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July 11. 1968 
[S. 28371 

Cradle of For- 
estry in America, 
Pisgah National 
Forest. N.C. 

Esrablishment. 

Publication in 
Federal Register. 

July 13. 1968 
W. R. 36391 

Public Law 90-398 
AN ACT 

To antllorize the Secretary of Agriculture! to establish the Cradk of Forestry in 
,$nlerica jn the pipgab ?\‘ational Forest in Sorth Carolina, and for other 
purposes. 

Be it enacted by the :4’ennte and House of Re 
s 

resentntivei of the 
T’n.lfed Stntea of Qmericn i?t .Pongra.w a,wen~b7e , That, in order to 
preserve, develop, and make nrailable to this and future generations 
the birthplace of forestry and forestry education in America and to 
promote, demonstrate, and stimulate interest in and knowledge of the 
management of forest lands under principles of multiple use and sus- 
tained yield and the development and progress of manngement of 
forest lands in ,Imerica, the Secretary of -4grlcufture is hereby author- 
ized to establish the Cradle of Forestry in America in the Pisgah 
National Forest, Korth Carolina. As soon as possible after this Act 
takes effect, the Secretary of Agriculture shall publish notice of the 
designation thereof in the Federal Register together with a map show- 
ing the boundaries which shrill be those shown on the mrlp entitled 
“Cradle of Forestry in :lmeric:~” d:tted April 12, 1967, which shall be 
on file and available for public inspection in the office of the Chief, 
Forest Service, Department. of Agriculture. 

SEC. 2. The wen designated ns the Cradle of Forestry in America 
shall be administered, protected, and developed within and as a part 
of t.he Pisgnh National Forest. by the SecMi\ry of ,kgriculture in 
a,ccordance with the lnw, rules, and regulations applicable to national 
forests in suc.h manner ‘RS in his judgment x-i11 best 1woGde for the 
purposes of this Xct ;lnd for such management. utilization, ancl dis- 
posal of the natural resources as in his judgment will promote or is 
compatible with nnd does not significantly imp:lir the purposes for 
which the Cradle of Forestry in America is establislled. 

SEC. 5. The Secretary of Qriculture is hereby aut,horized to cm-p- 
er&e t&h and receive t.he cooperat,ion of public and priwte Rgencles 
and organizations and individwlls in the deveIopmenC, adrninistrat,ion, 
and operation of the Cradle of Forestry in &nericn. The Secretary of 
Sgriculture is authorized .to accept contributions wd gifts to be used 
to further the purposes of this &t. 

Approved July 11, 1968. 

Public Law 90-399 
AN ACT 

To protect the public health by amending the Federal Food, Drug, and Cosmetic 
hct to consolidate certain provisions assuring the safety and effectiveness of 
new anhal drugs, and for other purposes. 

Animal Drug 
Amendments of 
1968. 

Be it enucfed by the Senate and House of RepreseUnSves of the 
Unifed Sfafes o Awwricu in Cmgre.r.s ns.sembled. That this dct may 

f be cited as the ii_ nimnl Drug Amendments of 1968.?’ 
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NEW ANIXXL DRUGS 

SEC. 101. (a> Section 501 (a) of the Federal Food, Drug, and cos- 
metic Act, as amended, is amended by inserting before the period at 52 stat. 1049. 

the end thereof a semicolon and the following: “or (5) if it is a new 
21 USC 3.51. 

animal drug which is unsafe within the meaning of section 512; or (6) rnfra* 
if it is an animal feed bearing or containing a new animal drug, and 
such animal feed is unsafe within the meaning of section 512”. 

(b) Chapter V of such ,4ct is amended by adding at the end thereof 1: ~$~~:: 
the following : 3608. 

"NEWANIMALDRGGS 

“S~c.512. (a) (1) A new animal drug &a& with respect to any par- 
ticular use or intended use of such drug, be deemed unsafe for the pur- 
poses of section 501(a) (5) and section 102(a) (2) (D).u$ess- Supra. 

“(A) there is in effect an approval of an apphcatlon filed pur- 
Post, p. 352. 

suant to subsection (b) of this section with respect to such use or 
intended use of such drug, 

“(B) such drug, its labeling, and such use conform to such ap- 
proved application, and 

‘((C) in the case of a new animal drug subject to subsection (n) 
of this section and not exempted therefrom by regulations it is 
from a batch with respect to which a certificate or release issued 
pursuant to subsection (n) is in effect with respect to sucl~ drug. 

A new animal drug shall also be deemed unsafe for such purposes In 
theevent of removal from the establishment of a manufacturer, packer, 
or distributor of such drug for use in the manufacture of animal feed 
in any State unless at the time of such remod such manufacturer, 
packer, or distributor has an unrevoked w-&ten statement. from the 
consignee of such drug, or notice from the Se.cretary, to the effect that, 
with respect to the use of such drug in animal feed, such consignee- 

“ (i) is the holder of an approved application under subsection 
(m) of this section ; or 

“(ii) will, if th e consignee is not a user of the drug, ship such 
drug only to a holder of an approved application under subsection 
(m) of thissection. 

