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(2) There is insufficient information
to demonstrate that the new animal
drug is intended for use:

(i) In a minor species for which there
is a reasonable certainty that the ani-
mal or edible products from the animal
will not be consumed by humans or
food-producing animals, or

(ii) In a hatchery, tank, pond, or
other similar contained man-made
structure in (which includes on) an
early, non-food life stage of a food-pro-
ducing minor species, and there is in-
sufficient evidence to demonstrate
safety for humans in accordance with
the standard of section 512(d) of the act
and §514.111 of this chapter (including,
for an antimicrobial new animal drug,
with respect to antimicrobial resist-
ance);

(3) The new animal drug is contained
in or is a product of a transgenic ani-
mal;

(4) There is insufficient information
to demonstrate that the requestor has
established appropriate specifications
for the manufacture and control of the
new animal drug and that the re-
questor has an understanding of cur-
rent good manufacturing practices;

(5) The requester fails to submit an
adequate environmental assessment
under §25.40 of this chapter or fails to
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.
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§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)(1), 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
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
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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:

(i) Choose members for the qualified
expert panel in accordance with selec-
tion criteria listed in paragraph (b) of
this section.

(ii) Provide each potential expert
panel member a copy of section 572 of
the act (the indexing provisions of the
statute) and this subpart and obtain
certification that he or she has a work-
ing knowledge of the information.

(iii) Provide each potential expert
panel member a written statement de-
scribing the purpose and scope of his or
her participation on the qualified ex-
pert panel and obtain certification that
he or she has read and understood the
information. The written statement
should describe the duties and respon-
sibilities of qualified expert panels and
their members established by para-
graphs (e) and (f) of this section, in-
cluding the need to prepare a written
report under §516.143.

(iv) Obtain information from each po-
tential expert panel member dem-
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onstrating that he or she is qualified
by training and experience to evaluate
the target animal safety and effective-
ness of the new animal drug under con-
sideration. This information can be ob-
tained from a comprehensive cur-
riculum vitae or similar document.

(v) Notify each potential expert panel
member that he or she must submit in-
formation relating to potential conflict
of interest directly to FDA in a timely
manner, as required in paragraph (e)(6)
of this section.

(2) The requestor must submit, in
writing, the names and addresses of the
proposed qualified expert panel mem-
bers and sufficient information about
each proposed member for FDA to de-
termine whether the panel meets the
selection criteria listed in paragraphs
(b)(1) through (b)(5) of this section.

(3) After FDA has determined that
the qualified expert panel meets the se-
lection criteria, the requestor must
provide to the panel all information
known by the requestor that is rel-
evant to a determination of the target
animal safety and the effectiveness of
the new animal drug at issue. In addi-
tion, the requestor must notify FDA of
the name of the qualified expert panel
leader.

(4) The requestor must immediately
notify FDA if it believes a qualified ex-
pert panel member no longer meets the
selection criteria listed in paragraph
(b) of this section or is otherwise not in
compliance with the requirements of
this section.

(5) If a qualified expert panel member
cannot complete the review for which
he or she was selected, the requestor
must either choose a replacement or
justify the continued work of the panel
in the absence of the lost panelist. In
either case, the requestor must submit
sufficient information for FDA to de-
termine whether the proposed revised
qualified expert panel meets the selec-
tion criteria listed in paragraphs (b)(1)
through (b)(5) of this section.

(6) The requestor must keep copies of
all information provided to, or received
from, qualified expert panel members,
including the written report, for 2
years after the completion of the re-
port, or the product is added to the
index, whichever occurs later, and
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make them available to a duly author-
ized employee of the agency at all rea-
sonable times.

(d) FDA responsibilities. (1) FDA will
determine whether the requestor’s pro-
posed qualified expert panel meets the
selection criteria listed in paragraph
(b) of this section. FDA will expedi-
tiously inform the requestor, in writ-
ing, of its determination. If FDA deter-
mines that the qualified expert panel
does not meet the selection criteria,
FDA will provide due notice and an op-
portunity for an informal conference as
described in §516.123. A determination
by FDA that a proposed qualified ex-
pert panel does not meet the selection
criteria following an informal con-
ference shall constitute final agency
action subject to judicial review.

(2) If FDA determines that a qualified
expert panel no longer meets the selec-
tion criteria listed in paragraph (b) of
this section or that the panel or its
members are not in compliance with
the requirements of this section, the
agency will expeditiously inform the
requestor, in writing, of this deter-
mination and provide due notice and an
opportunity for an informal conference
as described in §516.123. A determina-
tion by FDA, following an informal
conference, that a qualified expert
panel no longer meets the selection cri-
teria listed in paragraph (b) of this sec-
tion or that the panel or its members
are not in compliance with the require-
ments of this section shall constitute
final agency action subject to judicial
review.

