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~&tlngtothehealthofmmIiKIdothCr 
(G) The R- hldoc.ketNoa allimak In addltlon to the tssk force% 

R-388 and R-389A shaU remain open for flnm, the wfd 02 lnformnffon has 
_ 8rlchotherordersa5thecommlssionmsY previousIy been elacidnted by the Nn- 

tiionsl A&8dw of Sciences-Nntfoual Re- 
search Council. Committ4x on Veterinnw 
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force was nearly euuuUy dkidcd on 
8everaImajorPofnk-Intiteoltha 
varfous ophion8 espressed witbin the 
tLssk.&~~~~l!z Pohlk of coasld- 

-USlpns=d 
totbereport.AUmembcra~CUIrCd 
that relbble nnd fmnwrfnte research fs 
needed to provide duts pertinent to tba 
concIusions of the tasl; farce The minor- 
ity reports h3ve been evalu&d in ProPer 
gers&cKve and it is concluded that QDX 
do not provide fin ndequde b&s on 
whichtoeIterthefindfng8of~e~ 
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Title 2l-Food and Drugs 
CHAPTER l-FOOD AND DRUG ADMINIS 

TRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

SUBC?fAPTER C--"RUGS 
PART 135-NEW ANIW DRUGS 

Subpart &Statements of Policy and 
Interpretation Regarding Animal Dnrgs 
and Medicated Feeds 

AN’llBIOTIc ANB k%LFONAAlTDE Dmcs aA 
lxJzFsD0FANIl&us 

Some 380 responses were recfdved to 
@e moposal published in the Il%mim 
~EGIBT'BE of Febe 1. 1972 (37 .J?R 
2444). regardfng the ai+ of autiblotic 
and sulfonamide drugs in animal feeds 
Views were received from imlivIdua&, 
livestock and poultry producers, pro- 

‘ducer associations, State, Federal, and 
unhrsit~-personnel, anddrugandfeed 
mannfacturer8. Of those responses es- 
m33sdng support for the proposed re- 

- striction, five- offered grounds for the 
position taken, and of those opP.sxi, TI 

_ offered gromds; many views expressed 
were related to an inkqxetation of the 
data revfewed by the task force on the 
USeOfantibfotic.Bin8nimBl feedsAre- 
view of the commeuts submitted rp 
fleckd cerMn issues. These issues oi’ 
concern. along with tie reqxxses of the 
O~rmnissioner of Food and Drugs to 
them, are 8s follows: 

1. It was stated that there existed cnn- 
sider$hledffIerence of opinion within the 
task force membership and that the tsk 

r)rug Ef[icncy and more recently by the 
low-level antib8c~ drug Ievfcw 
compIeted by the Bmean of Vekrlmur 
rbredlclne.Wheneverfd~~tuueritlolu 
are dscd nbont 0 p0tent.M or t&ore&cd 
hazard, sound sclt?nWc d&3 IIn& bs 
provided to resolve the&w. 

3. RestrIctlug the therapeutic w of 
the antibacterkl drug8 in feed8 to a 
prescrIption b&s was ~u&ioned regurd- 
ing its pmctlcals~ lmd fezsfblutp. Tbn 
task force recommended and the Food 
and-A -tlon proposed that 
ananW.xxterUdruginanimalfecdsbe 
restricted to prescriptIon sbbts on& if 
the drug fails to satlsf~ the critcricr de& 
ingwithhumanondnnlmnlcafetyoad 
drug efflcaw. Conversely an cmtlb3chrfnl 
drugwbfchlsconflnnedtobeEafecnd 
effectfvc for ik intended puxpose nt sub- 
UuxapcuKc levels will not become sub- 
ject to the prscrlptlon nx@rement 
Acknowled&ls thnt very potent draga 
a$ef&~o&v~~when data lndfcate hnzards 

t.smudb use levels, then 
the pmpzr course of n&on cppars to be 
more strhgcnt regulntion of the prod- 
llcwuse.AEimnbgtbntadruSf3usezti 
for iqxdfic t2lhknl dfseasds~, it b np- 
PmPrLate to reserve the drug for high- 
level, short-tena use following fipcdfic 
diagnosk of a dfswse. ResthUng the 
drug to use under prescrlptkxz fipulre- 
merits would insure the co&lnued aivnU- 
ability of a useful product whlIe at the 
same time llroitln~~the improper use of 
s~mductwblchhnsahfbltedrrcafetp 
hazard or hns f&cd to Ehow eflkncy at 
subtherapeutlc levels. 

4. It w88 shted that ndminfskntfon 
of drums to larse number of fndivldul 
animals by inJectdon or oral dosnso form 
lsnotpracticaLrmdrouldrcsultlnan 
incmse in the cost of mvductlon. Ac- 
cordIn&, consumer cask emId be cx- 
peeted to inwe for 0 fima?kr supply 
of lower faualltp me& ml& and egg3. 
Jmp~emenh~n of the report or tbc hsk 
force would not neces.sar& preclude the 

ust?ofzlntibilderlaIdragsfn~fee& 
ItkDsPcctedthateilectfva- 
%au!d conHnua to be availahTa and the 
dr@ndustryisactiveIydeveIbplugeirec- 
Uve rind sale new ants#z&rM drugs 
The ccono~c inmlct. K anp. is dffulxdt 
.to qunntitak It appeys tlu3t the impTe- 
mfmktfMofthBrepottwourdhavBs 
fawrnbxe long-term t2ammiqefYect. 

5. ItwzlsstateUJyseversIRersonstbat 
the pmpcwd time limlk shouId be aI- 
tend. These lnckxded indHduaIs IC- 
questingtbstresfzicf&nsbelm.m~ 
pbzced into eEcct. and those whv stat& 
thnt~UmelbuikshonIdbeinchrded 
The con,lmkionE!r has concItlded that 
then3 b sufklent proD1 of thesaZ*and 
-err of the druEs fnvoIved to 
jusufy contblIled tlpsmd f2aldxtfoncd 
upontheimm~teuud~~tidi- 
tlDmdtesktoc~safctYandctrec- 
tfvalcss.ThisprocedankcomRarabr8ta 
t&k set out in 00 130.4?and 121.400~ (2l 
CFR 130.47 and l2L4QO9). UnTess kstfng 
ls tmdert&en. howevc there is no ac- 
c&able bad for axmtJnncd marMlns 

(r.mllycomme?lkwer88d~tc 
the questron of the lnmxdh~ aad 
scrfousnessofthehmnaIlnndanfmaI 
healthbnzudsThesecommen 
fnmIpcrsonaIqJfnfollstulen&~ 
pr&&lons of some of the pub&Bed liter- 
atare perh!nhx to potentId heaIth 
hnzarck !Chntthe ksk force compkiely, 
tbmwb.Ty, and ob&cklveSy revkszd 
these subb?cto Is evfdcnccd bythe ~&II- 
mentatfon revkwcd by the ts!c fora 
In nddftiou, the bsk fore lnchdcd rec- 
ogntzcd expcrk on transferable drugrc- 
sfstnnce. No addftfonal evidence or dda 
wem snbmltted wbfch wonId MtJfy a 
cancXuslon other than that arrived a0 
by the t&s force regnrdfng the cmstfon 
ofheulthhaPrd 