“(2) An animal feed bearing or containing a new animal drug 
~1~131, with respect to any particular use or intended use of such ani- 
mal feed, be deemed unsafe for the purposes of section 501 (a) (6) suPra* 
unless- 

“(A) there is in effect an approval of an application filed pur- 
suant to subsection (b) of this section with respect to su& drug, 
as used in such animal feed, 

“(B) there is in effect an approval of an application pursuant 
to subsection (m) (1) of this section with respect to such animal 
feed, and 

“ (C) such animal feed, its labeling, and such use conform to 
the ;wdit.ions and indications of use published pursuant to sub- 
section (i) of this section and to the application with respect 
thereto approved under subsection (m) of this section. 
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“(b) Any person may file with the Secretary an application with 
respect to ilIly intended use or uses of a new animal drug. Such person 
~1~i~ll submit to the Secretary as a part of lhe application (1) full 
reports of investigations which have been made to show whether or 
llot such drug is silfe and eflective for use: (2) a full list of the xrtic.les 
wed as components of such drug; (3) a full statement of the composi- 
tion of such drug; (4) a full description of the methods used in, and 
the facilities and controls used for, the manufacture, processing, and 
j)wkinp of such drug; (5) such samples of such drug and of the nrti- 
cles used as components thereof, of an 

3 
animal feed for use in or on 

which such drug is intended, and of t le edible portions or products 
(before or after slaughter) of animals to which such drug (clirectly or 
in or on animal feed} is intended to be administered, as the Secretary 
may require; (6) specimens of the labeling proposed to be used for 
such drug, or in case such drug is intended for use in animal feed, 
proposed lab 1 e ing appropriate for such use, and specimens of the 
]nbelillg for the drug to be manufactured, packed, or distributed by 
the applicant; (7) a description of practicable methods for determin- 
illp the quantity, if any, of such drug in or on food, and any substance 
formed in or on food, because of its use; and (8) the proposed toler- 
illlce or wifhdrawal period or other use restrictions for such drug if 
:~ly tolerance or wthdraw4 period or other use restrictions are 
required in order to assure that the proposed use of such drug will 
be safe. 

Opportunity for 
hearing. 

“(c) Within one hundred and eighty days after the filing of xn 
application pursuant to subsection (b), or such additional period as 
may be agreed upon by the &Secretary aud the applicant, the Seeretctry 
shrill either (1) issue all order approving the application if he then 
finds that none of the prounds for denying approval specified in sub- 
section (d) applies, or (2) give the applicant notice of an opportunity 
for n hearing before the Secretary under subsection (d) on the ques- 
tion whether such application is approvable. If the applicant e1ect.s 
to accept. the opportunity, for a lieill*illtig by written request within 
thirty days after such not.Ice, snch henrmg ~11~~11 cotnmence not more 
than ninety drips after the expiration of such thirty days unless the 
Secretary and the applicant otherwise agree. A%~ly such flearing shall 
thereafter be conducted on an expedited b&s and the Secretary’s 
order thereon shall be issued within ninety days after the date fixed 
by the Secretary for filing final briefs. 

“(d) (1) If the Secretary finds, after due notice to the applicant in 
;wordnnce wit.11 subsection (c) and pivin,rr Ilim ~11 opportunity for a, 
hewing, in accordance with said subsection, tllat- 

“(A) the investigations, reports of which are required to be 
submitted to the Secretary pursuant to sllbsection (b), do llot 
include ndequtlte tests by :lll methods reasonnbly applicable to 
show whether or not such drug is snfe for use uljcler tile condi- 
t ions prescribed, recommended, or suggested ill the pl;oposed 
IabeliIlg thereof; 

“(T3) the results of ench tests show tllnt such drug is unsafe 
for use under such conditions or do not show that such drug is 
safe for use under such conditions; 

“(c) the methods used in, and the facilities and controls used 
for, the manufacture. processing, and p;lckillg of such drug are 
inadequate to preserve its identity, strel@h, quality alId purity. 

(L/n\ v...T..x h1.m LA,:,. ,c Cl.- :..+,-........L:--.. ....-L..e!L‘I_3 L- 1 ! -' 
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pnrt of tile application, or upon the basis of ally other kfoplna- 
tioll before llim \\-jtll respect to such drug, he 1x1s insuficieut 
il~formatiol~ to determine whether such drug is stlfe for use under 
such conditions; 

‘L(E) evaluated OH the basis of the information submitted to 
him as part of the applicatiou and any other information before 
llim l\‘itll respect to such drug, there is a Iwk of substantial 
evidence that the drug will have the effect it purports or is rep- 
resellted to have under the conditims of use prescribed, recom- 
mended, or suggested in the proposed labeling thereof ; 

“(I?) upon the basis of the information submitted to him -as 
part of the application OY any other information before him wth 
respect to such drug, the tolerance limitation proposed, if any, 
exceeds that reasonably required to accomplish the physical or 
other techniczd effect for which the drug is intended; 