(e) Responsibilities of a qualified expert
panel member. A qualified expert panel
member must do the following:

(1) Continue to meet all selection cri-
teria described in paragraph (b) of this
section.

(2) Act in accordance with generally
accepted professional and ethical busi-
ness practices.

(3) Review all information relevant
to a determination of the target ani-
mal safety and effectiveness of the new
animal drug provided by the requestor.
The panel should also consider all rel-
evant information otherwise known by
the panel members, including anec-
dotal information.

(4) Participate in the preparation of
the written report of the findings of
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the qualified expert panel, described in
§516.143.

(5) Sign, or otherwise approve in
writing, the written report. Such sig-
nature or other written approval will
serve as certification that the written
report meets the requirements of the
written report in §516.143.

(6) Provide the information relating
to potential conflict of interest de-
scribed in paragraph (g) of this section
to FDA for its consideration. Such in-
formation should be submitted directly
to the Director, OMUMS, when notified
by the requestor.

(7) Immediately notify the requestor
and FDA of any change in conflict of
interest status.

(8) Certify at the time of submission
of the written report that there has
been no change in conflict of interest
status, or identify and document to
FDA any such change.

(f) Additional responsibilities of a quali-
fied expert panel leader. (1) The qualified
expert panel leader must ensure that
the activities of the panel are per-
formed efficiently and in accordance
with generally accepted professional
and ethical business practices.

(2) The qualified expert panel leader
serves as the principal point of contact
between representatives of the agency
and the panel.

(3) The qualified expert panel leader
is responsible for submitting the writ-
ten report and all notes or minutes re-
lating to panel deliberations to the re-
questor.

(4) The qualified expert panel leader
must maintain a copy of the written
report and all notes or minutes relat-
ing to panel deliberations that are sub-
mitted to the requestor for 2 years
after the report is submitted. Such
records must be made available to a
duly authorized employee of the agen-
cy for inspection at all reasonable
times.

(g) Prevention of conflicts of interest.
(1) For the purposes of this subpart,
FDA will consider a conflict of interest
to be any financial or other interest
that could impair a person’s objec-
tivity in serving on the qualified expert
panel or could create an unfair com-
petitive advantage for a person or orga-
nization.
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(2) Factors relevant to whether there
is a conflict of interest or the appear-
ance of a conflict of interest include
whether the qualified expert panel
member, their spouse, their minor chil-
dren, their general partners, or any or-
ganizations in which they serve as an
officer, director, trustee, general part-
ner or employee:

(i) Is currently receiving or seeking
funding from the requestor through a
contract or research grant (either di-
rectly or indirectly through another
entity, such as a university).

(ii) Has any employment, contrac-
tual, or other financial arrangement
with the requestor other than receiving
a reasonable fee for serving as a mem-
ber of the qualified expert panel.

(iii) Has any ownership or financial
interest in any drug, drug manufac-
turer, or drug distributor which will
benefit from either a favorable or unfa-
vorable evaluation or opinion.

(iv) Has any ownership or financial
interest in the new animal drug being
reviewed by the qualified expert panel.

(v) Has participated in the design,
manufacture, or distribution of any
drug that will benefit from either a fa-
vorable or unfavorable opinion of the
qualified expert panel.

(vi) Has provided within 1 year any
consultative services regarding the new
animal drug being reviewed by the
qualified expert panel.

(vii) Has entered into an agreement
in which fees charged or accepted are
contingent upon the panel member
making a favorable evaluation or opin-
ion.

(viii) Receives payment for services
related to preparing information the
requestor presents to the qualified ex-
pert panel, other than for services re-
lated to the written report described in
§516.143.

(3) To permit FDA to make a decision
regarding potential conflict of interest,
a potential qualified expert panel mem-
ber must submit to the Director,
OMUMS, the following information re-
lating to themselves, their spouse,
their minor children, their general
partners, or any organizations in which
they serve as an officer, director, trust-
ee, general partner or employee, re-
garding the following issues to the ex-
tent that they are, in any way, rel-
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evant to the subject of the review of
the qualified expert panel:

(i) Investments (for example, stocks,
bonds, retirement plans, trusts, part-
nerships, sector funds, etc.), including
for each the following: Name of the
firm, type of investment, owner (self,
spouse, etc.), number of shares / cur-
rent value.

(ii) Employment (full or part time,
current or under negotiation), includ-
ing for each the following: Name of the
firm, relationship (self, spouse, etc.),
position in firm, date employment or
negotiation began.

(iii) Consultant/advisor (current or
under negotiation), including for each
the following: Name of the firm, topic/
issue, amount received, date initiated.

