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provide sufficient information to estab-
lish that the requested action is sub-
ject to categorical exclusion under
§25.30 or §25.33 of this chapter;

(6) There is insufficient information
to determine that the new animal drug
is safe with respect to individuals ex-
posed to the new animal drug through
its manufacture or use; or

(7) The request for determination of
eligibility for indexing fails to contain
any other information required under
the provisions of §516.129.

(b) FDA may deny a request for de-
termination of eligibility for indexing
if it contains any untrue statement of
a material fact or omits material infor-
mation.

(c) When a request for determination
of eligibility for indexing is denied,
FDA will notify the requestor in ac-
cordance with §516.137.

§516.135 Granting a request for deter-
mination of eligibility for indexing.

(a) FDA will grant the request for de-
termination of eligibility for indexing
if none of the reasons described in
§516.133 for denying such a request ap-
plies.

(b) When a request for determination
of eligibility for indexing is granted,
FDA will notify the requestor in ac-
cordance with §516.137.

§516.137 Notification of decision re-
garding eligibility for indexing.

(a) Within 90 days after the filing of
a request for a determination of eligi-
bility for indexing based on
§516.129(c)(7)(i), or 180 days for a re-
quest based on §516.129(c)(7)(ii), FDA
shall grant or deny the request, and no-
tify the requestor of FDA’s decision in
writing.

(b) If FDA denies the request, FDA
shall provide due notice and an oppor-
tunity for an informal conference as
described in §516.123 regarding its deci-
sion. A decision of FDA to deny a re-
quest for determination of eligibility
for indexing following an informal con-
ference shall constitute final agency
action subject to judicial review.

§516.141 Qualified expert panels.

(a) Establishment of a qualified expert
panel. Establishing a qualified expert
panel is the first step in the process of

§516.141

requesting the addition of a new ani-
mal drug to the index. A qualified ex-
pert panel may not be established until
FDA has determined that the new ani-
mal drug is eligible for indexing. The
requestor must choose members for the
qualified expert panel in accordance
with selection criteria listed in para-
graph (b) of this section and submit in-
formation about these proposed mem-
bers to FDA. FDA must determine
whether the proposed qualified expert
panel meets the selection criteria prior
to the panel beginning its work. Quali-
fied expert panels operate external to
FDA and are not subject to the Federal
Advisory Committee Act, as amended,
5 U.S.C. App.

(b) Criteria for the selection of a quali-
fied expert panel. (1) A qualified expert
panel member must be an expert quali-
fied by training and experience to
evaluate a significant aspect of target
animal safety or effectiveness of the
new animal drug under consideration.

(2) A qualified expert panel member
must certify that he or she has a work-
ing knowledge of section 572 of the act
(the indexing provisions of the statute)
and this subpart, and that he or she has
also read and understood a clear writ-
ten statement provided by the re-
questor stating his or her duties and
responsibilities with respect to review-
ing the new animal drug proposed for
addition to the index.

(3) A qualified expert panel member
may not be an FDA employee.

(4) A qualified expert panel must
have at least three members.

(5) A qualified expert panel must
have members with a range of expertise
such that the panel, as a whole, is
qualified by training and experience to
evaluate the target animal safety and
effectiveness of the new animal drug
under consideration.

(6) Unless FDA makes a determina-
tion to allow participation notwith-
standing an otherwise disqualifying fi-
nancial interest, a qualified expert
panel member must not have a conflict
of interest or the appearance of a con-
flict of interest, as described in para-
graph (g) of this section.

(c) Requestor responsibilities. (1) The
requestor must:

107



		Superintendent of Documents
	2013-06-14T10:52:07-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




