
m ~ ~ 

~ ~ t 

n 

(3) use of visual porspectivos or 
techniques that mirrepresent product 

'vacterbtlu or aspects of 

donstrptlob~.

'art M of e arder prohibits 


spondents%onr mating, producing. 
selling or disseminating my 
advext!sement that mlsrepreoents that it 
is not a paid advertisement. Pwt IX also 
requires respondents to include, In any 
advertisement 15mlnutes or longer, a 
disclosure indicating that the program is 
6 paid advertisement. The order setg out 

"spc langttage for the disclosure 
and e thqeo it m a t  ap ear. 

meorda, in part X. aI)Mrequires

respondents to pay $275,000 in 

consumer redrew. 


Parts IU-XV of the order contain 
proyfsionsrela* to oompliancawith 
the order. 

The purpose ol' this analysia is to 

faditate public oommeqts on the 

proposedorder. It isnot intended to 
constitute an officialInterpretation of 
the ammen t  and proposed order or to 
modify in any way their toms. . 
DoMld 6. 

S m l a r y .  


Doc 83-17136 Filed 7-IWl; 8:45 

~ C O O E m b O l Q ~  


-PAF&ENT OF HEALTH AND 
IAN8EAVICF.S 

dand Drug Admlnlrtratlon . 

.+)Jo.w-1 


Export;MOXIDECIBEZ2J nuFw 

A Q I ~ Y :P o 4  and Dzug ~dministration, 

ms. 


- ACTION: Nbtice. 

S U U W s  ThB Food and Drug

AdmhWation O A )  is announcing 

that American CyanamlaCo. has Bled 

anappUcat4qnroc e&tq ap roval for 

export to Ja m6&0m~& 

(hdpxided'i Tablet. fot use a8 a mane  

a l l t l l ~ t i ~ 
a > 

ADMllrsl)E8: Relevgt Information on 
fhisapplicalion may be diredad to the . 
Dockets Uana emant B m c h  W A -
805),Fwd an!Dn$AdmhI~tiation, 
rm. 1-23,12420 P awn Dr., 
Rockville, MD 201857, and to the contact 
person identified blow. Any future 
Inquidas concerning the export of 
.nonFood&a1 drugs under the Drug
E+rt Amendments Act of 1988 should 
alsobe dire6led to the contact person. 
''9 FURTHeR #FORMATIO)( CONTACT: 

:ory S. Gates. Cent& for Veterinary 
>cine (HW-110); Pood and Drug

ministration, 7500 Standish PI., 
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3UPPLEMENT~YINPOAMATK)N: he' dmg [Dock@NO.83-1 

exporl mvidons in Mction 802 of the 

F.d.nfFd, hlg,.nd c~~~~~ Quldance D~wmente on Rofunnlto 

(the&) (21 U.S.C.382) provide that New Drug App'icat'ons; 

FIM ma npprova appFcatlons for 

=pod or- and Dnq Mministration. 

approvedin e United 

802(b)(a)(B) of theact sets fortb the 

reaubrnen&that must be met In an 

spilicatlsn for approval. h $ o n  S U W R Y :  The Food m d  

BO2(b)(3)(C) of the act rsquLoa that the , Adminiitration (FDA) Ls annouhdng the 

agency review an application within 30 , availability of two guidance documents 

daysof its &g to detwnhe whetha 	 conwrningrefusals to file new drug 

requiremanta of d m802(bl(a)(~) IicationsPJM'e), product Ucsnse 

h4ve been ~ t i s f i e d  SedfDn 802@)(3](A) . llcattons (PLAes],and establishment 

of the a d  requires that the egen 

publish a notice in the pdwcr~L&tar 

w l ~ n10h ofthe p hofan { ~time-en1: ~ e f u ~ a l  

q p ~ c l ~ o ncem* to .ctdlitate t o  ~ l e "de br th.-tanas 
partldpathnin Its mdew of the undtar whi$dL e  Center forD 
a plicahn. To m r t  thts requjrement, ( Evaluation ~d m d R r d  (CD3will -
g eagency isprovidingnotics ib8t mfuse to fils NDA'a that ere facially 
Americasw d CQ.,Agricultural defidmt under the a@ncy's reafiationo. 
Research Division, P.0. Box 400, The second @dance document entitled 
-Princeton;NJ 085434400. has filed an "Center farBiologics h lua t ion  and 
appllcatlon requesting a pmvd for I b d  (am:R e Mto File [R* 
0xpop.a to Japan ofthe d m a l  drug Guidance lor hoduct Ucense a 

