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January 16, 1998

Dockets Management Branch (KFA - 305)
FDA
12420ParklawnDrive,Room 1-23
RockvHleMD 20857

Ref document:97N -0217

Dear Dr, Wilmot and ADA4 Minor Use Working Group:

I have reviewedyour committee’s discussion drafl, Prqmsols to Increase the Availahi~iiy CJ
Approved Animal DrugsLforMinor Species and Minor Uses, and wish to provide comments. 1
represent the interests of the Washingtu&Department of Fish and Wildlife, Our agencyopcmtcs

r83major aquacuiture facilities and is responsible for techfiica supervision at numerous

wqwmtive proje~tsQperatqdtlmugh partnershipswith the state’s ~itizensandNative Anwriwm
+Ah . Th G.h . . . n.mrl,,
LLIUt%.

“mo Al, r ftv- r lant=a ; t h ITr;lA hn,,, T, P1 lie mail wl? pluuuCi? 2R ~lllllalily Aui I ii%cwsc N1O tile wuu, lluw~v~i, ~ C13 IGLZIIuLi5 UA uui“~m! ml* n? m...-

agancyis the rakbilitaticm Gfamkmgwedand threatwwdkpeciwwhichwe rear in captivebrood
programs. Access to approved drugs for use in fish culture is essentiai to reaching our agency
gmik of protecting the resource and provkihighwvwt opjmrtiink}esto recreaticmd,cmmwcial
and tribal fishers,

1, Introduction, D. The Need for Significant Change, paragraph 2, 2nd line

“NM i13X)@Z~Stht p:OpW!S (M iter tk 2ppKW2! process#l? WA wit? &/i*, I Jf W;+%14° ‘iJ/k m! do not
necessarily represent, as a matter of science, the bat wqj to approve animal drugs,”

1believethis statementto be inflammatory,unnecessary,and it gives people a senseof uneasiness
about this reformedprocess, I suggest that current procedures are ‘not without riik’ and that
improvementscould be made irt how all drugs are appixwed, both for major or minor species. It
qpears to me (as an observerof hew drugsget apprm%d) thattherearesignificantfacl~rs,
other than science, which influence the process of approvlfigdrugs. Anyway,I would suggest M-
wrking or deleting the aforementioned line,

(!057



“There have been some concerns expressed that the extension of extra-label use of medicated
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feeds might result in the increased development of antibiotic resistance and environmental
contamination.
For game birds, these are not significant issues”.

First, there have been concerns raised by a vmietv of people that labeled use of medicated feeds:

let alone ELDU, might result in increas& in anti~otic resistance and environmental
contamination. However, the “concerns” that have been raised are in my experience, politically
motivated. Science has had little to do with these claims. Examination of the peer-reviewed
literature and wwm.dtatk.mwith rwognizw! world experts stwh M Dr. Peter Smhh?University of

Galway, Ireland, would indicate that many of the “claims” are without basis, It is curious that
terrestrial animals,such as gamebirds, are ewily dismissedas a non-issuewhileaquatic issm are
not, I suggest familiaritywith twianmedicin$allowsthe committeeto make this subjectiw risk
analysis. Giving aquiculture special consideration or constraint due to hearsay cannot be

justifkd. I suggest thatthewtwosentems beomhteti.AsyoustatefhfthefrdcmgkiW wci{oti,
the activities of aquiculture (and specifically discharges in effluent)u strictlyregulatedby state
and federal authorities? and thus not be a prirna~ issue with FDA,

R@czdar issues on which FDA seeks cmnmen[

- I think the proposed idea of modiij@j ELDU for in or cm feed is a good one, Perhaps a 5 year
period with review at that time would be a more reasonable approach than a ten year period. We

need to be aggressiveinmovingtheapprovalprocessalong,both sponsorandCVM.FDAcould
require some demonstration on an annual basis that efforts are being made towards drug approvai,

and if none has been made, could terminate the ELDU.

- It should be extended to include all drugs, hormones and implants,

B, RenmYd of Disincentives

Particular issues on whtch FDA seeks comment

- I’m not well infixmedofrexnmes -y availablefcwenforcement,but 1have made inquiries
locally to understand effort delegated to suweillancc/compliance. A little effort in this area goes

a iong ways towards achievingthe desiredoutcome. The aquiculture industry,private and public,
are well networkedand are very awarewhen citationsor warningsare issued. Thougha minor
use advocate in CVM might be helpfil, I’m not sure how that would translate in changes in
pri0ritit7sc?fGnfOrGGmt?ntmotivitiesinregiontt!OffiGeS, Bottomline,I SUggeStthat periodic
emphasis in the aquiculture arena by existing enforcement resources would achieve the required
goal without additional investments in personnel by FDA. For aquiculture interests, I believe

additional staff in the NADA and INAD areas would be a better investment of FDA dollars.



Other ideas are good.

- Another way in width ~A could remove disincentives for sponsors would be consistent
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application of the existing rules, Sponsors hi~veno way of insulating themselves against
“discretionary” decisions by FDA. Further, FDA must provide some guarantees that once they
issue a position, it will remainthe samefor an extendedperiod of’ti,me(i.e., ytm instead Of

months),

C, Enhancement of Existing Programs

- Dcdiws fiotn Congress are scarce for major drug usw, Thoughdesirable,I suggest it is
unrealistic to expect increases for minor uses. It becomes important that coordination takes place
on existing research so that duplicity is prevented. I believe if sufllcient incentives are provided
by FDA and Congress, private industrywill sponsornew drugs. However,this is best answered
by industryfolks,

L International Harmonization

Significant investments have been made outside the United States for approval of drugs used in
aq~4tWtur5, pttfiidtllly in Europe and Japan, The !lt!%lttllrt?is Ql!teextens!veand ‘OUid itppfm

to MM many of the FDA approval requirements for an NADA. 1 would support a signifkant
ew.phmis by FD.4 in t!is area, particularly for ttqwwultlure. I would give a resounding “yes” to al!
questions on the last issues for comment. Time and money wouicibe saved and natural resources
protected if FDA would make a concerted effort in becoming able to accept approval packaSes
fromforeignscwrcesl

Sincerely,

Kevin H. Amos
Fish Health Division Manager

cc: Larry Peck, Assistant Director, WDFW
Pacific Northwest Fish Health Protection Committee