LL 
I 
G) based on a fair evaluation of all material facts, such 

labe ing is false or misleading in any particular; or 
i6 (H) such drug induces cancer when ingested by man or 

animal or, after tests which are appropriate for the evaluation of 
tile safety of such drug, induces cancer in man or animal, except 
that the foregoing provisions of this subparagraph shall not apply 
with respect to such drug if the Secretary finds that, under the 
conditions of use specified in proposed labeling and reasonably 
certain to be followed in practice (i) such drug will not adversely 
atfect the animals for which it is intended, and (ii) no residue of 
such drug will be found (by methods of examination prescribed 
or approved by the Secretary by regulations, which regulations 
shall not be subject to subsections (c), (d), and (11) ), in any 
edible portion of such animals after slaughter or in nny food 
yielded by or derived from the living animals; 

he shall issue an order refusing to approve the application. If, after 
such notice and opportunity for hearing, the Seczetary finds that 
subparagraphs (A) through (H) do not apply, he shall issue an order 
approving the application. 

“(2) In determining whether such drug is safe for use under the 
conditions prescribed, recommellded, or suggested in the proposed 
labeling thereof, the Secretary shall consider, among other relevant 
factors, (A) the probable consumption of such drug and of any 
substance formed in or on food because of the use of szuzh drug, (B) 
the cumulative effect on man or animal of such drug, taking into 
account any chemically or pharmacologically related substance, (C) 
safety factors which in the opinion of experts, qualified by scientific 
training and experience to evaluate the safety of such drugs, are 
appropriate for the use of animal experimentation data, and (ID) 
whether the conditions of use prescribed, recommended, or suggested 
in the proposed labeling are reasonably certain to be followed in 
practice. Any order issued under this subsection refusing to approre 
an application shalt state the findings upon vrhich it is based. 

“ (3) AS used in this subsec.tion and subsection (e), the term $,I& “Substantial 
stnntinl evidence’ means evidence consisting of adequate and WelI- eviden~e.” 
controlled investigations, including field investigation, by experts 
qualified by scientific training and experience to evaluate t.he effec- 
tlveness of the drug involved, on the basis of which it could fairly and 
reasonably be concluded by such experts that the drug will have the 
effect it purports or is represented to hare under the conditions of 
use prescribed, recommended, or suggested in the labeling or proposed 
labeling thereof. 

“(e) (1) Tl le S ecretnry shll, after due notice and opportunity for 
hearing to the applicant, issue an order withdrawing approval of an 
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~~p~]ic~~tioI~ filed pursuant to subsect ion (b) with respect to nny new 
anlmnl drug if the Secretary finds- 

ii (a> tl\nt experience or scientific dat:~ sho\v that such drug is 
unsafe for use under the conditions of use upon the btxsis of which 
the application wxs 2\ 

i‘( 13) that. new evi x 
proved; 

ence not contained in such application or 
not, :lvtlil2\ble to the Secretary until after such :~pplication was 
:lpproved, or tests by new methods, or tests by methods not. deemed 
~e~so~~~~l>Iy applicable when such npplic-ation IWS approved, 
e\-;l]u:lted together with the evidence available to the Secretary 
when the application wits approved, show-~ that SUC~I drug is not 
sl~o\Tn to be safe for use under the conditions of use upon t.he 
basis of which the application was approved or that subparagraph 
(H) of paragraph (1) of subsection (d) npplies to such drug; 

‘b({‘) 011 the bnsis of nex information before him with respect 
to such drug, evnlunted together with the evidence available to 
him jvllen the npplicntion was approved, that there is a lack of 
substantial evidence that such drug will have the effect it purports 
or is represented to have under the conditions of use prescribed, 
recommended, or suggested in the labeling thereof: 

“(I)) that the application contains any untrue statement of :i 
lmtteritil fact ; or 

‘i(~) that the applicnnt has made any chnl~ges from the>tnnd- 
point of safety or effectiveness beyond the vrwlatiom provided for 
in the application unless he has supplemented the xpplicntion by 
filing with the Secretary adequate information respecting a11 such 
changes and unless there is 111 effect. an approval of the supple- 
mental :~pplication. The supplemental application shall be treated 
in the same manner as the original application. 

If the Secretary (or in his absence the officer acting RS Secretary) 
finds that there is XII imminent hazard to the health of man or of the 
animnls for which such drug is intended, he may suspend the nppr*oval 
of such application immediately? and give the applicant. prompt notice 
of his action and afford the applicant the opportunity for nn expedited 
hearing under this subsection ; but the authority conferred by this sen- 
tence to suspend the approval of an application shall not be ‘deterrated. 