MOXn,EC@(Moxidectin)Tablets. The AppUatJO~lb@'LA'$) and Establishment 
drug is used forprevention of canine Uxnse  App~~tions.@Lh'rl"'dorcribes 
heartworm dloease. thechm$tances under which CBER 

The ap licalon was received and will not-pta lice- application for 
tildintLh t e r  b r  Veterinary Ahg. Thew gutdqcedbcummtsare In 
Medidne on May 2B.lO93, which shall 	 ~ ~ $$z,m&gm,w ~ ~ ~ 
trewnsldered the filing date f ~ r  	 tev.fewspurpatk8 of the act. 	 andemu&ency ii~lbirBencyn~

of NDAnr,PLA's, and.ELA:s.Inhsted  pmns.may submit 
O1-g Wd*n ~ 0 9 m a brelevant Information on the apppcadon by a ~ ~ e m b e r  

to the Docketshhagqmbnt Branch 20* 'ud3' 
(addressabavd)io two copies (exmpt AWREWS: Submit written uesu for 
thecindividuals m y  submlt s Y' si 16co ia*the ciaqcB7ocuments 
copies) andidentified wib the ocket to% $60 a0fS3fiwhmt 
ntrmber found hbracket8.h the scientifica d  lhde AfWs (HP-50). 
heading of this documexkt Thew Pood and Dru A e U o n .  6600 
r n b d o n & irny.b the Dg&b &hem b e ,b*M ~ Z O W .  
Mmqement Branch hew-Q a.m. md Send two selfdddmtid adhesive labels 
4 p.m., Manday through Friday. to asslat that ofece In pr0~8mingyour 

~ h s  WgU*. Onagepcy epanumges shypison 	 a ~ - ~ ~ @  
who submits relevant information on the guidance danunenta tothe Dockets 
the appbt lon  to do eo bybd y  30, ManagemexitBranch (HFA905), Food 

I1983, and to provide an ad Uonal copy md Admtnfabdti*@ Imrm 

of the submission directly to the contact 12420 Parklawn RacM1le. 
and GOmmmtaIdentified above, fohdlllate 20857. mests lhould 

d t w a t i o e  or the infometton d* ~ , " ~ ~ 5 ~ ~ & ~ , * & ~ p & s
the 30-day review pdod.  . dohlment The guidam documentsThlonotice is issued'under the and ctamments amsalefor public 
F~deralFdod,Drug, and Cosmetic hct exslminaubnin 

( S ~ G802 (21 U.S.C.382)) andmder . ~ a ~ ~ ~ ~
Branchbetwmn g a.m.authority delegated to the Commissioner Mondsy through Friday,
of ~ o o dand Drugs (21 CFR 5.10) and 
redeIegated t o t b  center for Vstednary. ~ m ~ ~ ~ on~ the ~ ~ , " ~ O 
Mediclne (21CF'R 5,441. 	 CDER guldance document shauld 
Dated:July12,1893. contact:Janed l r a d ,  Center for Drug

Robert C. UPlngrton, Evaluatisn and R e r d  (HFD-%),Pcbd 
D m r ,  offlcoof NewAnimal Dw and Dnq Adminibtratlon,5800 Fishera 
bMuation, anferfor VsterinoryMediclne. h e ,  ~&lls.  20857,301-443-
(FRDoc 83-17087 Piled 7-19-93: 8:45 -1 2894. Persons heeding information on 
rugacooot 4 t e t +  the CBERguidanb document dholrld 

I; 
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contact: Michael Beatrice, Center for 
" Biologics Evaluation and Research . 