7.OnewmmeutsMedfihatitxmnkl 
nppenrtobemagknltoIvstrfcttbe8ub- 
tbcrnpctltic use of nnubfOt!~ in anim8l 
feeds fmd to continae to aUowtherfscr- 
vok of rcslshnt bacteria, and back& 
whfch cnn trader the rasfshnce factor, 
to be malnMned by thtxxpeutk me of 
those sane rmtfbfotfcs iu admaTs. It vizs 
Ed%:: there f3 a pabIb heslth 

dIniabauonofloRIenk 
tbenthes3mebazard%WIdeXktfrom 
tldmmhatinn of thaayeatic L?vek 
AntSbztcrffd drqs used for therapedfc 
trc&$xn; of clinfcd disease prcidwe a 

rciimre whfch L hffi of short 
dudIon, and hzs a high de- ofurrf- 
Vcrsnl lncterfnl susceptibilitp. The con- 
verse is tme 01 ~~I~tb6r~~cutfc Ievea 
The Xo3uI condusfon foRors that the 
~te.st potenthl haprd cs3st.s with the 
lon@zrm use of an antiiaderiial drug at 
subthempzutfclevels. 

8. There was comment that a qllanff- 
h&e gumantce for aII Io~7-IeveI antf- 
bIofks choxitd not be required in the 
nbzcnce of fmolytfcaI methods of ad* 
quate seasftfvfty to guarantee tbcirpres- 
ence in the indfcnted 8mounk in feed 
Further. it m-c3 commented that the 
VnriabIUtg of ennIyKc83 results nre a 
potentin? source of serSous probkm~ for 
Indmtry und resulatory officials. The 
CoWoncr re&niz& that tixe cur- 
rent aPPlication of available anEalyticaI 
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l 9 8 1 2  R U L E S  A N D  R E G U L A T IO N S  

p r ocedu r es  to an ima l  f eeds  con ta l n l ng  
l ow  leve ls  of an t lbSot lc3  d o e 3  no t  P r ov i de  
a  d e & a b l e  leve l  of p rec ls lon.  Howeve r ,  it 
is we l l  k u own  that thfs leve l  of an t lbac -  
terb l  d r u g  is c aPab l e  of s e & & &  for 
t rans fe rab le  d r u g  res is tance de te rm i -  
nants.  T h e  use r  shou l d  k n ow  the  leve l  of 
d r u g  p resen t  ln  the  f eed  that h e  pu r -  
chases.  T h e  F lDA  concu rs  wi th thls con -  
c lus ion  of the  task force. In add l t lon .  it 
is r e c o m m e n d e d  that lmP rove$ l  ana lyt l -  
ca l  p r ocedu r es  b e  deve l oped .  S i nce  this 
r equ i r emen t  wi l l  no t  b e  P l a ced  in to eKec t  
unt i l  ful l imp lemen ta t i on  of the  task 
fo rce repor t ,  a d e qua t e  tim e  wi l l  b e  ava i l -  
a b l e  for the  deve l o pmen t  of imp r oved  
m e thodo logy .  

9. A t least  o n e  f ood  an ima l  P r O d U C e r  
o f fe red  h is  o w n  pe r sona l  expe r i ence  us i ng  
sub the rapeu t iC  leve ls  of ant ibacter ia l  
d rugs in feed .Hesta ted tha th lsan im.ah  
expe r i e nced  a  n u m b e r  of hea l t h  P r o b -  
l ems  w h e n  n % t lons con ta i n i ng  n o  ant l -  
bacte r ia l  d r ugs  we r e  g iven.  T h e  p u r p ose  
of the  p r o p osed  & u & s  is lo  eva l ua te  the  
h aza r d  as  re la ted  to h u m a n  a n d  an ima l  
hea l t h  8 5  we l l  as  the  eKec t l vene3s  of 
ant lbacter is l  d r ugs  for the l r  i n t ended  
use  w h e n  cons l de r l ng  bene l i t  ve rsus  risk. 
The re fo re ,  eKec t l veneas  for the  i n u m d e d  
p u r p ose  w in  b e  a  ma j o r  cr i te r ion for the  
con t i nued  use  of a ny  ant lbacter la l  d r u g  
i n tended - fo r -use  in  an lma l  feeds.  

T h e  de l l be ra t l ons  a n d  act ions of the  
F D A  conce rn i ng  the  u se  of ant lbacter la l  
d r ugs  in  an ima l  f eeds  a r e  on ly  a  Part ,  
a n d  p e r h aps  &  sma l l  part ,  of the  total 
p ic tu re  of ant ibacter ia l  u se  8s  it re la tes 
to pub l i c  hea l th .  It is log ica l  to a s sume  
that the  d i rect  u se  of ant ibacter ia l  d r ugs  
ln  m a n  h a 3  tbe  potent la l_ fo r  exe r t i ng  
cpns lde rab ly  m o r e  impact  o n  the  hea l t h  
of m a n  t han  the  imuact  of a&bac te r i a l  
d r u g  use  in  f ood  sn l&a ls .  The r e  h as  b e e n  
a  d ramat ic  l uc rease  ln  the  total u se  of 
ant ibacter ia l  d r ugs  in  recen t  years.  X n  
1960 ,  the  a n nua l  p roduc t i on  of ant i -  
b lot ics in  the  Un i t ed  S tates was  4 .16  ml l -  
l i on  p o u n d s  of wh i ch  2 .96  m l h l on  p o u n d s  
was  u s ed  for, the rapeut ic  p u r p o se3  fn 
h u m a n  a n d  vete r ina ry  med i c i ne  a n d  1 .20  
mi l l i on  p o u n d s  In an ima l - f eed  add l t lves.  
P roduc t i on  h a d  d o u b l e d  by  1965 .  By  1970 ,  
the  h u m a n  a n d  vete r ina ry  m e & a l  pha r -  
I ! IaCeUt iCa l  Use  was  9.6  xn l l bon  hounds .  
a  th ree fo ld  ! nc re&e  ove r  1960 ,  a n d  the  
f eed  add i t ive  u s a g e  was  7 .3  ml l l l on  
hounds ,  a  & fo ld i nc rease  ove r  1960 .  . 