(iv) Contracts, grants, Cooperation
Research and Development Agreement
(CRADASs) (current or under negotia-
tion), including for each the following:
Type of agreement, product under
study and indications, amount of remu-
neration (institution/self), time period,
sponsor (government, firm, institution,
individual), role of the person (site in-
vestigator, principal investigator, co-
investigator, partner, no involvement,
other), awardee.

(v) Patents/royalties/trademarks, in-
cluding for each the following: Descrip-
tion, name of firm involved, income re-
ceived.

(vi) Expert witness (last 12 months or
under negotiation), including for each
the following: For or against, name of
firm, issue, amount received.

(vii) Speaking/writing (last 12 months
or under negotiation), including for
each the following: Firm, topic/issue,
amount received (honorarium/travel),
date.

(viii) Whether the potential qualified
expert panel member, their spouse,
their minor children, their general
partners or any organizations in which
they serve as an officer, director, trust-
ee, general partner or employee, have
had, at any time in the past, involve-
ment of the kind noted in paragraph
(2)(3)(1) through (g)(3)(vii) of this sec-
tion with respect to the animal drug
that is the subject of the qualified ex-
pert panel review.

(ix) Whether there are any other in-
volvements (other kinds of relation-
ships) that would give the appearance
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of a conflict of interest which have not
been described in paragraph (g)(3)(1)
through (g)(3)(viii) of this section.

(x) In all cases, a response of ‘‘no,”
“none,” or ‘‘not applicable” is satisfac-
tory when there is no relevant informa-
tion to submit.

(xi) A certification statement signed
by the potential qualified expert panel
member to the effect that all informa-
tion submitted is true and complete to
the best of their knowledge, that they
have read and understood their obliga-
tions as an expert panel member, and
that they will notify FDA and the re-
questor of any change in their conflict
of interest status.

(4) The fact that a qualified expert
panel member receives a reasonable fee
for services as a member of the quali-
fied expert panel, provided that the fee
is no more than commensurate with
the value of the time that the member
devotes to the review process, does not
constitute a conflict of interest or the
appearance of a conflict of interest.

§516.143 Written report.

The written report
§516.145(b)(3) shall:

(a) Be written in English by a quali-
fied expert panel meeting the require-
ments of §516.141;

(b) Describe the panel’s evaluation of
all available target animal safety and
effectiveness information relevant to
the proposed use of the new animal
drug, including anecdotal information;

(¢c) For all information considered,
including anecdotal information, in-
clude either a citation to published lit-
erature or a summary of the informa-
tion;

(d) State the panel’s opinion regard-
ing whether the benefits of using the
new animal drug for the proposed use
in a minor species outweigh its risks to
the target animal, taking into account
the harm being caused by the absence
of an approved or conditionally-ap-
proved new animal drug for the minor
species in question;

(e) Be signed, or otherwise approved
in writing, by all panel members, in ac-
cordance with §516.141; and

(f) If the panel unanimously con-
cludes that the benefits of using the
new animal drug for the proposed use
in a minor species outweigh its risks to

required in
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the target animal, taking into account
the harm being caused by the absence
of an approved or conditionally-ap-
proved new animal drug for the minor
species in question, the written report
shall:

(1) Provide draft labeling that in-
cludes all conditions of use and limita-
tions of use of the new animal drug
deemed necessary by the panel to as-
sure that the benefits of use of the new
animal drug outweigh the risks, or pro-
vide narrative information from which
such labeling can be written by the re-
questor; and

(2) Include a recommendation regard-
ing whether the new animal drug
should be limited to use under the pro-
fessional supervision of a licensed vet-
erinarian.

§516.145 Content and format of a re-
quest for addition to the index.

(a) A requestor may request addition
of a new animal drug to the index only
after the new animal drug has been
granted eligibility for indexing.

(b) A requestor shall submit two cop-
ies of a dated request signed by the au-
thorized contact for addition of a new
animal drug to the index that contains
the following:

(1) A copy of FDA’s determination of
eligibility issued under §516.137;

(2) A copy of FDA’s written deter-
mination that the proposed qualified
expert panel meets the selection cri-
teria provided for in §516.141(b);

(3) A written report that meets the
requirements of §516.143;

(4) A proposed index entry that con-
tains the information described in
§516.157;

(5) Proposed labeling, including rep-
resentative labeling proposed to be
used for Type B and Type C medicated
feeds if the drug is intended for use in
the manufacture of medicated feeds;

(6) Anticipated annual distribution of
the new animal drug, in terms of the
total quantity of active ingredient,
after indexing;

(7) A written commitment to manu-
facture the new animal drug and ani-
mal feeds bearing or containing such
new animal drug according to current
good manufacturing practices;

110



		Superintendent of Documents
	2014-08-28T19:14:49-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




