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the data, information, and factual 
analyses in the request for the hearing 
that there is no genuine and substan-
tial issue of fact which precludes the 
refusal to approve the application or 
abbreviated application or the with-
drawal of approval of the application or 
abbreviated application; for example, 
no adequate and well-controlled clin-
ical investigations meeting each of the 
precise elements of § 314.126 and, for a 
combination drug product, § 300.50 of 
this chapter, showing effectiveness 
have been identified. Any order enter-
ing summary judgment is required to 
set forth the Commissioner’s findings 
and conclusions in detail and is re-
quired to specify why each study sub-
mitted fails to meet the requirements 
of the statute and regulations or why 
the request for hearing does not raise a 
genuine and substantial issue of fact. 

(2) When following a general notice of 
opportunity for a hearing (as defined in 
paragraph (a)(1) of this section) the Di-
rector of the Center for Drug Evalua-
tion and Research concludes that sum-
mary judgment against a person re-
questing a hearing should be consid-
ered, the Director will serve upon the 
person requesting a hearing by reg-
istered mail a proposed order denying a 
hearing. This person has 60 days after 
receipt of the proposed order to re-
spond with sufficient data, informa-
tion, and analyses to demonstrate that 
there is a genuine and substantial issue 
of fact which justifies a hearing. 

(3) When following a general or spe-
cific notice of opportunity for a hear-
ing a person requesting a hearing sub-
mits data or information of a type re-
quired by the statute and regulations, 
and the Director of the Center for Drug 
Evaluation and Research concludes 
that summary judgment against the 
person should be considered, the Direc-
tor will serve upon the person by reg-
istered mail a proposed order denying a 
hearing. The person has 60 days after 
receipt of the proposed order to re-
spond with sufficient data, informa-
tion, and analyses to demonstrate that 
there is a genuine and substantial issue 
of fact which justifies a hearing. 

(4) If review of the data, information, 
and analyses submitted show that the 
grounds cited in the notice are not 
valid, for example, that substantial 

evidence of effectiveness exists, the 
Commissioner will enter summary 
judgment for the person requesting the 
hearing, and rescind the notice of op-
portunity for hearing. 

(5) If the Commissioner grants a 
hearing, it will begin within 90 days 
after the expiration of the time for re-
questing the hearing unless the parties 
otherwise agree in the case of denial of 
approval, and as soon as practicable in 
the case of withdrawal of approval. 

(6) The Commissioner will grant a 
hearing if there exists a genuine and 
substantial issue of fact or if the Com-
missioner concludes that a hearing 
would otherwise be in the public inter-
est. 

(7) If the manufacturer or distributor 
of an identical, related, or similar drug 
product requests and is granted a hear-
ing, the hearing may consider whether 
the product is in fact identical, related, 
or similar to the drug product named 
in the notice of opportunity for a hear-
ing. 

(8) A request for a hearing, and any 
subsequent grant or denial of a hear-
ing, applies only to the drug products 
named in such documents. 

(h) FDA will issue a notice with-
drawing approval and declaring all 
products unlawful for drug products 
subject to a notice of opportunity for a 
hearing, including any identical, re-
lated, or similar drug product under 
§ 310.6, for which an opportunity for a 
hearing is waived or for which a hear-
ing is denied. The Commissioner may 
defer or stay the action pending a rul-
ing on any related request for a hear-
ing or pending any related hearing or 
other administrative or judicial pro-
ceeding. 

[50 FR 7493, Feb. 22, 1985; 50 FR 14212, Apr. 11, 
1985, as amended at 50 FR 21238, May 23, 1985; 
55 FR 11580, Mar. 29, 1990; 57 FR 17996, Apr. 28, 
1992; 59 FR 14364, Mar. 28, 1994; 63 FR 5252, 
Feb. 2, 1998; 67 FR 9586, Mar. 4, 2002; 68 FR 
24879, May 9, 2003; 69 FR 48775, Aug. 11, 2004] 

§ 314.201 Procedure for hearings. 
Parts 10 through 16 apply to hearings 

relating to new drugs under section 505 
(d) and (e) of the act. 

§ 314.235 Judicial review. 
(a) The Commissioner of Food and 

Drugs will certify the transcript and 
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