“(g) The Secre+y ma? also, after due notice and opportun$y for 
hearmp to the apphcant, issue an order \vithdrawing the approval of 
an application with respect to any new animal drug under this section 
if the Secretary finds- 

“S(S). that the applicant has failed to establish a system for 
mamtnmmg required records, or has repeatedly or d&liberately 
failed to maintain such records or to make required reports in 
accordance with n regulation or order under subsection (1)) or 
the applicant has refused to permit access to, or copying or veri- 
tication of, such records as required by paragraph (2) of such 
subsection ; 

“(I3) that 011 the basis of new information before him, eva]u- 
ated together with the evidence before him when the :lppIicntiOll 
KRS approved, the methods used in, or the facilities and controls 
used for, the manufacture, processing, and packing of such 
drug are inadequate to Rssure and preserve its identity, strength 
ntdit:y, and purity snd were not made adequnte within n. reaso11S 
+e tune after receipt of written notice from the Secretnry speci- 
fylng the matter complained of ; or 

“(c) that on the basis of new information before him, evnjll- 
nted together Gth the evidence before him when the ,zpplication 
WHS approved, the labeling of such drug, based on a fair evslun- 
tion of all material facts, is false or misleading in any particul%r 
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and was not corrected within a reasonable time after receipt of 
written notice from the Secretary specifying the matter com- 
plained of. 

n 
wlYi!c?it$s %1,“, 

or er under this subsection shall state the findings upon 
. 

“(f) WIleLever the Secretary finds that the facts su require, he 
shall revoke any previous order under subsection (d), 

I refusing, withdrawing, or suspending approval of an app 
e), or (m) 
lcation and 

shall approve such application or reinstate such approval, as may be 
appropriate. 

c‘(g) Orders of the Secretary issued under this section (other than 
orders issuing, amending, or repealing regulations} shall be served 
(1) in person by any officer or employee of the department designated 
by the Secretary or (2) by mailing the order by registered mail. or by 
c.ertified mail addressed to the ap Iicant or respondent at his last 
known address in the records of the 8 ecretary. 

‘6 (h) An appeal may be taken by the applicant from an order. of 
the Secretary refusing or withdrawing approval of an ap@~atloll 
filed under subsection (b) or (m) of this section. The provrsions of 
subsection (11) of section 505 of this Act shall govern any such appeal. 52 stat. 1052; 

“ (i) When a new animal drug application filed pursuant to sub- 76z~t;$~;5’8s~ 
section (b) is approved, the Secretary shall by uotice, which upon Publication in 
publication shall be effective as a regulation, publish m the Federal Federal Register. 
Register the name and address of the applicant and the conditions and 
indications of use of the new animal drug covered by such application, 
including any tolerance and withdrawal period or other use restric- 
tions and, if such new animal drug is intended for use in animal feed, 
appropriate purposes and conditions of use (including special labeling 
requirements) applicable to any animal feed for use in which such 
drug is approved, and such other information. upon the basis of which 
such ap llication was approved, as the Secretary deems necessary to 
assure t le safe and effective use of such drug. Upon withdrawal of 1 
approval of such new animal drug application or upon its suspension, 
the Secretary shall forthwith revoke or suspend, as the case may be, 
the regulation published pursuant to this subsection (i) insofar as it is 
based on the approval of such application. 

“(j) To the extent consistent with the public health, the Secretary Exemptians. 
shall promulgate regulations for exempting from the operation of 
this section new animal druBs, and animal feeds bearing or containing 
new animal drugs? intended sole1 
qualified by scient& training cr 

for investigational use by experts 
an experience to investigate the safety 

and effectiveness of animal drugs. Such regulations may, in the dls- 
cretion of the Secretary, among other conditions relating to the pro- 
tection of the public health, provide for conditioning such exemption 
upon the establishment and maintenance of such records, and the 
making of such reports to the Secretary, b the manufacturer or the 
sponsor of the investigation of such artic e, of data (including but P 
not limited to analytical reports by investigators) obtained as a result 
of such investigational use of such article, as the Secretar 

Y 
finds will 

enable him to evaluate the safety and effectiveness of suc1 article in 
the event of the filing of an application pursuant to this section. Such 
re ulations, among other thmgs, 
(if any) p 

shall set forth the conditions 
u on which animals treated with such articles, and any 

products of such animals (before or after slaughter), may be mar- 
keted for food use. 

‘I(k) While approval of an application for a new animal drug is 
effective, a food shall not, by reason of bearing or containing such 
drug or any substance formed in or on the food because of its use in 
accordance with such application (including the conditions and indi- I 



