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Division of Dockets Management

Food and Drug Administration

5630 Fishers Lane, Room 1061 (HFA~305)
Rockville, MD 20852

Re: Docket No. 2005N-0329 — Designation of New
Animal Drugs for Minor Uses or Minor Specics —Proposed Rule

The ANIMAL HEALTH INSTITUTE (“AHI”) submits the attached comments on the
proposed rule to designate certain new animal drugs for minor uses in a major species or any use
in minor species. AHI is a national trade association representing manufacturers of animal
health — pharmaceuticals, vaccines and feed additives used in modem food production and the
medicines that keep pets hgalthy

AHI appreciates the FDA’s efforts to facilitate the appmva] and availability of new
animal drugs for peeded condltwns in major and minor species that may not always be
economically viable for companies to pursue. However, AHI believes the proposed rule to be
complex, and that this complexity will deter utilization by sponsors. For example, although the
definition and requirements to designate a minor species are simple and straightforward, there is
a very significant difference in the standards to designate a minor use in a major species. Asa
result, under the proposed requirements, justification of a minor use indication will be difficult
for well established products; let alone for newer or unregistered products for minor use.

The current proposed rule requites economic justification. In reality, many MUMS drugs
may never be justified on an economic basis. While sponsors must make a profit to continue to
provide benefits to the public, there are still cases where the only “business case” for a drug
approval is strictly goodwill, or “just doing the right thing”.

AHI is providing more specific comments on the rule along general and paragraph
specific remarks in the attached table. *

Richard A. Carnevale

Enclosure

1325 G Street, NW ¥ Suile 700 W Washington, D.C. 20008-2104
Telephone (202} 637-2440 M Fax (202) 393-1867
www.ahi.org
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Commenter

Seclion

Paragraph
Figuref Table
Line No.

Propased Change

Comment! Rationale

* GENERAL

GENERAL COMMENTS ON PROPOSED RULE

»  AHI recognizes thal the agency has delermined that “small
numbers” needs fo be defined for the 7 current major
species. In reality, belter epiiemiologic data than currently
exists would be required to establish any meaningful
numbers. We would caution the agency (hat sefting
_numbers that are very low wil be a disincentive for
development. Therefore, our commenis are tempered by

this position, and we propose, in the specific affected.

sactions, an altemative approach unfil meaninghil dala
becomes avaliable. There spems to be a lagk of valance
with the evidente a company weuld have to provide for the
agency to designate 2 minor use with that required for a
minor species, where inthe latter case the exposute io the
drug substance on 3 biomass basis could far-exceed the
minor use. We recommend thal the populations for sheep

and other minor species should be kept in mind and

considered when numbers for minor use are established.
» We request that the agency consider separation of the

requirements for companion -animals from thal for food-

ammals, as it is difficult to generalize across the iwo
calegories. -

AHI

516.3

{b] Infrequently

infrequently ....uncommon or thal occurs onfy
speradically, fe. on an annualized basis.

Addilion of the phrase, ie. on an annualized ba;s:‘s. adds chll’y to the

definition, and causes it to be consistent wilh agency comments ¢n ;

pages 56335 and 56386,

}

[
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Docket No. 2005N-0329
Commentar Saction Paragraph Propused Change Comment/ Ratlonale '
Figure! Tabile
Ling No.
In respense to the agency request for input on “small number of
Minor use means the infended use of adrug in a animals”, the membership of AHI recognizes that there is currently
major spacies far an indication: not enough epidemiological or other source dala o establish realislic
; humbers across the 7 major species al this lime. Therefore, the
{1) that Is nof curently approved, is nof | proposed language in the preceding column 5. AHI'S recommended
reasonably anficipaled fo be appficable fo & | crilena for a practical definition of minor use to enable sponsors to
mafjority of the intended popifafion, and, effec!we!y gualify for these claims n keeping with the intent of the
AHE - 516.3 b} Minor Use B hasbeen{dent@ﬁgd as an arimal health 1 Act. The key element of these ;pjgna hinges on the fact that animal |
) need by sither animal health professionals, drugs have been researched and developed for more than 40 years.
producers, andior the pubfic, or {Lis reasonable to assume thal companies have invested in diseases
and conditions that yieldsd the most favourable return on invesiment,
{2y forwhich the annyalized commercial retum | those whith fikely occur in 2 large percentage -of animal species
is niod reasonably anticipated to exceed the populations. Therefore, if a clainy does nol currenily appear on any
“annualited cost incurred In ifs development | label, if &5 also reasonable To assume it to be a minor use. unfess, on
-and matntenance its -face, it is obvious it opuid appty to a majmty of a spacies
’ poputatmn{s}
AHl As the rule is currently wmten |t p!aces feed addtti\tes at a
disadvantage. If a feed addilive is designated, an oral dosage form
{b) Sama of the same drug, for the same §ndica!i¢,)n, could also get designation
516.3 dos age form Combine oral dosage form with feed addilives for and approval, and thus negafively affect the business case and
(fPart 520 the pumposes of “Same Dosage Form™ success of the previously designated bed, additive. The reverse
. could alse occur. The resulting effect is that this dynamic is a

