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AGENCY: Food end Drug Administration.
ACTION: Proposed rule :

SUMMLRY: The Food end Drug
Acministration (FDA) is proposing to
amend the entibiotic drug reguiations to
specificaily exempt from batch

certification antibiotiz drug products for

over-the-counter (OTC) humen use that
mect all of the conditions in §3301 (1
CFR 33C:1) and in an applicable final
OTC zantibiotic ¢rug mornogreph. Under
the exemption, manufacturers would not
be required 1o obtzir. before marketing,
certilication cf eech bzich of an OTC
antibiotic drug that is generaily
reccegnized as safe and effective and not
misbranded.

DATES: Comments by September 20,
1885: reguests for an informai
corference by Avgust 21, 3985.
ADDRESS: Writien comfrents to the .
Dockets Management Branch (HFA-

305). Food and Drug Aéministration, Rm.

4-62. 5600 Fishers Lane, Rockville, MD
20857. =

FOR FURTHER INFORMATION CONTACT:
Rabert J. Mever, Center fo; Drug and
Biologics (HFN-362), Food and Drug
Adminisiration, 5800 Fishers Lane,
Rockville, MD 20857, 301-443-5220.
SUPPLEMENTARY INFORMATION: In the
Federal Register of September 7. 3982
(47 FR 39155}, FDA smended § 433.1 of
the regulaticns (21 CFR 433.1). which
describes how antibiotic drugs can be
“xempied from the batch certification
reqrirements of section 507 of the
Feceral Food. Drug. and Cosmetic Act
vthe act) (21 US.C. 357). This regulation
now provides thst antibiolic drugs for
buman use are exempt from the batch

... €ertification requirements of the act if

they #re approved for marketing under’
"Bn appropriste antibiotic Form 5 or

=" Form 6 and mee! certain otber specified

conditions. Because the act provides

that an antibiotic drug that is a pew drug

exempted from the batch certification
requirements is subject to the new drug
approval requirements of section 505 of
the ect (21 US.C. 355}, the regulations
eiso provide that an approved antibiotic
Ferm S is regarded as an approved new

A mvmlic;miioe -2

Par! 330 of the regulations (21 CFR
Part 330) contains procedures by which
tlasses of OTC human drugs are
cererally recognized as sefe and
efiective and not misbranded. Under
these procedures. an CTC grug procuct.
including an OTC antibiotic grug
product, that conforms to esch of the
gereral conditions established in
§ 220.1. and to each of the conditions in

~ an applicable fina] OTC drug

menograph issued under § 350.10, is
generally recognized as safe and
eliective and not misbranded. Because it
is generally recognized es safe and.
tifective. such 2 product is not subject
"o i%e new drug arprovel recuirements
of seciion 505 ¢f the act. Accergingly.
CTC antibiotic drug procucts that mee:
"z concitiens in Part 230 do not need
«77rovas for mearketing in the form of e
érproved entibiotic Form 5 or Ferm 6.
. Tne zgency believes that an OTC
Tiitiotic €rug product that meels the
;virements of Part 230 elso should be
exempiec from the batch certification )
ttcuirements of secticn 507 of the sct, .
ilowever, such drug products would not
~.tetene of the cenditions necessary for

hh

. exemptise under § $33.1, s this section

iz presently wrillen, Specifically. such
Zruz predacts would not be epproved
e markcting vader an approgprizte

enibiotic Form 5 or Form 6. as § 4331

few reguires. FDA did not intend to
“exciwde QTC antibiotic drigs that are

£ nurelly recognized as sufe and
lective from the exemrtion from batch
trrtijication. Therefore. the sgency is

proposing that § 433.1 be revised o
exempt from the requirements of betch
certifization all OTC antibiotic drug .-
procucts that conform 1o each of the
generz! conditions established in § 330.1
of ihe regulations and to each of the
cencitiens in an aprlicabie final OTC
Crug monograph isssed under § 330.10.
The zgency js also proposing s
conlerming technical amendment to
§423.2(8).

Esvironmeatal Impact

The sgency has determined pursusnt
1o 21 CFR 25.24(a) (8) ang (S} (April 26,
1985; 50 FR 16636) that this proposed
action is of a type that does not .
indivicually or cumulatively havea' .
significant impsct on the heman
environment Therefore, neither an
environmental assessment nor an
environmental impact statement is
required. :
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% ,,.Eeonomic Impact

. The egency has considered the
-economic impaci of this proposed ruie
.and bas determined that it does not
require & Regulatory Fiexibility
Anzlysis. es defined in the Regulatory .
Flexibility Act (Pub. L. 86-254). .
Specifically, the proposed ruie would
- 2llew OTC antibiotic drugs that are
generally recognized as safe arg
eflective 1o be merketed without
obtzining certification of each batch of
antibictc drug. thes elizinsting the cost
of this certificztion for the , '
manufacturers of OTC entibiotic crugs
that will be marketed tnder &n
8rplicabie fina]l OTC drug monegraph.
Acceriingly. the age.cy certilles that
this rulemaking, if promulpated. vill not
ave e significant economic impactiona
‘subtizniial number of smal] entities,
Interested perscne mey. cn or before
September 20, 1985, submit to the
Dockeis Mznagement Branch {zdcdress
ebove) writien commenis regarcing this
propeszl. Two copies of EDy comments
Ere to be submitted. except that
individuzis may submit ore copy.
Commerts 2re o be identified with the
€ocket number found in brackets in the

" heading of this document. Received

comments may be seen in the office
gbove between 9 s.m. and ¢ P&,
Moncay through Fricay.