348 PUBLIC LAW go-39%JULY 13, 1%8 c82 STAT. 

~~~~tjolls of l\se prescribed pursuant to subsection (i) ),, be considered 
52 stat. 1046. 
21 USC 342. 

a&llter:\ted withill the meaning of clause (1) of sect1011 402.(:x)- 
Recordkeeping. ‘( (1) (1) in the case of any new animal drug for which an approval 

of au application filed pursuant to subsection (b) is in efl’ect, the 
applicant shall establish and mniatnin such records, and make such 
reports to the Secretary! of data relating to experience and other 
data or information, received or otherwise obtained by such applic+ 
with respect. to such drug, or with respect to animal fe.eds bearing 
or c.ontaming such drug, as the Secretary may by genernl regtktiol?, 
or by order with respect to such application, prescribe on the basis 
of a finding that sucl~ records and reports are necessary in order to 
enable the Secretary to determine, or facilitate a determinntion, 
whether there is or may be growd for invoking subsection (e) or sub- 
section (m) (4) of th&, section. Such regulation or order shall pro- 
vide, where the Secretary deems it to be appropriate, for the essmina- 
tion, upon request, by the persons to whom sucJ~ regulntion or order is 
applicable, of similar information received or otherwise obtained by 
the Secretary. 

“(2) Every person required under this subsection to maintain 
records, and every person in charge or custody thereof, shall, upon 
m-pst, of an officer or employee designated by the Secretary, permit 
such officer or employee at all reasonable times to have access to and 
copy and verify such records. 

“(111) (1) Any p erson may file with the Secretary an application 
x-ith respect to any intended use or uses of nn xuimal feed bearing or 
containing a new animal dru,. o’ Such person shall submit to the Secre- 
tary as part of the application (A) a full statement of the composition 
of such animal feed, (13) an identlficaGon of the reguIation or regula- 
tions (relating to the new animal drug or drugs to be used in such 
feed), published pursuant. to subsection (i), on which he relies as n, 
basis for approval of his application with respect to the use of such 
drug in such feed, (C) n full description of the methods used in, and 
the facilities and controls used for, the manufacture, processing, and 
packing of such animal feed, (I>) specimens of the labeling proposed 
to be used for such animal feed, and (E) if so requested by the 
Secretary, samples of such :mimal feed or components thereof. 

“(2) Within ninety days after the filing of au application pursuant 
to subsection (m) (l), or such additional period as may be agreed 
upon by the Secretary and the npplicnn.t, the Secretary shall either 
(A) issue an order npproviy the applrcntion if he then finds that- 
none of the grounds for denymg approval specified in paragraph (3) 
applies, or (U) give the applicant. notice of an opportunity for a 
hearing before the Secretary under paragraph (3) on the question 
whether such application is npprorxble. The procedltre governing 
such a hearing slv~ll be the procedure set forth in the last two sentences 
of subsection (c). 

“(3) If the Secretary, after due notice to the applic.ant in sccord- 
ante with paragraph (2) and giving him an opportunity for a hearing 
ill accordance with SUC~I l~aragrnph; fiuds, 011 the basis of information 
submitted to him as part of the application or on the basis of any 
other information before him- 

“(,) that. there is not in effect a regulation under subsection 
(i) (identified in SLZCII application) on the basis of which such 
applicntion may be approved ; 

“(B) that such animal feed (including the proposed use of any 
new animal drw therein or thereon) does not conform t.o an 
apr>licable regulation published pursuant to subsection (i) 
referred to in the application, or that the purposes and collditions 
or indications of use prescribed, recommended, or suggested in 
the labeling of such feed do not conform to the appli&ble pnr- 
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poses and conditions or indications of use (including war$ugs) 
published pursuant to subsection (i) or such. labeling omits or 
fails to conform to other applicable information published pur- 
suant to subsection (i) ; 

cd(C) that the methods used in, and the facil$ies and controis 
used for, the manufacture, processing, and packing of SUCh am- 
maI feed are inadequate to preserve the identity, strength, quality, 
and purity of the new animal drug therein ; or 

‘t(D) that, based on a fair evaluation of all material facts, 
such labeling is false or misleading in any articuk; 

he shall issue an order refusing to approve t le npphation. If, after P 
such notice and opportunit 
subparngrnphs (A) througl (D) do not apply, he shall issue an 3 

for hearing, the Secretary finds that 

order approving the application. -4n order under this subsection 
approving an application with respect to an animal feed bearing or 
containing a, new animal drug shall be effective only while there is 
in effect a regulation pursuant to subsection {i) , on the basis of which 
such application (or a supplement thereto) was approved, relntinp 
to the use of suCh drug in or on such feed. 

“(4) (A) The S ecretary shall, after due notice and opportunity 
for hearing to the applicant, issue an order xithdra~Cn~ approval of 