polential  disincentive for 'sesking appmva] for the MNUMS
drugfindication. . -
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Flgurel Table
Ling No.

Propused Change

Comment/ Rationale

AHI

5163

{b) Same
infended lUse

Revise fhe section on "Same intended Use” to
ingrease clarly and remove barriers fo sponsor
consideration lo development of MUMS

drugsfclaims.

.

I The cument verbiage laaves gusstions in the following areas:

The CVM discussion on the proposed regulation specifies
same intended use includes the intended treaimenl, control
or prevention of a disease or condition. The current wording
causes us o guestion whether one sponsor could gel a
designafion for treatment, 3 second could gel control, and a
third, prevention, or if designation for one of the three would
be prolective across treatment, prevention and cantrol, as

dong as a funclienally -superior -drug - did net become

available, -

Third Principle (page 56388) This method of division of 2
diseasa complex. hy organism is usually not enforcaable
andior measurable in a field situation. Thus if the innovator
assesses the business case andfor public need fora MUMS
approval for X organism, which s @ component of XYZ

E complex, the information that will be retievable wilt usually
‘be associsted with the disease aamptgx not the specific

organism, as whal is being treated is the mmpiex
Therefore, by al!ewmg division infe specific organisms as il
applies to a minor use claim, this could also be
disincentive for the first sponsor, since another cormpany
could come in behind and take part of the markel, which
sinoe it is NUMS is already smai! for the freatment of the
disease cemplex
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Paragraph
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Ling No.

Propused Change

Comment/ Rationale

AHI

516.21

{b)

Change the requirements for proof of miner use
status as specified previously for the definition of
Minor Use, Section 516.3

Cemments as per pravious comment on the definition of Miror Use,
seclion 516.3.

In addition, we- reinforce the comments thet we have mads on a
general level, that the busden placed on the sponsor for a minor use
is disproportionate to the burden for a miner species, and in some
cases, even for a regular NADA. For instance, in this specific
secfion, il appears thal the agency is fequesting that the sponser

-t-prove- 8 nagative concerning the lack of medical justification. -Please | .

note that evan ¥f this could be done in some cases, the sponsor can
nol. predlc! either the ;udgement of the individual veterinarian, or

.| movementievolulion of disease, For example, if a drug Is indicated

for respiratory disease, we, as the sponsor.can maintain the posities
that it is inappropriate for cardiac disease, bul absclute justification of
thal may be impossible, and is in our opinion, unwarranted and
burdansome.

AHI

§16.21

©

Change the requirements for proe! of minor use
status a5 specified previously for the definition of
Minor Use, Secfion 516.3

Comrients as-per previcus mmmi o ths deﬁmﬁnn af Mirmr Uss
_section 518.3

[n addiion, we reinforoe thal financial assessment and company
decisions to market a producl are made with vanable criteria in
individual compames and are for the mos| part, confidential, The
agency states in lhe background ot this proposed sule that.it is nol
the inlention of Congress far FDA to establish a tes! of commercial

value of the drug. We boelieve thal the goal of establishing the

expecteé fow use Is mel with our proposed alternative as stated in
prevmus cnmmenls

AHE

516.20

Ho cﬁange'feqxgesled

"We agree with the verbiage and infent of fhis settion. Hewemr itis
our position that the flewdbiiity In timing stated in this seefion -
somewhat riegated by the verbiage in 516.21, which implies that the.

ap;ﬂmam @il not be able to apply eady o the process due 1o
s;;emﬁcs required lor apphcalwn. (See previous comments on
516.21). :

516.24

{b}

Rewsion fo add a 60 day timeline fo the review and
responss to the sponsor for a designation request.