S i nce  the  con t i nued  eKec t l veness  ef 
ant ibacter ia l  d r ugs  d e u e n d s  in  l ame  
zneasu r e  o n  the  exEen t  to wh i ch  they a r e  
r ese rved  for app rop r i a t e  u se  o n  suscept l -  
b l e  o rgan isms,  a n d  s ince  the  ind lscr lml -  
na te  o r  l naPp rop r l a t e  u se  of an t lbac -  
ler ia ls l3  de t r lmenta I  to the  pub l i c  hea l th ,  
it is in  the  na t i ona l  Meres t  to de t e rm ine  
wi th p rec is ion  h o w  ant ib iot ics a r e  b e i n g  
emp l o y ed  a n d  wha t  s teps shou l d  b e  taken  
by  the  F D A  a n d  m e & a l  P ro fess ions  to 
p r omo te  the  i n f o rmed  a n d  most  a pp r o -  
p r la te  u se  of t hese  agents .  T h e  F D A  is 
P resen t ly  l nc ress lng  aet lv l t les in  the  a 3 -  
sessmen t  *of the  u se  of t heso  d r ugs  in -  
m a n  a n d  at the  s a m e  tim e  the  l?I jA wi l l  
con t i nue  to add r ess  the  ques t i ons  be fo re  
it mnce r n l a  u se  of ant lbacter la l  d r ugs  
in  an ima l  feeds.  

T h e  task fo rce o n  the  u se  of ant l -  
b lot lcs in  a r i lma l  f eeds  conchxded  that 
the  l ong - te rm use  of sub the rapeu t i c  
a m o u n t3 of ant ib iot ics ln  on lma l  f eeds  
m u  g ive  r ise to a  potent ia l  ( a l t hough  
no t  ful ly d ocumen t ed )  h u m a n  a n d  an l -  
ma l  hea l t h  haza rd .  T h e  task fo rce 
Po i n t ed  out.  howeve r .  a n d  o the r  recoz -  
& e d s  e x ~ e &  w h o  h a ve  b e e n  c o ns&d  
gene ra l l y  ag ree ,  that a  s ign i f icant in -  
c r ease  in  the  reservo i r  of sa lmone l l a  
o r geg l sms  in  f ood  an ima I6  const i tutes 
a n  i nc reased  r isk to h u m a n  hea l th .  A  
f eed -use  d r u g  u s ed  o n  a  con t l nu l ng  bas is  
wh i ch  s igni f icant ly i nc rease3  the  n u m -  
be rs  of sa lmone l l a  o r g a n & m a  in  the  an i -  
ma l  mou l d  l og lca lh?  aKec t  the  n umbe r s  
of sahno rm l l a  o r gan i sms  o n  the  an ima l -  
de r i ved  f ood  products.  The re fo re ,  the  
C o m m fss loner  C o n C l u d e S  that a  s i g n&  
cant  i nc rease  in  the  sa Imone l l a  o r ga -  
n i sms in  an lma Is  wou l d  const l tute a n  
i nc reased  haza r d  to h u m a n  hea l th .  

The r e  ls’less a g r e emen t  o n  the  haza rd .  
to h u m s n  hea l t h  P r esen t ed  by  o the r  an l -  
ma l - sou rce  bac te r ia  (e.g., co l l forms).  It 
is gene ra l l y  a g r e e d  that t he re  a r e  g rea t  
dlf l lcult ies i nvo lved  in  d ocumen t i n g  the  
a bsence  of r isk o r  abso lu te  safety f rom 
the  potent ia l  h aza r d  p o s e d  by  the  co lon -  
izat lon a n d  poss ib l e  R-factor  t ransf’e r  in  
the  h u m a n  g & o m test lna l  tract. A n  
eKo r t  to a 3se3 - 3  this potent ia l  h aza r d  wi l l  
r equ i r e  m a n y  l a rge -sca le  s tud ies wh i ch  
w lU  add r ess  this h asa r d  a 3  a  concept .  T h e  
Posslb l l l ty of p r ov l ng  the  abso lu te  lack 
of h aza r d  u n d e r  actua l  cond l t l ons  of u se  
is ques t i onab le .  T h e  p robab l l l ty  of the  
u se  of a n  ant ibacter ia l  d r u g  ln  an ima l  
f eed  e nhanc i n g  the  pa thogen lc i ty  of bat -  
tor ia  by  l i nkage  of tox in P roduc t i on  to 
R-factor  a l so  wi l l  b e  d lK lcu l t  to de te r -  
m ine .  Never the less,  the  task fo rce has  
ra i sed  these  ques t i ons  a n d  the  Commls -  
s i one r  conc l udes  that t hese  ‘theoret ica l  
hasa r ds  exist. a n d  r equ i r e  fur ther  s tudy 
if non the rapeu t i c  u se  of t hese  d r ugs  in  
feed is  to b e  con t i nued .  s 

T h e  commerc i a l  a n ima l  i L nd  Pou l t ry  
P roduc t i on  Pm& i c es  u s ed  ln  this count ry  
today,  inc lu r l l ng  the  u se  of med lca t l on  in  
f eed  adm in i s te red  to the  ent i re  h e r d  o r  
f lock, h a ve  m a d e  it poss ib l e  to eKect lve ly  
concen t ra te  l a r ge  n umbe r s  of an ima l s  ln -  
to sma l l  a r eas  wl thout  se r i ous  losses in  
P roduc t i on  eK ic ienoy .  R c o m  such  concen -  
t rat ion a n d  ln tens i f led p roduct ion .  b e n e -  
fits acc rue  lu  te rms of eff lc lent l a nd  usage ,  
l abo r  sav ings.  a n d  m o r e  eK lc len t  conve r -  
s i on  of an ima l  f eed  to an ima l  o ro te ln .  
t he reby  mak i n g  a  ma j o r  & t r lbut lon td 
the  a b u n d a n c e  of f ood  f rom an ima ls .  T h e  
Commiss i one r  acknow l edges  the  benef i t  
f r om such  d rugs ,  w h e n  P rope r l y  used ,  
for i nc reased  ra te  of ga in ,  imp r oved  f eed  
e f6o lency.  a n d  an ima l  d i sease  con t roL  
Immed i a t e  a n d  total w l tbd rawa l  of t hese  
d r ugs  f rom an ima l  f eeds  cou l d  ser ious ly  
d is rupt  the  qua l l ts  a n d  quant i ty  of a n  
impor tan t  po r t l on  of o u r  total h u m a n  
diet. 

B e c ause  of the  geog r aph i ca l  p rox lml ty  
of t heUn i ted  S tates a n d  C a n a d a  a n d  the  
in te rna t iona l  c omme rce i n  an ima l  d rugs ,  
an ima l  feed,  a n d  f ood  b e tween  the  two 
count r ies,  it is essent ia l  that po l l &es  a n d  

r equ i r emen ts  o n  p roduc ts  such  as  thcso 
b e  uu l fo rm,  A n  a g r e emen t  h as  b e e n  
r e ached  wh i ch  wi l l  a l l ow for 8 im i lw  na -  
t lons, h o s e d  o n  s lml la r  tim e tab les to b o  
in i t ia ted by  the  F o o d  a n d  D r u e  Admin Is -  
t rat lon a n d  the  agency’s coun te rpa r t  i n  
Canada ,  the  Hea l t h  P ro toa t l on  B r anoh .  
T h e  two na t i ons  h a ve  a lso  a g r e e d  to fo rm 
a  jo int  Un i t ed  S ta tes -Canada  commi t l eo  
to r ev i ew ma j o r  ques t i ons  wh i ch  m a y  
a r ise  in  the  cou rse  of eva lua t i ng  study 
p roposa l s  submi t ted  by  d r u g  sponsors .  