“Interested perscns mzy also. oo or
before August 21, 1855, submi to the
Dockets Mzrzgement Brench & request
for en iniorma! conference. The
participznis in a informal coaference, if

. 15 held. will have unti September

3. 1853, or 30 days from the gate of the
conference. whichever is later, 1o suImit
their comments. :

List of Subjects in 21 CFR Partq23
Artbiotics. - .
Therefore, under the Federal Food,

Drug. and Cosmetic Act and under

authority delegated 1o the Commissioner

. u;{ Food and D:ugs it js proposed that

211 433 be 2mended a5 {oliows:

PART 433—EZEMPT)0N§ FRO'M
ANTIBIOTIC CERTIFICATION AND
LABZLING REQUIREMENTS =~ -

1. The authosity citation Ior 21 CFR
Part 433 would orntinue {o resd as
follows: . o

Authority: Sec. 507, 59 Stat 463, &S
amenced (21 US.C 357}, unless otherwise
noled.

2. In Part 433 by revising §§ $33.1 and
423.2(b) to read as foliows: .

§433.1 Exemption cf antivistic drugs for
humzn use from bat=h certificztion
requirements.

{2) Antibiotic drugs for buman use Bre
exempt frem the baich certification
requirements cf Pert 431 of this thapter
if the conditiens. pf peragraph (b) of this
secticn are met: or. in the case of over.
the-counter artibiotic dregs subject.to -
&n over-the-counter drug monegraph in
this chapter, if the conditions of .
paragTeps (c) cf this section are met
- {b) The corditions are as foliows:

(1) Tne antibiotiz drug is spproved for
marketing uncer en apprepriste
antibictic Form 5 or Form 6 epplication
or is the subject of review under the
Dnug Eificsey Stedy Implementation -
Program. .

{2) The entibiotic drug is Packaged
end labeled jer dispensing in

- accordance with the applicsble

»

regulaticn {monozraph) in this cheapter
except where cther lebeling bas been
erprovedin an zpslicable antibiotic
Form5orForm 6 epplication.

{3) The buik 2xtibiotic drug vsed in
Pprepering the erntibicur grug srof ot
rieeis the siznZerds of idexnzity,
strength. queiinv. and purity specified in
the epplicable regujation {mezczraph) ia
this chepter excert where siher
slendsrds kave been epproeved in an
eppliceble snihione Formsce:rFoms
epplication. :

{4) The antbiotic drug preéct meets
the standards of identits, sire=zuk,
quelity end purity specified in (-
appliczble regulation (rmonoz-zph) in
this chepter except where othar
Bler.durcs have been 8pproved in &n
srplicable antibictic Form FerFerms
application. ) o

(c) The over-the-counter antihiotic
drug produc: {or human use maeets the
general concd:tions established in § 3301
of this chapler, and the conditions
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specified in an applicable over-the-
53: counter drug monograph in this chapter.
= ~:{d) In sccordance with the provisions
A..'T_;of section 53711[';) of g:e act, an antibiotic-
%, containing for human use exempt .
4}g""frt)mtlnrequiz'émem: for batch .
.- certification under paragraph (b) of this
section is subject following its approval
Ao section 505 of the act and applicabie
- Tegulations for new drugs, generally
Parts 310 through 214 of this chapter. For
~ each antibiotic drug subject to an .
exemption under paragraph (b) of this
section: .- . -
{1) An approved antibiotic Forms
spplication is regarded tobe an .
approved new drug application under
§ 314.50 of this chapter.
{2) An approved antibiotic Form &
application is regarded to be an .
approved abbreviated new
epplication under § 314.55 of this
chapter, .
(e) Nothing in this section prevents a
manufacturer from applving for batch
) certification of an antibiotic drug for

: buman use subject 1o an exemption
- under this section as provided in section
507(c) of the act.

{1} All exemptions from batch
certification requirements for antibiotic
drugs for human use under this section )
are zubject 1o the conditions of
effectiveness under § 433.2. -

. {g) Reporting/ recordkeeping
. Tequirements contained in this Part 433
bave been approved by the Office of
" Manegement and Budget and assigned
epproval numbers 0910-00C;, 0910-0003,
and 0910-0055.
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{b) if the Commissioner finds that the
person granted an exemptioz from batch
certificaiion requirements for zn '
entiSiolic drug for humen use has feiled

- either o cemply with the requirements
ciseciicn 505 of the act end (he
rezuiztions promulgated thereunder or
1o mect the geners! conditions -
esteblished in § 330.1 of this chapter end
the ccncitions specified in an spplicable
over-the-counter drug monogreph in this
ciapien or if the Commission finds that ,
the reguirements of § 423.1 beve not
been met: or il the Commissioner finds
that the petition for exemption from

beich certification contzing any {alse
s:etements of {zct. the Commissioner
may revoke the exemption from batch
ceriifications requirements immediztely

&::2 require baich centification of the

€-ug until such person shows adequate
tzuse why the exemption from baich

certification requirements should be

reinstated. . -
. ‘. 7 [ . [ I . -

Dated: July 12, 1985,
Joseph P. Hile, _ .
Associate Commissioner for Regulatory
Affoirs. : i

{FR Doc. £5-17281 Filed 7-16-85; 8:45 am]
BillnG COOE £180-01-K




