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SUMMARY: The Food and Drug Administration (FDA) is announcing the availability of a final

guidance document entitled “Guidance for Industry: Consideration of the Human Health Impact
..,

of the,&Iicrobial  Effects of Antimicrobial New Animal Drugs Intended for Use in Food-Producing.,” ‘-... . : : ,,:- j*;,~“. 7 ;,‘;;;.~::;.f,  Lr, i”,., rP...r ;:“- ..,i  ,,,, ..-, _ ., 1 ;.y _.’ t :. i ..:- ., .:
Animals: ’ ‘“(@I #78):  ‘After ‘.~e~‘agency’cbnsidred  public comments on a draft of this guidance,

: ‘L ..: _
announced in’the Federal Register of November 18, 1998? it determined that revision of the draft

guidance was necessary. GFI #78 addresses how under section 512 of the Federal Food, Drug,

and Cosmetic Act (the act) (21 U.S.C. 360b) FDA intends to consider the potential human health

impact of the microbial effects .associated  with all uses of all classes of antimicrobial new animal
- ,.,* ,

., . -1;‘.

drugs intended for use in food-producing animals when approving such drugs. For additional
::,:*- ,,> ; . . ‘._, in ?* : .,. * . I ,’ ,, s -:. .

information regarding the. subject matter-dealt with in GFI
“_

#78, see the notice of’availabilitv of



305), Food and Drug Administration, rm. 1061,563O Fishers Lane, Rockville, MD 20852.

FDA will ‘also’ accept electronic comments. Persons &ho wish to submit electronic comments

should go to the FDA home page at www.fda.gov and select “Dockets” and follow the instructions.

Submit written requests for single copies of the document entitled “Guidance for Industry:.’ -_.,. ., i

access to the guidance document.

FOR FURTHER INFORMATION CONTACT: Sharon Thompson, Center for Veterinary Medicine (HFV-

l), Food and Drug Administration, 7500 Standish PI.,  Rockville, MD 20855, 301-594-1798, e-

mail: sthompso@cvm.fda.gov.- _I” ,i_-_ :,,‘,+  ,,:, ., c,‘, , ~ ” .,, _; :%,<j  . .:._i.:_ _. -, :. _ ._.i ,:-“.:;:  _,(, :‘L<> .,.y ; _
SUPPiiEMENTiiiY  IilkORMATION:
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I. Background
^

In the Federal Register of November 18, 1998 (63 FR 64094), FDA announced the

availability of a draft guidance entitled “Guidance for Industry: Evaluation of the Human Health
I

Imnact of the Microbial Effects of Antimicrobial New Animal Drtms Intended for Use  in Food-L --- --- --- - __-..‘., ,, ,._ ; ;_-““.. .’ ,- .-.a- ~~~- .”
: *. :

- - _ _ . _ __  ._- ..--. -_ _ _ - _.
Producing Animals” (tiFI#78). This draft guidance announced that FDA believed that it is

necessary to evaluate the human health impact of the microbial effects associated with all uses



authority under section 512 of the act to consider the human health impact of the microbial effects

associated with the use of antimicrobial new animal drugs in food-producing animals.
.;~, “- _,

;.: yl,:,MT~  In the’F~der@R&ster  of January 6, 1999 (64 FR 887), FDA announced the availability‘. ., _ :j$+7
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manF - d “A Proposed Pi-amework for Evaluating and Assuring the Hu

Safety of the Microbial Effects of Antimicrobial New Animal Drums Intended for Use in Food-

)cument). The Framework Document 1

h.thescientific  community and other interested narties on the apency’s thj

‘- ab@.It appropriate underlying concepts to be used to develop microbial safety policies protective,*_ ._. _. .., _,. ” -.
of the public health. The Framework Document is related to GFI #78 in that it sets out a conceptual

risk-based framework for evaluating the microbial safety (related to human health impact) of

antimicrobial new animal drugs intended for use in food-producing animals..- r,~._, , ,,~ i .,j” I,..
, > ‘-., z.. -.

After considering comments received by the public for both the draft of GFI #78 and the.r .,,- ‘:
Frame&ork Document~‘FDA  determined that it was necessary to make some revisions to GFI &78.

The revisions are intended to make GFI #78 more clearly reflect ‘the agency’s intentions regarding

this issue. For example, the words “evaluate” and “evaluation” have been changed to “consider”

and ‘ ‘consideration,’ ’ and other changes have been made to indicate that additional testing would

I not always be needed to determine the potential human health impact of the microbial effects“,, ,>,_ j.(..

associated With antimicrobial new animal drugs intended for use in food-nroducing%umals.
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I’.: _,, .cifil #/a represents me agency’s current thinking on how under section 512 of me act it

intends to consider.the potential human health impact of the microbial effects associated with all

ses of aqtirqic~o.bial new, anipl drugs .intended for use in food-producing animals



II. commellts

Interested persons may, at any time, submit written or electronic comments on GFI #78 to

the Dockets Management Branch (address above). Two copies of written comments are to be

submitted, except that individuals may submit one copy. All comments are to be identified with

the docket number found in brackets in the heading of this document. GFI #78 and written and

electronic comments are available for public examination in the Dockets Management Branch

bet,yeen. 9 a.m. and 4 p.m., Monday through Friday.



III. Electronic Access

,,. .; ,:‘
Persons with access to the Internet may obtain copies of “Guidance for Industry: Consideration

z,f LL- TT-- : ‘: \ ;; i II : i ^ .*Tr .‘. -
lcrobial Effects of Antimicrobial New Animal Drugs Intended

11 USC III rooa-Producing &&&~9’  (Gfi #78) at http://www.fda.gov/cvm.,. z....