an application l&h respect to any animal feed under tbs subsection 
if the Secretary finds- . 

“(i) that the application contains any untrue statement of a 
material fact; or 

“ (ii ) that. the applicant has made any changes from the stand- 
point of safety or effectiveness beyond the variations provided 
for in the application unless he has supplemented the application 
by filing with the Secretary adequate information respecting all 
such changes and unless there is in effect an np 
supplemental application. The supplemental app ication f 

rovnl of the 
shall 

be treated in the same manner as the original application. 
If t,lle Secretary (or in his absence the officer acting as Secretary) 
finds that there is an imminent hazard to the health of man or of 
the animals for which such animal feed is intended, he may suspend 
the approral of such application immediately, and give the applicant 
prompt, notice of 111s action and afford the applicant the opportunity 
for an expedited hearing under this subsectrnn; but the authority 
conferred by this sentence shall not be delegated. 

“ 
for \ 

B) The Secretary may also, after due notice and opportunity 
learing to the applicant, issue an order withdrawing the a 

of an a plxxttion with respect to any animal feed under this su % 
proval 

3 
section 

if the ecretary finds- 
“(i) .tl?at the applicant has failed to establish a system for 

mamtammg required records, or has repeatedly or deliberately 
falled to maintain such records or to make required reports in 
accor@nce rn@ a regulation or order under pafagraph (5) (A) 
of this subsection, or the appIicant has refused to permit access 
to, or copyin 
paragraph ( f 

or verification of, such records as required by sub- 
) of such paragraph; 

“(ii) that on the basis of new inforinntion before him, evaI- 
uated together with the evidence before him Then such ap 
tion was approved, the methods used in, or the facilities an B 

lica- 
con- 

tr?ls used for, the manufacture, processing, and packing of such 
anlmal feed are inadequate to assure and preserve the ident.ity, 
strength, quality, and purity of the new animal drug t.herein, and 
were not made adequate within a reasonable time after receipt 
of 17-ritten notice from the Secretary, specifying the matter com- 
plained of; or 

349 
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“(iii) that on the basis of new information before him., eval- 
u:lted t.ogether with the evidence before him when the applrcation 
was approved, the labeling of such animal feed, based on a fair 
evaluation of a11 material facts, is false or misleading in any par- 
ticular and was got corrected within a reasonable time after re- 
ceipt of writ.tell notice from the Secretary specifying t.he matter 
corn lained of. 

‘;(C) ii y d II OF er under paragraph (4) of this subsection ~1~~11 state 
the findings upon which it is based. 

Recordkeeping. ‘I 111 t]le cilse of my xnimal feed for which a11 approval of an 
application filed pursuant to this subsection is in effect- 

ib (A) the applicant sllnll est:tblish md maintain sucl~ records, 
:xlld make such reports to the Secretary, or (at the option of the 
Secretary) to the appropriate person OL’ persons holding an 
approved application filed under subsection (b), RS the Seeretnry 
may by general regulation, or by order with respect to such appli- 
cation, prescribe on the basis of a finding that such records and 
reports are IiecesSLlry in order to enable the Secretary to deter- 
nlnle, or facilitate a determination, whether there is or may be 
ground for invoking subsection (e) or par:tgrnph (4) of this 
subsection. 

“ (13) every person required under this subsection to maintain 
records, audwery person iu charge or custody thereof, shall, upon 
request of an officer or employee designated by the Secretary, per- 
mit sucli officer or employee at all reasonable times to have wcess 

Certification. 
to and copy and verify sucl~ records. 

“(11) (1) The $; L ecretary, pursuant to regulations promulgated by 
him, shall provide for the certificatiou of b:I?ches of a new animal 
drug con-r osed wholly or partly of nny kind of penicillin, strepto- 
mycm, ch ortetracycline, chlornmpl~enicoI, or bacitrxcin, or any deriv- e 
ati\-e thereof. A lxrtch of au 
npprova.1 of an application file d 

such drug shall be certified if an 
pursuant to subsection (b) is effective 

with respect to such drug and such drug has the characteristics of 
identity and s~ich batch has the characteristics of streugth, quality, 
and purity upon the basis of which the application was approved, but 
shall not otherwise be certified. Yrior to the effective dnte of such 
reguh6ons the Secretary, in lieu of certification, shall issue a release 
for an 

3 
bntch which, in his judgment, may be released &bout risli 

as to t le safety and efficacy of its use. Such release slut11 prescribe the 
date of its espiration and other conditions under which rt. shalI cease 
to be eff’ective as to such batch and as to portions thereof. 

“(2) Regulations providing for such certifications shall contain 
such provisions as are necessary to carry out the purposes of this sub- 
section, including provisions prescribing- 

“(p) tests and methods of assay to determine compliance with 
app,lrcable standards of identity and of strength, quality, and 
plmty ; 

“(n) effective periods for certificates, and other conditions 
