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21 CFR Ch. II (4–1–23 Edition) § 1316.55 

§ 1316.55 Prehearing ruling. 
The presiding officer may have the 

prehearing conference reported ver-
batim and shall make a ruling reciting 
the action taken at the conference, the 
agreements made by the parties, the 
schedule of witnesses, and a statement 
of the issues for hearing. Such ruling 
shall control the subsequent course of 
the hearing unless modified by a subse-
quent ruling. 

§ 1316.56 Burden of proof. 
At any hearing, the proponent for the 

issuance, amendment, or repeal of any 
rule shall have the burden of proof. 

§ 1316.57 Submission of documentary 
evidence and affidavits and identi-
fication of witnesses subsequent to 
prehearing conference. 

All documentary evidence and affida-
vits not submitted and all witnesses 
not identified at the prehearing con-
ference shall be submitted or identified 
to the presiding officer as soon as pos-
sible, with a showing that the offering 
party had good cause for failing to so 
submit or identify at the prehearing 
conference. If the presiding officer de-
termines that good cause does exist, 
the documents or affidavits shall be 
submitted or witnesses identified to all 
parties sufficiently in advance of the 
offer of such documents or affidavits or 
witnesses at the hearing to avoid preju-
dice or surprise to the other parties. If 
the presiding officer determines that 
good cause does not exist, he may 
refuse to admit as evidence such docu-
ments or affidavits or the testimony of 
such witnesses. 

§ 1316.58 Summary of testimony; affi-
davits. 

(a) The presiding officer may direct 
that summaries of the direct testimony 
of witnesses be prepared in writing and 
served on all parties in advance of the 
hearing. Witnesses will not be per-
mitted to read summaries of their tes-
timony into the record and all wit-
nesses shall be available for cross-ex-
amination. Each witness shall, before 
proceeding to testify, be sworn or make 
affirmation. 

(b) Affidavits submitted at the pre-
hearing conference or pursuant to 
§ 1316.57 with good cause may be exam-

ined by all parties and opposing affida-
vits may be submitted to the presiding 
officer within a period of time fixed by 
him. Affidavits admitted into evidence 
shall be considered in light of the lack 
of opportunity for cross-examination in 
determining the weight to be attached 
to statements made therein. 

[36 FR 7820, Apr. 24, 1971, as amended at 36 
FR 13387, July 21, 1971. Redesignated at 38 FR 
26609, Sept. 24, 1973] 

§ 1316.59 Submission and receipt of 
evidence. 

(a) The presiding officer shall admit 
only evidence that is competent, rel-
evant, material and not unduly repeti-
tious. 

(b) Opinion testimony shall be admit-
ted when the presiding officer is satis-
fied that the witness is properly quali-
fied. 

(c) The authenticity of all documents 
submitted in advance shall be deemed 
admitted unless written objection 
thereto is filed with the presiding offi-
cer, except that a party will be per-
mitted to challenge such authenticity 
at a later time upon a showing of good 
cause for failure to have filed such 
written objection. 

(d) Samples, if otherwise admissible 
into evidence, may be displayed at the 
hearing and may be described for pur-
poses of the record, or may be admitted 
in evidence as exhibits. 

(e) Where official notice is taken or 
is to be taken of a material fact not ap-
pearing in the evidence of record, any 
party, on timely request, shall be af-
forded opportunity to controvert such 
fact. 

(f) The presiding officer shall file as 
exhibits copies of the following docu-
ments: 

(1) The order to show cause or notice 
of hearing; 

(2) Any notice of waiver or modifica-
tion of rules made pursuant to § 1316.44 
or otherwise; 

(3) Any waiver of hearing (together 
with any statement filed therewith) 
filed pursuant to § 1316.49 or otherwise; 

(4) The prehearing ruling, if any, 
made pursuant to § 1316.55; 

(5) Any other document necessary to 
show the basis for the hearing. 
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