1t is of mutual benefit to the agency and spanaor o commil to ﬁmeiy
review and response.

ARl

516.25

(4) i)

Revise section (4) as per previous commenls on
section 518.20 concerning the amount of daia
required up front just to be designated.

Posilion previausly staled for comments on 516.20

AHl

516.28

Addd a 60.day timeline fo update the lisl of
designaied drugs once a new drug has been
designated.

Informing the public and sponsors of new designations will be
impardant for those companies pctenha!ly considering Ehe same
druglindication,
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Figutel Table
Line Mo,

Proposed Change

Comment! Rationale

A

516.20

(0} {6)

Remove language specifying & specific product
development plan as a requirement tg}r designation.

Although the members of AHl recognize that the spedific
development pfan, backed by data, is a vial part of the developmanl
of a new animal drug, we feel that this request as a requirement for
consideration for designation of a MUMS drugiclaim is premature and
unredlistic. The agency is. in effec, asking the sponsor to expend a
significant amount of time and money prior o even knowing if the
sponsor can feceive desxgnatm As designation should be

considered an incentive, it is parlially negated by asking for the |
-specific development plan up frenl. . We understand. that the agency

will not want frivolous regquests. We feel that this is very unlikely, for
several reasons:
«  Sponsors are typically resource limited. They will not take
the Ume fo put forth-a fivolous claim, .

+  Sponsors will not be bullding their company psrtfehos mth'

MUMS approvals. That approach would npl be viable;
therefore, the quantity of requests for designation is not
anficipated to be burdensome & the agency.

«  The proposed rule, in seclion 516.29 and 516,30 provided
the protection of both the agency and the public. from
frivolous requests. The sponsor will have o be accountable
for fruthfulness and for reascnahle progress as enforoed by
poth the requirements for annual reporting and on
designated drugs, with further actountability for condifionally
approved drugs. The agency has the éght {o rescind the
designated staiis  the sponsor has not tompliad with the
requirements. Therefore. if due dilegence Is not applied by
the 'spunsor i a timely fashion afler designation, they will
not fetain the s#atus and %he door’ ‘will be opened for anotier

applicasnt,

A

516,20

TGl

Cﬁaéﬁe" the requsre%nanté for proof of miner use
status as spacified previously for the definition of
Minor Use, Seclion 518.3

cammems as per prewmis cornment on the deﬁmhon of Minor Use,
sectien 516.3 . .

AH

516,21

(a)

Change the reguirements for proof of minor tise
status as specified previously {or the definition of
Minor Use, Seclion 516.3

Comments as per previous commen! on the definition of Minor Use,
saclion 516.3
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Proposed Change

Comment! Rationale

AHI

§16.29

{b)

Change the requirement for 1 year advance
notification to 30-60 days.

s In many instances, the sponsor may nol have knowledge
year priar {o discontinuation.

= We request clanification on the sitvation where the agency

- has withdrawn designation stalus afler nofification by the
sponsor (sponsar A), bul the drug is sfill being sold, as per
the timing of the nolification. Could another spenser
{Sponsor B) potentially achieve designatien and conditional
approval, and fhus bleck any further sale by Sponsor A,

even-if they stll have {ime left on their notification and- drug:

to be sold? With the cumeni Wiming of 1 year nolification,
this cquid ¢reale a significant probrlem for sponsor A,

AHL

518.31

(a)

Clarification/comnmant requested

s the rula is currently wiitlen concatning designation and Sxcuerly,

we intemprel this language lo sl allow a sponsor that does net
request MUMS stalus through designation andfor condilional
approval, to move forward with the same -drugdindication in paraliel

with the designated diug & they did not get conditional approval in |

addition to designation. Although the non-MUMS claim will not get
the 7 years. if they get an approval first, they would gel 3-§ and
effectively block the approval of the designaled diug. Please
comment,

AH|

51631

@2

Delete ‘pmpa;ses"

We do nol agree that the agency should be able Yo approve another
application based on 3 proposed vihdravesl of the currently
approved applicaion. This appears to negale the right of the
sponsor o any due process.

A}

516,52

{dj

.} Add a 80 day iime requirement for updating (he list, .

a6 per comment on 516.28

‘A5 per previous comiments on section 516.28
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