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days of receipt of the notice of oppor-
tunity for a hearing, submit the data 
and information upon which the appli-
cant intends to rely at the hearing. 

(d) Separation of functions. Separation 
of functions (as specified in § 10.55 of 
this chapter) will not apply at any 
point in withdrawal proceedings under 
this section. 

(e) Procedures for hearings. Hearings 
held under this section will be con-
ducted in accordance with the provi-
sions of part 15 of this chapter, with 
the following modifications: 

(1) An advisory committee duly con-
stituted under part 14 of this chapter 
will be present at the hearing. The 
committee will be asked to review the 
issues involved and to provide advice 
and recommendations to the Commis-
sioner of Food and Drugs. 

(2) The presiding officer, the advisory 
committee members, up to three rep-
resentatives of the applicant, and up to 
three representatives of CBER may 
question any person during or at the 
conclusion of the person’s presen-
tation. No other person attending the 
hearing may question a person making 
a presentation. The presiding officer 
may, as a matter of discretion, permit 
questions to be submitted to the pre-
siding officer for response by a person 
making a presentation. 

(f) Judicial review. The Commissioner 
of Food and Drugs’ decision constitutes 
final agency action from which the ap-
plicant may petition for judicial re-
view. Before requesting an order from a 
court for a stay of action pending re-
view, an applicant must first submit a 
petition for a stay of action under 
§ 10.35 of this chapter. 

[67 FR 37996, May 31, 2002, as amended at 70 
FR 14984, Mar. 24, 2005] 

§ 601.93 Postmarketing safety report-
ing. 

Biological products approved under 
this subpart are subject to the post-
marketing recordkeeping and safety 
reporting applicable to all approved bi-
ological products. 

§ 601.94 Promotional materials. 
For biological products being consid-

ered for approval under this subpart, 
unless otherwise informed by the agen-
cy, applicants must submit to the 

agency for consideration during the 
preapproval review period copies of all 
promotional materials, including pro-
motional labeling as well as advertise-
ments, intended for dissemination or 
publication within 120 days following 
marketing approval. After 120 days fol-
lowing marketing approval, unless oth-
erwise informed by the agency, the ap-
plicant must submit promotional ma-
terials at least 30 days prior to the in-
tended time of initial dissemination of 
the labeling or initial publication of 
the advertisement. 

§ 601.95 Termination of requirements. 
If FDA determines after approval 

under this subpart that the require-
ments established in §§ 601.91(b)(2), 
601.92, and 601.93 are no longer nec-
essary for the safe and effective use of 
a biological product, FDA will so no-
tify the applicant. Ordinarily, for bio-
logical products approved under 
§ 601.91, these requirements will no 
longer apply when FDA determines 
that the postmarketing study verifies 
and describes the biological product’s 
clinical benefit. For biological prod-
ucts approved under § 601.91, the re-
strictions would no longer apply when 
FDA determines that safe use of the bi-
ological product can be ensured 
through appropriate labeling. FDA also 
retains the discretion to remove spe-
cific postapproval requirements upon 
review of a petition submitted by the 
sponsor in accordance with § 10.30 of 
this chapter. 
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