper
foundation has been laid for its admis-
sion. An offer of proof made in connec-
tion with an objection taken to any
ruling of the presiding officer rejecting
or excluding proffered oral testimony
shall consist of a statement of the sub-
stance of the evidence which the party
contends would be adduced by such tes-
timony; and, if the excluded evidence
consists of evidence in documentary or
written form a copy of such evidence
shall be marked for identification and
shall accompany the records as the
offer of proof.

§1316.61 Exceptions to rulings.

Exceptions to rulings of the presiding
officer are unnecessary. It is sufficient
that a party, at the time the ruling of
the presiding officer is sought, makes
known the action that he desires the
presiding officer to take, or his objec-
tion to an action taken, and his
grounds therefor.

§1316.62 Appeal from ruling of pre-
siding officer.

Rulings of the presiding officer may
not be appealed to the Administrator
prior to his consideration of the entire
hearing, except with the consent of the
presiding officer and where he certifies
on the record or in writing that the al-
lowance of an interlocutory appeal is
clearly necessary to prevent excep-
tional delay, expense, or prejudice to
any party or substantial detriment to
the public interest. If an appeal is al-
lowed, any party in the hearing may
file a brief in quintuplicate with the
Administrator within such period that
the presiding officer directs. No oral
argument will be heard unless the Ad-
ministrator directs otherwise.

21 CFR Ch. Il (4-1-10 Edition)

§1316.63 Official transcript; index;
corrections.

(a) Testimony given at a hearing
shall be reported verbatim. The Admin-
istration will make provision for a
stenographic record of the testimony
and for such copies of the transcript
thereof as it requires for its own pur-
pose.

(b) At the close of the hearing, the
presiding officer shall afford the par-
ties and witnesses time (not longer
than 30 days, except in unusual cases)
in which to submit written proposed
corrections of the transcript, pointing
out errors that may have been made in
transcribing the testimony. The pre-
siding officer shall promptly thereafter
order such corrections made as in his
judgment are required to make the
transcript conform to the testimony.

[36 FR 7820, Apr. 24, 1971, as amended at 36
FR 13387, July 21, 1971. Redesignated at 38 FR
26609, Sept. 24, 1973, and amended at 50 FR
2046, Jan. 15, 1985]

§1316.64 Proposed findings of fact and
conclusions of law.

Any party in the hearing may file in
quintuplicate proposed findings of fact
and conclusions of law within the time
fixed by the presiding officer. Any
party so filing shall also serve one copy
of his proposed findings and conclusion
upon each other party in the hearing.
The party shall include a statement of
supporting reasons for the proposed
findings and conclusions, together with
evidence of record (including specific
and complete citations of the pages of
the transcript and exhibits) and cita-
tions of authorities relied upon.

§1316.65 Report and record.

(a) As soon as practicable after the
time for the parties to file proposed
findings of fact and conclusions of law
has expired, the presiding officer shall
prepare a report containing the fol-
lowing:

(1) His recommended rulings on the
proposed findings of fact and conclu-
sions of law;

(2) His recommended findings of fact
and conclusions of law, with the rea-
sons therefore; and

(3) His recommended decision.

(b) The presiding officer shall serve a
copy of his report upon each party in
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