under which they shall cease to be effective as to certified batches 
and as to portions thereof; 

” (C) administration and procedure ; and 
“(D) such fees, specified n-r such regulations, as are necessary 

to provide, equip and maintain an adequate certification service. 
Such regulations shali prescribe only such tests and methods of assay 
as mill provide for certification or rejection within the shortest time 
consistent with the purposes of this subsection. 
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“(3) Whenever, in the judgment of the Secretary, the requirements 
of this subsection with respect to any drug or class of drugs are not 
necessar.y to insure that such drug conforms to the standards of iden- 
tity, strength, quality, and purity applicable thereto under paragraph 
(1) of this subsection, the Secretary shall promulgate regulations 
exempting such drug or class of drugs from such requirements. The 
provisions of subsectmn (c) of section 507 of this Act (other than the 59 Stat. 464: 
first sentence thereof) shall apply under this paragraph. 76 Stat. 786. 

“(4) The Secretary shall promulgate regulations exempting from 
21 USC 357. 
Exemptions. 

any requirement of this subsect ion- 
“(A) drugs which are to be stored, processed, labeled, or 

repacked at establishments other than those where manufactured, 
on condition that such drugs comply with all such requirements 
upon removal from such establishments; and 

“(B) d ru s R g .h’ 1 lc 1 conform to applicable standards of identity, 
strength, quality, and purity prescribed pursuant to this subsec- 
tion and are intended for use in manufacturing other drugs. 

“(5) On petition of any interested person for the issuance, amend- 
ment, or repeal of an-y regulatiou contemplated by this subsection, the 
procedure shall be m accordance \vith subsection (f) of section 507 
of this Act, 

‘( (6) Where any drug is subject to this subsection and not exempted 
therefrom by regulations, the compliance of such dru with sections 
501 (b) and 502(g) shall be determined by the npp ication of the P 52 Stat. 1049. 

standards of stren 
% 

th, quality, and purity applicable under para- 21 USC 351, 

graph (1) of this su section, the tests and methods of assay applicable 
352. 

under provisions of regulntlons referred to in paragraph (2) (A) of 
this subsection and the requirements of packaging and labeling on 
the basis of which the application with respect to such drug filed 
under subsection (b) of this section was approved.” 

DEFINITIONS 

SEC, 102. Section 201 of the Federal Food, Drug, and Cosmetic Act, 
as amended+, is amended by- 

(a} inserting “( except a new animal drug or an animal feed 
bearing or containing a new animal drug)” after “Xny drug” in 
subparagraph (1) of paragraph (p) ; 52 stat. 1041. 

(b) inserting “ (except a new animal drug or an animal feed 21 USC 321. 

bearing or containing a new animal drug)” after “Any drug” in 
subparagraph (2) of paragraph (p) ; 

(c) strlkm 
paragraph (s k 

out- the period at the end of subparagraph (4) of 
and iuserting in lieu thereof “; or”, and by adding 72 Stat. 1784; 

a new subparagraph (5) to read as follows: “(5) a new animal 74 Stat’ 397’ 
drug.” : 

(d) inserting “ .512,” after “409” in paragraph (u) ; and 
(e) adding at the end of such section the following nex pam- 

graphs : 
79 stat. 227. 

“(r) The term ‘new animal drug’ means any drug intended for use ‘LNew animal 
for animals other than man, including anv drug intended for use in drug*” 
animal feed but not including such animal feed,- 

“(I) the composition of which is such that. such drug is not 
generaI1-y recognized, among experts qualified by scientific train- 
ing and experience to evaluate the safety and effectiveness of 
animal drugs, as safe and effective for use under the conditions 
prescribed, recommended, or suggested in the labeling thereof; 
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except that such a drug not so recognized shall not be deemed 
to be a ‘new animal drug’ if at any time prior to June 25, 1038, 
it was subject. to the Food and Drum Act of June 30, 1906, as 
:lmended, and if at such time its labeling contained the same 
representations concerning the conditions of its use; or 

“(2) the composition of which is such that such drug, as a 
result of investigations to determine its safety and effectiveness 
for use under such conditions, has become so recognized but which 
lms not, otherwise than in such investigations, been used to a 
material extent or for a material time under such conditions; or 

&‘ (3) which drug is composed wholly or partly of ‘any kind of 
penicillin, streptomycin, chlortetracycline, cliloramphenico~, or 
bacitracin, or any derivative thereof, except when there 1s in 
effect a published order of the Secretary declaring such drug not, 
to be a new animal drug on the grounds that (A) the require- 
ment of certification of batches of such drug, as provicled for in 
section 512(n), is not necessary to insure that the objectives 
specified in paragraph (3) thereof are achieved and (B) that 
neither subpamgrxph (1) nor (2) of this paragraph (w) applies 
to such drug. 

U(X) The term ‘animal feed’, as used in paragraph (w) of this 
section, in section 612, and in provisions of this Act referring to such 
paragraph or section, means an article \vhich is intended for use for 