T h e  Commiss i one r  h a 3  r ev i ewed  the  ln -  
fo rmat ion  a n d  conc l us i on3  in  the  repo r t  
of the  task force, the  comments .  sub -  
mi t ted ln  r e sponse  to the  P ~ O P O % &  the  

a p p o M .ed  by  the  Na tkma l  Acad t%y  of 
Sc iences -Na t i ona l  Resea r ch  Couno l l  u n -  
d e r  the  cha l rmansh l p  of Maxwe l l  F ln -  
l and ,  M .D., to cons ide r  the  s a m e  m a ttor, 
con fe rences  wl th C a n a d i a n  Hea l t h  o K I- 
cials. a n d  o the r  da ta  a n d  ln fo rmat lon  
ava i l ab l e  to h lm,  ln  de te rm ln l ng  who tho r  
n e w  ev i dence  o r  tests, eva l ua ted  toge the r  
wl th the  ev i dence  ava l r ab l e  w h e n  the  n o w  
an ima l  d r u g  app l l ca t lons  for t hese  c i ~ g 6 1  
we r e  app roved ,  shows  that a ny  o r  a l l  of  
t h em a r e  no t  s h own  to b e  safe  for u S o  
u n d e r  the  cond i t i ons  of u se  u p o n  tho  
bas iS  of wh i ch  the  app l i ca t ions  we r e  a p -  
P roved ,  a n d  thus shou l d  b o  w l t hd rnwn  
f rom use  Pu rsuan t  to sect ion 612 (e ) ( l )  
(B )  of the  act. T h e  conceu t  of “safety” as  
u s ed  in  the  act d o es  no t  r equ i r e  o o m -  
p le te  certa inty of the  abso lu te  ha rm lass -  
ness  of a  d rug ,  bu t  ra the r  tho  r e asonab l e  
certa inty ln  the  m i nds  of compe ten t  
sclent lsts that it is no t  harmfu l ,  w h o n  
b a l a nced  aga ins t  the  benef i ts  to b e  o b -  
t a i ned  f rom the  d rug .  Us i ng  theso  or l -  
ter la, the  Commiss i one r  conc ludes ,  u p o n  
the  bas is  of a l l  of  the  ev i dence  our ren t ly  
ava i lab le ,  that t hese  d r u g 3  h a ve  b e o n  
s h own  to b e  safe  u n d e r  the  cond l t l ons  of 
use,  w l th ln  the  m e a n i n g  of that te rm a 3  
u s ed  ln  sect ion 5 1 2  of the  act, a n d  thus 
that t he re  is p resent ly  n o  bas ls  for wit.h- 
d r aw i ng  any  of t hese  d r ugs  so le ly  o n  
~ ~ e e ty tg rounds u n d e r  sect ion 6 12 ( o )  of 

T h e  bommlss l one r  r ecogn izes  that tho  
task fo rce repo r t  r e c o m m e n d e d  v&h -  
d r awa l  of the  d r ugs  by  ce r la ln  spec l f lo  
ta rget  dates.  Those  t a r e&  da tes  a r e  no t  
a d op t e d  in  the  f ina l  r egu la t i on  for two 
reasons .  First, es t abhshmen t  of t .ho test- 
i ng  r equ i r emen ts  to b e  imposed  wi th 
respect  to these  d r ugs  h a 3  b e e n  far m o r o  
comp l ex  t han  the  task fo rce rea l ized,  a n d  
the re fo re  h as  taken  far l o nge r  t han  ln l -  
t lal ly con temp la ted .  Second ,  in  tho  a b -  
sence  of a  f lndhz of a  l aok  of p roo f  of 
safety, o r  fa i lu re to submi t  r equ i r ed  ro -  
ports, t he re  is n o  l ega l  b a &  for a  deo l s l on  
arb l t rar l ly  to w i t hd raw these  d r ugs  f rom 
the  market .  If the  tnSk  fo rce h a d  f ound  
a  lack of p roo f  of safety of t hese  d rugs ,  
w i thd rawa l  of app r ova l  wou l d  h a ve  b c on  
r equ i r ed  immed ia te l y  ra the r  t han  po r -  
mlt t lng con t i nued  m a n u faoture,  absen t  
E  f l nd lng  of a  c ompeh l n e  mcd lca l  just.l- 
f loat ion for t hese  products.  

T h e  Commlss l one r  r eco ,gn lse3  that 
d lK lcu l t  ques t i ons  e & t wl th rezz~~ l i  to 
the  benef i t - r isk ana lys ls  n ece&a r y  in  
de t enn l n i ng  whe the r  the  safe ly ev l dcnco  
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is suflicient to approve or insnf&Lent to 
justify euntinued appr0va.l of the de& 
of any drug. Questions about Potential 
nnd tbeoreticaz hazard. of the nature 

. 3-uised~wit.h respect to the use of antl- 
lxlcbm&inanimalfeedfDrgromthPro- 

- motion purposes. COIltiuunxY arise and 
obviously deserve serious consideration 
XVhere these questions indicate a serious 
health hazard, withdrawal should hn- 
mediately be ordered. Where, es here, 
only a potential or theoretical hazard is 
raised, which does not show that the 
drugisnqtisilowntobesafesftisthe 
opinion of tb@ commissions that the 
properwaytoproceedistomquirethe 
submission of appmpriate records and 
rc?hP ursuunt to section 512(l) of the 

tu facilitate a determination 
whktner thereis a ground for withdraw- 
ing appqwul of the drug in question 
under section 512(e) of the act. EMhue 
tusubmitsuchrequitedrecords.andre- 
ports is its@ a violation of the act. Justi- 
fying withdrawal of approval of the drug 
for the manufacturer or distributor 
Involved. 

It wouId be chsotic, and is clt?tdY Mt 
feasible, to withdraw a~~rovalof allfood 
or drug substances merely because new 
questions have arisen. new testing is con- 
sidered scientdfically appropriate, or new 
studiesmiseissuestbatrequirefurther 
expIoration That is the situation in: 
volvql here. The Commissioner has 
therefore concluded that, while there is 
iusaf6cien.t evidence or questions to jus- 
tlfyafindiugthatthesedrugsbavenot 
been shown to be sefe, -there is sufecfent 
question to Invoke the anthority under 
se&Ion 512(l) fully to Investigate these 
issues in order to obtain more deilnitive 
data to resolfe them Thf2 Commisdoner 
has chosen the followhlg course of 
action . 