HFM-IO], Food and Dm 
bAdmfnlstratlon, 1401 Roc&vllle Pike. 

Rockville,Ma 20852-1448,301496-
3556. . 
SUPPLEMEHTARY M F O ~ A n O N :FDA 
believes that the Dradlce of submlttinn 
en incomplete ot'inad uate hplicati"on 

..and later fk~irinS0' l a w i n g  an 
extended re "rew period Is inefficient 
and that it. wastes, agency resources. 
Aoceptlng an application e a t  Is 
obvious1y:kr need of extensive 
modificationis unfirfrto those sponsors 

;	LIbo.have fulfilled their scientific and 
logcl obligations by submitting a 
complete and fully anal 

,ap lication. An Incomp1su milled prernaturoly, 
review of a more complete application 
hom.mother s onsor. Moreover, an 
Incompleteor&.deqw apP1lcation
that 'needssevdcycles.6f FDA ' 

responseand sponsor repair excessively 
consumesFDA and industry resources. 
The inco~implete or inadequate 
a plicallon enerates.more "start-up . 
&ew aswqb asextra mim,la t tn .  
and meebgs, 
" FDA's regulations d@be certaln 
drciunrtances in which the agency may 

%fiw ldi le  an applicaUon (55 314.101 
nd 60l;Z (21 tYR 814.101 and601.2)).
A h  CDBR and PSRhave dedded that 
r maredetailed sxplanatlon of how they 
are.impl~ntingihese regulations can 

"E" e qubstnntially th.e.effidency of 
.the revlew:pmqsses. Because of the 
.&&enma in th) CPBR and CBER . 
regulationip ahd.pmgrams, se arate but 
dmtk Nldancwdomhents !ave been 

7""Psmp~atihnsdescribe in some CD 

detaii when CDWwillrefuse to file an 
appllcatlon.' W o p  314.101(d)(3), 
etrtss:!'The applicaiicm or abbreviated 
a piication is~InwmpleUbecause It knot on itr contain inforqa,ion 
requted under sedion'lOS(b) and .. 
.dad605(if,or section 507 of the act 
and 03SkbO or S 3ICQ4!':CDW's . 

dance document clarifies themanner 
whichFDAlsap 1 'glr 	 . 

5 %4.a1i(dl(3)~ ~ d & i o n s  mar; also 
. be.riiade under other provjsions o 

b'SlC101 O.e.,'those provisions. 
Includedin 9314101(d)(1),(dI(2j. (dI(4)

(d)(O),.and (el), but are not 
addressed In ,be  guidance 

, CBER0s ~ 1 l U o n i ' ~  general 
categorieso idformationrequired to be 
*'bmjttedin any establishment or 

p u t  lj* lipplluuon. .aq., 

daq~8~docuinent'describeshow 
BER4ake's threshold determinalions 
that the Infonnatl~n oubmltted to 

support licensura is sufficiently . 
complete to permit a substantive and 
meaninghl review. 

Both guidance documents recognize 
that although RTF is not a final . 
determinatio~ and is often an early 
opportunit forthe sponsor to develop 
a mviewab!a end potentia1ly approvable 
ap Ifcation, it is a significant step that 
dePays, at least f ~ r a  time, full review of 
Ihe~ D D ~ C ! I ~ ~ O ~ .The~efom. it 

impG&t that RTFbe r e s k d  for 

appllcationswith defects. that make the 

application lalnly inadequate.or . 

nonreviewat~d pla~y~withput  
major
repak, or that make review . 
unreasonably dlfficult.8oth guldance 

-docynenbindlcate that ingeneral the 
deficiencies leadln to RTF sbould be,' 
objective and stral&forward, not 
mattera of subtle ju m a t ,  and should 
not be quickly repara .."%le. 

FDA has Mlncluded that explaining 
it a plies ikregulationrr in.making

RIPdec8sions will oubstantially 
Improve the qwllty of NDA, PI+; and 
ELA aubm'isslons and ,the effidency of 
the new d q  evaluation end biological 
productwvlewprocesses. . 