food for animals other than man and which is intended for use as 
n substantial source of nutrients in the diet of the animal, and is not 
limited to a mixture intended to be the sole ration of the animal.? 

Exception. 

34 Stat. 768; 
52 stat. 1a59. 

21 USC 1-15 
notes. 

Ante, P. 350. 

“Animal feed.” 

Ante. PP. 351. 
343 

76 Stat. 784, 
788. 

21 USC 331. 
52 stat. 1042; 

61 Stat. 11. 

72 Stat. 1784; 
74 stat. 397. 

21 USC 342. 

59 stat. 463. 
21 USC 352. 
21 USC 357. 

PROIJIBITED M?TS AND PEN.iLTIES 

SEC. 10.3. Section 301 of the Federal Food, Drug, and Cosmetic Act, 
~1s amended, is amended by- 

(1) striking out “or” before “507,” and inserting “, or 512 (j), 
(l),or (m)“after”XYi (d) 

(2) 
or (p) ” in paragraph (e) , and 

adding “512,” after WG,” in paragraph (j ) . 

.lNIMAL DRUGS IN FEEDS AND RESIDUES THEREOF IN OTHER FOOD 

SEC. 104. Se$ion 402 of the Federal Food, Drug, and Cosmetic Act, 
as amended, is amended by- 

(1) striking out the word “or” before “(iii)” in clause (A) of 
subparagraph (2) of paragraph (a) and inserting “; or (iv) n 
new animal drug” after the words “color additive” therein; and 

(2) adding before the semicolon following “commodity” at the 
end of the proviso to &use (C) of subparagraph (2) of para- 
graph (a) the following : ‘( ; or (D) if it is, or it bears or contains, 
a new animal drug (or conversion product thereof) which is un- 
snfe within the meaningof section 512”. 

.\NTIBIOTIC DRUGS FOR ANIXALS 

SEC. 105. (a) Section 502 of the Federal Food, Drug, and Cosmetic 
Xct, as amended, is amended by inserting “(except a drug for use in 
~tnimals other than man)?’ after “represented as cz drug” ia pnra- 
graph (1). 

(b) Section SO7 of swh Act is amended by inserting “(except drugs 
for use in xnimnls other than mau)” after “drugs!’ in the first sentence 
of subsect ion (a). 
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SEC. 106. Section 801 (d) of the Federal Food, Drug, and Cosmetic 
Xct, ns ;lmended, is w~ended by adding at the end thereof the follow- 
ing: “Kothin,v in this subsection slwll authorize the expo;tntion of 

. any nen animal drug, or an nnimt~l feed bearing or containing a new 
an i anal drug, which is unsafe within the meaning of section 512 of 
this Act..” 

.!hrENDMEST tT’ITIi RESPECT TO YIRUS, SERGM, TOXIN, -Ih’D 
.~N.lLOfJOL-S YRODTCTS .\CTS 

SEC. 10’7. Section HOd(c) of the Federal Food, Drug, and Cosmetic 
,1ct is amended by striking out “the virus, serum, and toxin Act of 
Jnly I, 1902 (I~.S.C., 1084 ed., title 42, chap. 4). ;” and inserting in lieu 
thereof t.lle following : “section 331 of Yubllc Health Service Act 
(relating to viruses, serums, toxins, and an;~lopons products applicable 
to JIMI~) ; the virus, serum, toxin, rind ;tnalogous products provisions, 
applicable to domestic animals, of the -1ct of Congress approved 
March 4, 1913 (37 Stat. 8:~%83.‘3) ;“. 

EFFECTIVE D.\TE AKD TRAXSITI09.\L PRO\‘ISIONS 

SEC. 108. (a) Except TS otherwise provided in this section, the 
;~lllell&llellts mHde by the foregoing sections ~1~~11 take effect on the 
first &ly of t,he thirteenth calendw month which begins after the date 
of enact.ment of this Act. 

(b) (1) As used in this subsection, the term “effective dxte” means 
the effective date specified in subsection (a) of this section; the term 
;‘basic Act!’ means the Federal Food, Drug, and Cjosmet ic &t ; and 
other terms used both in this section and tl& basic Act shtill have the 
same meaning as they have, or had, at the time referred to in the con- 
text, under the basic Act. 

(2) Any approval, prior to the effective date, of n new anin drng 
or of an animal feed bearing or containing a new animal drug, whether 
granted by approval of a new-drw qqduxtion, master file, mtibiotic 
regulation, or food additive regu ntion, shall continue in effect, and f 
shall be subject to than e in nccordance with the provisions of the 
basic Act as amended by t lis Act. 7 

(3) In the case of any drug (other than a drug subject to section 
612(n) of the basic Act :\s amended by this ,2ct) intended for rise in . :lnnnals other.tllan man which, on October 9, 1062, (-1) was commer- 
cii~lly used or sold in the United States, (13) w’;\.s not i\ new drng as 
defined by section 801 (p) of the basic ,\ct as then in force, and (C) 
was not covered by an effective n 1 )lication under section e51):5 of thnt 
,Ict, the words ‘Let?ectiveness” an IF ‘eff’ertire” contained in section 201 
(w) as added by this &t to the basic ,ict shall not npplg to sac11 drug 
when in tended solely- for rise under conditions prescribed, recom- 
mended, or suggested In labeling with respect to such drag on that d>ly. 

(4) K~~nlwtIons providing for fees (and :ttlvance deposits to coyer 
fees) which on the day preceding the effective dttte applicable. under 
subsection (n) of this section were in effect putsnant to section 3)7 
of the basic ,ict shrill, escept as the Secretary nmy otherwise l)re- 
srribe, be deemed to itIIl)lv aho undel~ section :ild( n) of the basic ,\ct, 
iltld appropriations of fehs (and of ;1tl\-itnce deposits to (*over fees) 
nvail:Me for the purposes specified in such section 507 as in effect 
prio! to fhe effective date shall also be nvailtlble for the purposes 
specified 111 section 512(n), including preparatory work or proceed- 
ings prior to that date. 

Approved July 13, 1968. 
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