1. The ~~WW&.&LI drugs commonly 
nsedinanimalfeedandwhicharerecog- 
n5zed tu cause trensfme drug resist- 
anceandare oomm?nlYusedtutreat 
humshendsnrmnl~&cIudetbs 
tetracyclines. Sbf?PbmYcln, dihydro- 
streptomycin the sulfonamides, and 
penicillin. The use of these drugs in 
feeds may also tie& the reservoir of Sal- 
monella orgssdsms in food animals An 
assessnent of the effect of subtherapeu- 
tic IeveJs of these drugs in feed on the 
salmonella reservoir can be completed 
inarela~shortht2me.Therefom 
continued marketing of p&u&s con- 
tainUwofthesensmeddrugswinbe 
dependent on completion of salmonelIa 
reservoir studies by no lster than 1 year 
following the effective date of this order. 
A determination that the drug promotes 
a s-t increase in the sabnonella 
reservoir mill be considered sufXcient 
grounds for proceeding to withdrawal 
approvsl of that drug. 

2. The approval for the use of anti- 
biotic and sulfonsmide drugs in auimal 
feeds at subtbempeutic levels wfll be 
withdram unless by no later than 2 
years foilowing the Hati of this order 
there has been submitted conclusive evi- 
dence demonstrating that no human or 
animaI hedIth Iwzard dsts which can 
be attributed to such use. Depending on 

RULES AND REGULATIONS 

thb scientific knowledge avallabIe at that 
time concerning (11 the cokmimtion and 
R-hc&riz3nsferfrom~t0maLZ 
and (2) in- pdhogeniclb due t0 
tosin-- with la-fnctor, the Com- 
missioner may require further investlsa- 
tious of these or any other pertinent 
questions as a condition of continued up- 
provsl of such use nohvltbstondlry a 
&% Z.&no apparent human health 

3. By no b&r than 2 YW~ fOllOWhI 
the effective date of this order, 3X dras 
efficacy data shnX be submitted for aw 
feed-use combinationproduct contalniug 
nn antibiotic or sulfonamide drug and 
any feed-use single ingredient antiblotfc 
or sulfonamfde product not reviewed by 
the Natiomd Academy of Sclenccs-Na- 
tionel Research councn dm3 enlcncY 
study covering drugs marketed between 
1938 and 1962. 

criterin for demonstmtlog safety and 
efficacy of abroduct under this approach 
have been develop& by the FDA for uce 
by firms lvkihhlg to lmdertnka studlffi, 
axdare available upon request 

This course of actfon and the criteria 
referred to have been re*wd ln joht 
~*~~~o~tiebee;-ccm& 
tioa Branch in order to facihtate the 
developmmt of a poIlcy generally apple- 
cable to both countries 

The Commlssloner rewgulzes the dJf- 
flculty of estebllsbfng conchlslvclymltbin 
2searsthatnohumnnhealthherard 
ex&tsfromsubthempeutlcuseinanimal 
feeds-of antiba&er&l drugs. Bnlmced 
against this diftlcultp is the fact tat 
every expert committee thnt ha re- 
viewed this Issue has concluded in grin- 
ersl terns that a potentl3l or theoreticul 
human health hszud exists. The Com- 
missioner therefore concludes that the 
2-year the period is reasonable under 
the ch-c~tanws. The commbbna 
further concludeJ that continued mar- 
keting after 2 years fs contingent upon 
a favorabIe benefit-rfsk status following 
a thorough evnluatlon of all the data 
submitted to dute on the p3rtle 
PradUCfA 

Th?refore, p llrsunnt to provfslons or 
the Federal Food, Drug, and Cosmetic 
Act (sea 5X2, 701(01, 52 Std. 2055, 83 
Stat. 343-351: 21 U.S.C. 3004 371(a)) 
and under autboritp de&!&cd to the 
Commtmloner (21 CFR 2.1201, pnrt 135 
is amended by adding thereto the ioX- 
Iovfitlg new ??e4dIon: 
Q 135.109 Antibiotic and dfonamido 

drug in tho feed of paimnk, 
<a) The Commissioner of Food and 

DrugswiilPl-0poset0rlTokectllTmtIY 
armoved subtherapeutic (lncmmd mto 
of sain, dfsese prevention. et&%) uses In 
animal feed of antmotlc and sulfona- 
mide drum whether grunted by ammm~I 
of new animal drug n~~UuMonsrmnstor 
fries rind/or rmtlb!otlc or food oddltivo 
xwmlatins, bs no later than 2 seem fol- 
lowiug the efkcthe date of this order, 
uuless data are submItted which nxolve 
cQncluslvely the issues cDncemklg thJ?lr 
safe&tomanandsnimalsandth&ef- 
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fecKwa under specidlc criterka emb- 
l i&edbytheFoodmdDrag~- 
ticm based on the guldellnes mcluded in 
the report ,qf the FDA task force on the 
use of mltii!otfa fn SnimaI feeds. AR 
pKsoEi or firms Previ0u.e markemg 
identical. reTat& or shnihu produc% not . 
the subjict of an approved new animal 
drug application rnnvt submit a new ani- 
mal drug npplication W July 1% 1973. 
if murketing is tu continue during the 
id&m. New nnimnl drug entiftfes with 
nntibm?rlnl ncKvitp not previous& 
murketea. now Fending apIx.ovsl orsub- 
mitted for approval prior to. an. or fol- 
lowing the tdkcflve date of tl+ Publice- 
t‘gbs~ s3tMr such uitensr P& to 

tib) Any person fntemsted fn &?velop-’ 
ing de3 which wix suPlsOrt re- 
approvrd for such uses of such ant$hi- 
oticandsulfonamfdedrugsPumuantto 
section512fl) ortht3FedeIaIFooQDmg; 
rind Cosmef& Act shaX submff to the 
Ceoner the folhwiu8z 

(1) By Juiy 19, 1973, records and R 
ports of completed. oixohw, or@mmd 
stadie3, incIudhu3 protocoLs, on the fietrs 
lzazlhes, sts2mmYn. d&i- 
mYc4Pmiclll ln,and~~-fdes. 
and for all other fmtibfoff c and snIfona- 
mlde drug, by October 17, 1973, 3%~ 
Food end Drug Admfnissn encour- 
agessPonsorstoconsuIttitbthegureau 
of Vet&mm hfedidne on tmtaxzI de- 
&i atla phiIs for fllturc~&dies 

(2, By April 2O.l!3?% data from com- 
pleted studies on the t.5&3c~c.lInes, 
stm~d~my.YY 
eUcct of the subtherapentic us3 oi the 
dmzinfeedonthesalmoneXa~oir 
fnthetargetauimnIascom~tathat 
in Mnmedlc3ted controk Etaihre to 
cowleta the sahnoneIIa studies for any 
of these drums by t&at time wfU be 
grounds for $irockmb: to imml?diateTy 
withdraw npprov3L 

(3) By AxHi 20. 1975. &to sat?sfJmg 
an0therspccifieduiteliaforssuetvand 
elrectivm~ inchxdin~ the e-f&t on the 
ulmoneIi3 lfesmok ior any anttbroKc 
or sulfonamide drugs ammved for sub- 
thelapeutlcusehlanfnlalfieeds.Drug 
aucYd3hLsh3nbesubmittedforany 
iced-us?3 combination Prcduct confx4fn- 
iJlsauhdnwfuldwft?ed-~si43Ji? 
ingredient nntib!otic or sulfonamfde not 
reviewed by the Natfonal Academy of 
gde.uces-Nnff onnlR.esmrch CouudI &ug 
efncucY StudY covf!ring drugs nlnrwxd 
betwceu 1938 and 1962. 