To asseas the dentilkand .. . 
procedural uality of EITFdeddons, 
amM n S y  m o m a d  the rormation 
of e.commit18e to tevlevrt RTF declslons. 
(58im28983, May 18,1893). m e  CDER 
R Wm h w  wmmittee consl8ts of 1101iSor' 
CDER and CBERofRciaIs, and FDA's ' 

Chief Medlator ,bdOmbudsman. The 
redewcommiUee will examine selected 

' CDER RTFa to assess, among other 
things: The consistency of RTFpractices
throughout new dmg evaluation o f 8 w  
&a dvisiom, the need.for additional 
guidanceon eppUcstIon coptent 'aqd 
format, a id  the need to mod rCDER's' 
RTF. lides. CBER will deve op n ' 

a i m ~ P o v e a ~ t  inm w m  

CDER will be repxemted. The prebnce 
of CBER repmsentatlves on CDERor 
d e w  committee and tbe'..pddpailon 
of cS,ER repre~tat lvesfh CBWs .' 
ovenright .process will	help toansum . 

of RTF prindples 
. .  . 

Interested persons may, .on 'or befin, ' 
September.20, 1993, submi! to the 
Dockets Managdment Branch (address 
above) writt-a comments on the 
guidance documenb. Two u, ies of any 
ammeats am to b submittel except 
that individuals may submit one cop 2.. 
Commentsare to be Identified with e 
docket number found in the headlag of 
this document. Received comments-may 
be s e h  ih the office above'between g , ' 

a.m. and 4 p.m., Monday tbrough 

Friday. . . .  


mted:July 14,1993. 

Mfchasl R Taylor, 

DeputyCbmmissiondrJorPolicy. 

IFR DOC.83-17088 Plltd 7-16-63: 8.45 am1 

WJMG COOE 4160414 


o,,k,t NO. 93N-02021 

on Alternatlvea to Lot 

Llcensed Blologlcal 


Products 

AOMCY: Food and Drug ~dministratlon, 
HHS. . 
ACTION: Notice. 

-

b 8 ~The ~Food~aria Drug~ : 
AdminIatraUon (FDA)kdescribingits 
c u h h t  pradces lot release 
for 11Unsed blolDpld pm8~cts. This 
doculirent d e s a i b  the Information &at 
&odd be submitted by manufacturers 
of licensed biological raductc and the 
appm& that FDA's &nter for 
Biologics EvaluaUon and Ibsakch 
(GBWtiusin when evaluating 
altemitives to fnrelease. CBER'S 
decisionsIn this regard ara based on a 
continued assurancethat the ohfety, . 

urity; andgoten of the pmductwill& rnaintakred. ldlacUooh bring , 

taken in responseto wguestd; for -

midance ona l ~ t i v ~ 
to lot release. 
bA in&a&'pmenbbod &is guldanui
otatemciat. ' ' 	 . .
DAM:Submit written commentsby , 


September 20, iQQa. ' 


ADD~ESSEI: submit ~rltiencqminents' 

and infomrat@n to the Docketa ' 

ManagementBranch (IIpX-405). Food 

and Dm#Admin!shrtim, nn.1-23, 

12420P8rklam Dr.,Rockdlle# 


208bZT1448.. . . .  ,. . 
F ~ R . ~ ~# F O R M A T K ) N , ~ A ~ .  
loAnnh4.Mine; Centerfor Biologia

Evaluiatlon and Rerearch O&M-835),

Food Qd 9ugAMstraUon,  1401 

Rockville Pike, RacMlle, MD.20852- 

,1448; 301-295-0074. 

~JP~WAENTARY
~RUATIO,N:FDA is 
deccribing lts current rocedure for 

mnsfderiq request8 


,manufadtureisre at& t$einatives to 

the submission ofrmpfea and of 

protocob that ahow results of applicable 
testa (wmmonl called "lot release"] as 
set forth ia 21 &610.2. n i s  notice 

http:Volr.58
http:September.20

