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R*: ‘Troposals to iacreame the Avahabillty of Approved Aaimal Drugs for Mfnor Species
and Mhror IJses’”- Diecusslon Draft of 19 Decwnber 1997.

George,

Attached find Discussion DralR contribution apd comments, M suggested!

I appreciate the opportunity to contribute to the discussion on drug avallaldlity for
aquscuiture diseaee control and)or treatment and Food Saf~y assurance cora$ideratlons.

I look forward to seeing of slgztlfkcant Minor SpeCles Worldng Group cosktributlon
towgrds resolution of some tbe dii’ficuitiem in the areq of concern.

Sincerely.

~~ 4&2:zzj-’

Man McCarthy, Ph.D.
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W. Propossls to increase the number ot’ spproved ●dmal drugs for minor use

A. MODIFICATIONS OF EXTRATX6EL PRO’VMUONS

The MOST practtcal meamsof treatment of ●qtmadtare species is vla the feed!

There Is no baste, excapt omlwdoa, for the .xchmkm of ●quacultttre from the extraiabel
provisions of AMDUCA ●d resultant rqpdat!ons.

Antibiotic reslstamce or envlroamoutsl contamination in aquiculture mny rcqulre more
complex ●uessrnmt than other species considered under AMDUCA.

While “PublJc bodies of water me strongly regulated by state and federal agenclee”, it
IS evident tlmt ocean-based aquiculture prodtnctioa dhtion may justify separste
criteria of asses~ment than those for’ essettttalfor inland or fresh-water prodactlom

B. REMOVAL OF DISINCENTIVES

The Working Group are advised that:-

Enforcemcnt poltcy, pmgra.rm and effecdvetmss mtpportlve of AMDUCA extra-label
provisions ●re essential to the Iavestrnent and development of drugs for ndnor specie%

There ARE. apparent short-fnlls in u coherent pQst-AMDUCA ●nforeeswnt thst negate
ekmeuts of AMDUCA, tkustratlng wtcrbsarlau~ confusing producers and serving to
promote chemical substitutes ●s rcplacsmcnt for qaproved drug product use without
regard for Food Safety, Hmntsri Saf cty ●nd Etwlronmental consider~tions.

lx =ddltlori:-

Food Safety msy rcqulre CONGRESSIONAL ACXION (Item 2), ax “over-the-counter
drugs” are not (currently) subject to ~fJCA ●xtrahbel provisions.

mad,

Wbers used to support ● supplemental minor use NADA+ an Approved Drug ffle should
NOT be wbjeet of further revkw h the’ahence of detdki sckstiffc or circunsstamtid
supporl that wou!d othenvLreJustifi ;wck scifon.
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C. ENHANCEMENT OF EXISTING IPROGRAMS FOR DATA DEVELOPMENT

It is essential to htreasthat supplemmital drug ●ppltcatious ●re mmore rapid mad co@-
effective rnemnsof assuring svalhble drags for minor speehs, •~d minor use,

A Minor Use Databese would not make a sigrdth:aat contribution to aid minor spedee
drug developrneat, sc communicatloa betwmu parties and institution., la dlflerent
]urisdicttons, ts pruently very effsettve.

lt may be cost effect$ve to consldar !- FDA “prognosis-to NRSP-7 (md others) on the
probable Human Ssfety requirement conddermkms fur n candidate substamce.

Investment in research o~ the development of etiology dntq as part of hedtb SSsuraawe,
could reduce the need for come minor use anhrml drugs.

IA INCENTNZS TO PURSUIC MINOIR USE DRtlC APPROVALS

Extehded Excluslvky must be weighed agalmt costs and the absence of treatments.

Added exclusivity is recommended for CMgistal NADAu to support mpptementd drug
appmvah

Approprkte e~chdtity for New Claim ag8inst ganerJcapproval, and enforcement are
essential to lmveetmem in an ortghml snioor use NADA.

Iaveetment k ●n Orphan drug model approach, for mtuor species drug avaikbility,
may be Ilmited by Food Safety rest mmstra{ats.

Shorter review time-frames would gremt~yassht tbe ~Bg of minor uses.

Fnud Safety is “Signlflcant New Data” Mrinmic to drugs for food animal species!

E. DATA SNA.IUN G BY MAJOR SPltCIES NADA HOLDERS

Sharing of data J. Mtbic to mzpplmnental appllcatfone for mtaor species or minor use
drngs, and tbie must be a primary rocus for the Work.hg Croup.

An original sponsor’s Uability for %Jnhovvn cotueqnencee”, conseqnentisl to a tbird-
pa3ty supplemental ●pplkatlon. ista minor species or minor we troatmcnt is 9 matter
bemveen the princlpale i.nvolved-

A further excitsslvity ●xtensio~ to m Orlghsd Sponsor, would be mpract#caJkcemtlve.
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F. CREATION BY STATUTE OF A “MINOR USE ANIMAL DRUG” PROG~

TM won[d prhmfly bemetlt mtnor MMdrUg8 ●td create 8n lrIcreased awarea=sa of
adnor (food) speciee u$* drugs.

It is dtffIcult to recomcllo● rnieor(faad) speciee use drug bema!lt, under *h* proposed
statute, as Pood Safsty and keidue depletion rnremajor cost requiremmats.

G. CONDITIONAL DRUG APPROVAL FOR MINOR USES INVOLVING NON-FOOD
ANIMALS

A cortdltiomd non-food ●drnal approv81 proposal provider an incentive, provtded that:-

S) The potentiaI Imtertmmm-food IsstimaImurkethg for the drug is substmttial, md,
b) Both enforcernsm ●ctivity, and iatermediwy monltortng, are proactive!

H. ALTERNATIVE APPROVAL STANILKRIWEXPERT REWEW PANELS FOR
MINOR USES INVOLVING NON-FOOD ANTMALS

The proposal would bcndlt non-food aat.nmltreatment avaihbitity but, ●t the same
time, stretch FDA moah6ring and enforcement meaurcw on faod-antmsl exposure.

L INTERNATIONAL HARMONIZATION

Foad Sakty dlctatee regulatory requlremeste cannot become a “minor vemus maJor
spccie6° Consumer concera nor ● Fkrnonkcatlon (vexriaa~ drug) qreemsmt imue.

Incorporating “minor opecles’” (per se) in Hurmonfzatlon discusdons doea not resolve
short-termed approved drug mMlabWy.

EstabUshment programs to review foreign spprmwlej for FDA “minor cpecies”, shauld
an ongoing interaal fkmctio~ in support of Intermatio=al Harmonlsstion dlecmsslorm

The procem~g of “mixer spccles drugs” is an taternat problerw ●s Hsrmodaatiom
●greements ostabllsh mutually agreed crtteria mid standards in veterinary drugs.

It might be well ta reflect on how cmmtrtes exercbe their ‘tndivtdualky” in comiderhg
currant US/FDA mpproval relev8nce in rneetbg theh own drug approval requirements.