(4) PrDgresi reports on studfes under- 
Wev~J~uerrl~dJulslunttl 
completion. 

(19 l?hiNre on the mrt of nw sponsor 
tu comply with w of the provisions of 
Paragraph (b) of this section for any of 
the nntibncterial drugs included in sob- 
P3WZWhS Cbl (11 of this section. or iu- 
terh results lndfcnti a health hyard, 
wIU be considered BE grounds for im- 
medlutely proceeding tu witbdmw ap- 
provaloftbackllgforuseiJLn 
feeds under se&m 512<1) of the 
futtfnth.ucaseorfanuretusub~ 
rewired records and reports and nnder 
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9814 RULES AND REGULATIONS 
section 512(e) where new information 
shows that such drug is not shown to be 
safe. 

<d) Criteria based upon the guidelines 
laid down by the task force may be ob- 
tained from the Food and Drug Adxninis- 
tration, Bureau of Veterinary Medicine, 
5600 Fishers Dane, Rockvihe, Md. 20852. 

(e) Reports a.$ specified in tbis section 
shall be submitted to: Food and Drug 
Administration, Bureau of Vet&nary 
Mediclne, Of3ce of the Assistant to the 
Director for Antibiotics in Animal Feeds, 
6600 Fishers Lane. FWckville. Md. 20852. 

narcotic controlled substance. the prepa- 
ration or mixture is formulated in such 
a manner that it incorporates methods 
of denaturing or other means so that 
the preparation or mixture is not liable 
to be abused, and so that the narcotic 
substance cannot in practice be re- 
moved. The Director further finds that 
exemption of the following chemical 
preparations and mixtures is consistent 
with the public health and safety ss well 
as the needs of researchers, chemical 
analysis, and supplier3 of these products. 

(f) Following the completion of U.re 
requirements of paragraphs (a) and (b) 
of this section and the studies provided 
for therein: 

Therefore, under the authority vested 
In the Attorney G;eneral by sections 301 
and 501(b) of the Comprehensive Drug 

(1) Those antibiotic and sulfonamide 
drugs which fail t.c meet the prescribed 
criteria for subtherapeutic :uses but 
which are found to be effective for tbera- 
peutic purposes will be permitted in feed 
only for high-level, short-term therapeu- 
tic use and only by or on the order of a 

. licensed veterinarian. 
(2) Antmal feeds containing antibao- 

terial drugs permitted to remain in use 
for subtherapeutic purposes shall be la- 
beled to include a statement of the quan- 
tity of such drugs. 

Effective date.This order shall be efi 
fective on April 20. 1973. 

Am&ao Eosp1t.d 3:pplly Corp. F‘bin Monomot’ dontrol 
‘D$p DlvJsIon). Nos. D4233-3Oand B42.32-k 

Oata& Boltlo: l.~ml..:........ F&t. iO,*lQ73 
-__-______._-_____.---------- Nooi-Trcl I-X (Normal Dan&, . 

Catalog Nos. 
BSlOG-1.. .-m-e -I_- .-.---__.._--_____ Viol: 6 ml ._..._.._...... Nor. $3, 1073 
y& ___---.-.-_...__--__----...- Vlnl: 10 ml. 

Do _.I_______________.______c__ 
.---------.-.-.-_.__---.-..-. 

MonI~IlII-Xm(Abnormol &Xl&, 
Dottlo: 2.8 ml. 

yt& ::‘- z ~-~~~~~~~.~~-~~~~~--I___ vlal:Gml.~.~...... -...; 
vlol:10mL 

Do. 

Do ____-____._-._._____________ 
BSlOM__::::::::::::::::::::::::::: Dottlo: 26 ml. 

Thyrorlno BUIIW No. BKUO-L ______ Dottle: 6~ ml. . . . . . . . . . . . 
Do __-__..____._____.c_________ Thyroxine Bu5er No. D6ti30-6 _I__.-_. Dottlo: 216 ml 

Jan. ?&lo73 
. ..1....... a DO. 

i.l&caI ChomIsls, i -....--.-. L 

Do __--___-___.--------..-----. 
Soc;“mBnrbltnl Du& Cntolor Nos. ‘Vlnl: 20.0 s _.._._: I.,.... AuR. 14, iDl2 

1-6lCxI and l-6200. 
(Sea. 612.701(s), 62 Stat. 1065,83 Stat.‘343- 
61; 21 U.&U. 360b, 371(s) .) 

A$wo~ UnIvorsnl EIcctrophoresls Plato: G ml . . .._.___..... 
Film. Cak%lw No. l-1000. 

Do. 

[FEZ Doc.73-7556 Flled 4-19-?3:8:46 nml 

Dated ApriI 16,1973. Prkhox NO. ‘IOC-%’ B+afa;k~ b- Di&&?, Inc.... ‘Vlnl:zGmL ---.I . . . . . . . . 
SBERWIN GARDNER, _ .------....__-_--_-__I__ DO- ___--_____-----_.------.-- Pmoh@x No. 1, No. 7~i~:::~::::::::.-..-~o ___-_.._.........- 

Acting Commissioner of 
Pm$s.I.I~ 1 (Alkmnto Formula) do. . . . . . . . . ..I....... no. 

Do ~-_~.~_______~~~~~ - ---__.__ Pm&No.i, No.7G3-026 ______._.._. ..___ do.. . . . . . . . . . . . . .._-- Food a&Drugs. _ I)ol Do -Zk ____._____________.__ Pro&ox NO. 3, No. 7Ol-025 _.____._.......__ do 
Do. 

Pmoh@xNo.4, No.?OSU2b __._.___..._._... do----""""-""' 
DO. 

~~::::::::::::,,::::::I: Pmchcx NO. 6, NO. 700-026 ______.._....__._ do-“““““““” 
Do. 

Pm&r No. 6 No. 707-026 ______._.._______ do----“-“---~” 
Do.,.:,::::,:::~:::::~:~~~ Pro&ox No. 7: No. 7aS-026 ____________.._._ do---‘-‘--““’ 

% 
Do -_________________________ 

Blo-Fts & Dl~ostics, Inc... 
Pro&ox NO. 8, No. 703-O!X _________._.__._. do:,:::::::::::::::: 
Prochex No. 9. No. 710-026 ______________._. do ____._._...._..... 

%I 
--.________--------------- Pro&ox No. 10 

Do _-__._______________-.------ 
No. 711-026 _____ - ________.. do: __.__..._._....... 

PrN~Mbo&>16 (Altoruato Formula) ___.e do ._.e...._.......e.. 
3 
Do: 

CHAPTER II-BUREAU OF NARCOTICS 
AND DANGEROUS SRUGS, DEPART- 
MENT OF JUSTICE 

PART 308-SCHEDULES OF CONTROLLED 
SUBSTANCES 

Abuse Prevention and Control Act of 
1970 (21 USC. 821 and 871(b) 1 and 
delegated to the Director of the Bureau 
of Narcotics and Dangerous Drugs by 
9 0.100 of title 28 of the Code d Pedoral 
Regulations, the Director hereby ardors 
that part 308 of title 21 of the Codo of 
Federal Regulations be amended as 
follows: ’ 

a. By amending 8 308.24(i) by add& 
the folIowing chemical preparations: 

jj 308.24 Exempt chcmh~l prcpnmttoas. 
. l 0. 0  6  0  

U)“** 

Form of rro&ct Dab of nppucnllon 

Exempt Chemical Preparations 
The Director of tbk Bureau of Nar- 

cotics and Dangerous Drugs has received 
applications pursuant to 8 308.23 of title 
21 of the Code of Federal ReguIations 
requesting that several chemical prepa- 
rations containing controhed substances 
be granted the exemptions provided for 
in 0 308.24 of title 21 of the Code of Fed- 
eral Regulations. 

The Director hereby finds that each of 
the following chemical preparations and 
mixtures is intended for laboratory, in- 
dustrial, education, or special research 
purposes, ‘is not intended for general 
administration to a human being or 
other animal, and either (a) contains 
no narcotic controlled substance and is 
paokaged in such a form or concentra- 
tion that the package quantity does not 
present any sign&ant potential for 
abuse, or (b) contains either a narcotic 
or nonnarcotic controlled substance and 
one or more adulterating or denaturing 
agents in such a manner, combination, 
quantity, proportion, or concentration, 
that the preparation or mixture does 
not prt?.sent any potentlaX for abuse. If 
the preparation or mixture contains a 

_ _. __ _. _. 
Do ___________________________ 

fuzz::::::::::::_::::::::::::: 

Proohox No. 11, No. 713-026 ____.._..____.._ do ..__...._.___....._ 
Prochor No. 12, No. 714-026 . . . . . ..__-__.... do me.0._............_ 

Ed---------------------------- 
Prodox No. 13, No.716-02G ._____.._m.. ..m.do... _........... B... 
Prochef No. 14, NO. 716-026 _....___.____... do 

_____--_____-_--__--_______ 
Do- _._________________________ 

Prochar No. 16, No. 7l7-026 __________._..__ do:=::::::::::::::: Pro&hex&la, (Altomstv Fom~ulo) I.... do. _-..........a.... 
Do __I_._______________.-..---- Pzociox No. 
Do ____._____.__: ____.__._____ 

is. No. 710-W _.______________ do ._.._......__..._. 
Prochax No. 13, No. 721-026 ______________.. do .___.__._.._.._..__ 

Do ____I_____.x_____________ Prochax No. 10, No. 722-Wi _____._________. do _ 
Do _I_________.______..-.---.- Prochox No. 20, No. 723-&?5 __._________.___ do::::::::::::::::: 

Do --.-.------.-...-;-----. 
BdOkmaM Dnzs &WI Btnndnrd O.......do..-.- 

. B+kmann DNS Scnxn Standard D......do:z::::::::::::::: 

E. li. Squibb 8 sOns,*Iiu ___.; __.__ l&m$&l Kit, Caklog No. VU% ... . ................ .:. ...... Fob. . 
(a Thyr&M SLondard EeIutIoe 

PO:1073 
Vial* 7 ml 

(b] Thyrosht-l BnRer f%lutIon. ..-I DotGo: GO~II...~.-.....~. 
............... 

h&~~en~tIon k&dory, Inc.. TrkBarbital Butler >o 222% 
. 

Baby:,:,,::,::,:::::_ 
BarbHal B&z 

Vlnl:12dmm....: . . . . a.. 
(B-2) Iioio. 2.3%:v-et::: _.___ do -.----..--.--....1 

F&I sl*IO,l 
EDTA-Barbltnl BnffcrNo. 22207 ____._.__. do 

bn. ’ 
Do _____________.___ - _______ Barbltal-Acot& Buk NO. 2W3 ______.-__ do..::::::::::::::::: 

DO. 
Do, 

N&or.3 carp.:~~~~~~; --_-- Bmnr B&x S&on No. XEZI- l Dottlo: iZOmt...: . . . . .._ Jan. l&3 

. . . . . . * 

b: By amending 8 308.24(i) by deleting 
the following chemical preparation: 

. 3 308.24, Exempt chemicnl prcpnrntions. 
-  l l * . . 

tt)*** 
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Effective dd-e.LThiS Order is dfe&i%% 
on April 20.1973. Any interested person 
maymewri~coDmum ts on or objec- 
tions to the order on or before Jtm0 19, 
1.11913. If any such wmineds or objections 
r8ise SigDKlcant’~ regsraing sng 
finding of fact or cunclusion of law upon 
whh.hXhaorderisb8s4theDiraotor 
shall immedicttelg suspend the effective- 
ness of the order until he may reconsider 
the application fn light of the comments 
aud objections fUed. w, the Di- 
rector sh8B reinstate, revoke. or 8mend 
*Ids original order ss he determines, 
approprIste. 

Dated April l2,19i3. 
Jo= E. DmakoLL, 

Director, Bureau of Narcotics and 
Dangerous Drugs. 

[paDo~.73-155aWed~l8-13;8:658m] 

TXle 4O-Protection of Environment 
CHAPTER ENVIRONMENTAL 

PROTECTlON AGENCY _ 
_- SUBCHATER E-PESTICIDE PROGRAMS ' 

PART -%X0-TOLERANCES AND MEMP- 
TIONS FROM TOLERANCES FOR PESI-I- 
CIDE CHEMlCALS IN OR ON RAW 
AGRICULTURAL COMMODIIIES 

Benomyl 
A petition BP 2Fl291) was IUed by 

E. L du Pant de Nemours & Co., Inc., 
Wilmington Del. 19898, in accordance 
with the provisions of the Federal Food, 
Drug, and Cosmetic Act (21 U.&C. 346s)) 
proposing establ&hment of toiersnces for 
residues of the fungicide benomyl 
<methyl 1-(bueplcarbamoyl) -2&n&n- 
idszolecarbamate~ in or on the raw agri- 
cultmaI commodities blackberries, boy- 
senberries, dewberries, Ioga&errles, and 
rsspbe~Mesat I‘partspermSlUon. 

Subsequently. the petitiomr smcnded 
the petition by propcsing that the toler- 
ances for benomyl be expressed as “com- 
bined residues of benoel snd its met&- 
elites containing the benzimidazoIe 
moiety Gxlculated ss benomylIa’. 

Based on consideration given the data 
submit&d in the petitSon and other relez 
past matedal, it is concluded t&t: 

1. The fungicide is useful for the pur- 
pose for which the tolerances are being 
established. 

2. There is no reasonable expectati& 
of residues fn eggs, meat, m.ilk, or poul- 
try, and 9 180.6(a) (3) applies. 

3. The tdersnces established by this 
order will protect the publ,ic he&h. 

Therefore, pursuant to provisions of 
the Federal Food, Drug, end Cosmetic 
Act (sec. 408(d) (2). 68 Stat. 512; 21 
U.S.C. 346akU (2) 1, the authority izans- 
ferred to the AdminMrator of the Envl- 
ronmental Protection Agency (35 FR 
15623). and the authoritp deIq#ed by 

the Admlnlstfator to the Deputy Assbt- 
ant AdmMstrator for PesMcldePrograms 
‘(36 FR 9038). i 180.294 is umendcd by 
adding a new parugraph “7 pxts per 
million l l l “, 8fter the Ixuograph “10 
p8rts per million ’ l ‘“, n3 follows: 
5 18O;zz Bcnomyl; tokmnces for rd- 

. 
. . . . . 

7 parts per mlllion in or on bbxckbcr- 
ries, boyxenberries, dewberrIes, logan- 
berries, and rnspberrIe3. 

&y persofi who &l be Aver& af- 
fected by the foregoing order may, on or 
before May 21.1973. file with the Henr- 
illg clerk, Envirolmlentnl Protecuon 
Agency, room 3902A, 4th and M Streets 
SW- Water&de M&U, Washington, D.C. 
20460, writtan objectlions thereto In 
qulntupllcata. Objections shall show 
wherein the person ft.&g will be ad- 
versed affected by the order and specify 
with PaltlCulariep the pmvfslon3 of tho 
order deemed objectIonable aud the 
grounds for the objections. If a hearing 
is requested. the objections must stat0 
the issues for the henr&. A hcarlng will 
be granted if the objections m sup- 
ported by grounds legally sufllclent to 
justify the relief sought. Objections mrq 
be ~mPanled by a memorfmdum or 
brlefinsuppcrtthereof. 

ERectiue date.--Thl8 order sh8u be- 
came effective April 20,1973. 
(Sec. 4’Wd) (2). 68 Stct. 612: 21 7x6.0. 
3QWV (2) .I 

Dated Apti 16,1973. . 

HSNRY J. XOUP, 
Deputy Assi&?ant Administrator 

for Pesticides Programs. 
[FRlMcm-7886 wcd4-lo-m;8:45 auq 
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tannsfarred to title 40, chapter I. sub- 
chnpter E, part 180 of the Code of Fed- 
eral RaguIatious. The two aforesaid 
hcrblddes, hoFever, were inadvertently 
omIttad from the taausfar and thus did 
not appear ln either the November 26. 
1971 L-e of the I%LIERAL R~cxsrx~ (36 
FR 22540-73) or in the 1972 Code of 
Federal Regulations. 

!rherefora, the two regulations estab- 
Bshing tolerances for the subject herbi- 
cldes are hereby republished for inclu- 
sIon ln the Code of Federal Regulatfons 
under the headings of this document. es 
follows: 
Q  180.:. Cypmzine; toIemncce forresi- 

. 
A tdemnce of 01 part per million Ls 

establIshed for neglfgible residues of the 
hcrblclde cyprazlue (2-chloro-&ycIo- 
propylmuiuo - 6 - isoprop~hminc+&ri8- 
zinc) fn or on the raw agrIcultur8l com- 
modltiesfresbcomincludhgsmetcom 
Oxmels plus cob with husk removed). 
corn grain, and corn fodder and forage. 
§180.3C!7 ~24[4-Cblom-6-(edyInmino)- 

*- tnnzlll-Zyl] aminoJ-%mcthylpro~- 
0nltriIc; toIenlnces for residaa 

A t&rance of 0.05 part per miUion is 
MabUshed for nedgible resfdnes of the 
herbicide 2-M-chloro-6-<et- 
t-trisidn-2-yllaminol-2-methyl- 
proplonlhiIe III or on the raw 8gricultural 
commodltle3 fre3h corn inch1dinr3 sweet 
corn (kernels plus cob with husk re- 
moved), corn @sin, and corn fodder and 
fornge. fornge. 

Slnca this order merely provides for Slnca this order merely provides for 
therepubIlmtion of&o ~nxfously~ub- therepubIlmtion of&o ~nxfously~ub- 
U&cd orders and shxe this matter is U&cd orders and shxe this matter is 
nbncontroverslnl. no&a, public pmce- 
dure, and delayed effective d&a are nob 
prerequIsite3 to this promulgatfon. 

ERectfue date.-TMs order shall be- 
come effective April 20.1973. 

D&dAprlI 16.1973. 
HBXRY J. KORP, 

Deputy A&stunt Admfnisfrator 
Ior Pesticide Programs. 

[FRDccXI-7686 Wed 4-19-13:8:45 am1 

PART 180-TOkANCES AND MEMP- 
TIONS FROM TOLERANCES FOR PESTI- 
CIDE CHEMICALS IN OR ON RAW 
AGRICULTURAL COMMODmES 

Cyprszine and 2. 
[E x  

44hloro6(Eth Ia- 
mine)- s  - Triadn-2-Y JAmlnoJ-2.Me 
pruplonltrile; Republication 

yl- 

Two ‘documents @ .I% Dccs. 71-15678 
and 71-15679) mere publIshed in the 
FEDERAL ~c&mt of Thursday, Octo- 
ber 28,197l (36 FZ 20687-31, cstcbllsh- 
iw tOlerPnceS for residues of the hcrbl- 
tides cy~rnzlne (0420.306) and 2-[C4- 
chloro-6-(ethylsmlnomino) -s-trlozln - 2 - yl] 
amino1 - 2 - methylpmplonitxiIe (p 420.- 
301). At that time, this Agency’s paK- 
tide regulations Kere under title 21, 
chapter W  part 420 of the Code of Fcd- 
ersl Ra8ulntions. Effective in theFEDm,u, 
REGISTE~Z of November 25, 1971 (36 FR 
223691, the pestlclde re8uMfons -ivere 

PART 180-TkZANCES AND EXEMP- - 
TIONS FROM TOLERANCES FOR PESnt 
CIDE CHEMICALS IN OR ON RAW 
AGRICULTURAL COMMODlTl$ 

Ethephon 
Threa petitions were filed by Amchem 

Products, Itlc., Ambler. Pa. 19002, in ac- 
cordance with provIsions of the Federal 
Food, Drug, aud CoJpletlc Act (21 U.S.C. . 
3468). proposing establishment of pesti- 
clde tolerances for resfdues of the plant 
regulntor ethephon ((2-chIoroetby~) 
phosphon!c acid) in or on the raw agri- 
cultur8l commodltffs, cherries at 10 pa&s 
per millIon. rind tomntoes at 2 parts per 
aOIl @P 3p1321). gaPeS 8t 5 Parts 
Per III~BO~I, and cantaIoupes 8t 2 parts 
per mIllIon BP 2FI2761, and 8 food 
nddltive tolerance for residues In or on 
theplWeSXdfoodlXlf&lS8t~Opartsp~ 
millfon CPAP 285018). 
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