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Commerce, p.0, Box 273, Washington, Dated: July g, 1988, certification Tequirements of section 50y
DC 20044, Paul Freedenberg, s of the Federa] Food, Drug, and Cosmetig
3. Because g notice of Proposed Assistant Secretary for TradeAdmzm'stmabn. Act (the act) (21 U.S.C. 357] if they arg

Tulemaking and an Opportunity fop [FR Doc. 86-15814 Fileq 7-14-86; 8:45 am] approved for mfﬂ’??t}'flg under an -
public comment are not required to be BILLING CODE 3510-pT-gg appropriate antibiotic applicatign
given for this rule by section 553 of the {formerly a Form 5) o an abbreviated
Administrative Procedure Agt BuUs.c antibiotic application (formerly 5 Form
553] or by any other law, under sections DEPARTMENT OF HEALTH ARND 6) and meet certain other specified
803(a) and 604(a) of the Regulatory HURMAN SERVICES conditions, Part 330 of the regulations
Flexibility Act (5US8.C 603(a) and , ; containg procedures by which classes of
6064(a)) no initia] op fina] Regulatory Food and Drug Administration o OTC human drugs are generally
Flexibility Analysis hag to be or will be recognized as safe and effective and not
Prepared, 21 CFR Part 433 misbranded, The agency has determined
4. This rule involves a collection of [Bocket No, 84N-0373) o that an OTC ar.xﬁbiotiq drug product that
information subject to the requirements ‘ meets the requirements of Part 330 alsq
of the Paperwork Reduction Agt of 1280  Antibiotic Drug Prodycts for Over-the- should be exempted from the batch

(44 U.S.C. 3501 of 5eg.]. This collection Counter Human Use; Exemption From  certification requirements of section 507
has been approved by the Offjce of Certification ) ‘ -

number 0625-00g7. ‘ AGENCY:FFoc;i a?d Drug Administration, necessary for exemption under § 433.1,
ACTION: Final rule, as this section ig ¢ ently written,
List of Subjects in 15 CFR Part 399 irently

Specifica]ly,such drug products are not

Y: Th :

Exports, Reporting and recordkeeping SUMMA.R fe Food and Drug " approved for marketing under an

; Administration (FDA} is amending the o bioti licat:

Tequirements, antibiotic drug r egulations to aggmp'na.z ann_bl'otx'c app I;.catn.cn or an

PART 399—{AMENDED] - specifically exempt frop; batch §433.1 mas r:ngirleoén;ﬁ?;fg ﬁg?’ir?kind

certification antibiotjg drug products for to ex;:!u de OT% antii:;ia tic drugs that are

Accordingly, Part 398 of the Export over-the-counter (O?.‘Q} hu:lman use that generally recognized ag safe aid o
dministration Regulations (15 CFR 330y 2L of the conditions in 21 CFR effective from the exemption from batgh

Parts 368-agg) j5 amended ag follows: 330.1 and in an applicable fina] QT
1. The authority citation for Part 399 antibiotic drug monograph, Under the
continues to read gg follows: exemption, manufacturers are not

e . required to obtain, before marketing,
U.g ngg;y ﬁgf E%§22:7:’s?nf§§ge§d?%yogub, - certification of each batch of an OTC

ceriification, Therefore, the agency
Proposed that § 433 1 be revised tg
exempt from the Tequirements of hatch
certification all OTC antibiotic drug
products that conform to each of the

L. 97-145 of December 25, 1981 and by pub. 1.  antibiotic drug that is generally it i ; ‘
9564 of July 12, 195, E.Q. 12525 of }u:iiy 12, recognized as safe and effective and not g??gg‘féﬁ?ggg:iﬁg?g I;Sa}::idoﬁgj 301
1985 {50 FR 28757, Jujy 18, 1985); Pub. L, g5.. misbranded, c ouk X ,

¢ s : . . conditions in ap applicable fina] oTG

23, 50 Us.c, 1701 et seq., E.Q. 12532 of DATES: Effectlve August 14, 1986; notice mono h iss ed undel' § 330, 10

5 omiber 8, 1985 (50 FR 30861, Septorabey f participation for heari g Braph issu S

) Or participation and request for heart he agenc also propo d P2
10, 1985). by August 14, 1986, data information technigal o) dment o § 4%§Z?b§mmg

’ ' : ) ecanical amendment to .2(b).

§ 399.1 [Amendeq; - and analyses tq justify a hearﬁng by : :

September 1 5, 1988, Interested persons were Biven umnti]

2. In Supplemens No. 10 § 3g9.1 (the : . : eptember 20, 1985, 1o submit written
Commodity Contro} List), Commedity ADDRESS: Written comments to the commenis on the Proposal and untj]
Group 5 (Electronics ang Precision Dockets Management By anch (HFA.-- August 21, 1985, to submit requests for

Insimments}, ECCN 15724 ig amended 305). Food and Drug Administr ;a“tion, Rm. an infarmga} conference. Ng comments gp
by adding as the first note 4 new Note 4-62, 5600 Fishers Lane, Rockville, MD - I®quests for an informa) conference
under paragraph (d),‘reading as follows; 20857, - Were received ip response to the

. , . FOR FURT! HER INFQHMAWGN CONTACT: 1

15724 Records or reproducin, ' 7, Proposa
andzgeaiaily zggz;gnea}; bmr?;oni;gdgggg;‘br& R.O ber t J. Meyer, Center for D, ugs and In the Federal Register of F. ebruary 27,
R A Biologics (HFN-362), Food and Drug 1985 (50 FR 7452), FDA revised itg

(@ » 7 dmqustratxan, 5600 Fishers Lan:e,, regulationg 8overning the approva} gf

Note.—4 validateq export license jg Rockville, MD 20857, 301-295-8049. hew drugs and antibiotic dr ugs for
fequired only for Country Groups S and Z for SUPPLEMENTARY INFORMATIo: human yge, Under that final rule, FDA
exports of computer flexible digg cartridges - amended the antibiotic regulations in
designed for digital recording ang Background , §431.50 (21 CFR 431.50) by. removing the
- production having g “grogs tapacity” less In the Federa] Register of July 22 1985 - terms antibiotic Form 5 and antibjotic
taan 17 million bits, o (50 FR 29702), FDA proposed to amend Form 8 becayge they were superseded
(Released from export controls by this Note the antibjotic drug regulations to " by the new termg “antibioti :
are; Single or double sig ingle o double  SPecifically exempt from batch application” ang “abbreviated antibjotic
deg s)i t;gﬂ;g.‘ggpp;f‘ dn‘ifg g:;g%ga‘;” do“;’me Certification antibigtig drug products for application,» respectively. In order to
exceed 48 tracks por inch; - OT  uman use that meet all of the update thege regulations, conf?nnmg

2] Single or double sigy or single or double conditions in § 330.1 (21 CFR 330.1) ang amendments have heep made in the
density 5.25.inch “floppy” diskettes that do én an applicablﬁ fina} OTC antibiotic final rule, .
hot exceed 98 tracks er inch; and Tug monograph, . .

(3) Single o doubiepside or single or double Ags discusseg' in the Propesal, § 4331 ) Economic Impact :
density 3.5-inch “floppy” diskettes that donot  of the regulations {21 CFR 443.1) The agency has considered the
exceecj. 135 tracks per inch.) Provides that antibiotic drugs for human economic impact of thig final rule ang
* % L4 L

use are exempt from the batch has determineg that it does pot require g
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regulatory flexibility analysis, a8 Therefore, under the Federal Food, applicable over-the-counter drug
defined in the Regulatory Flexibility Act ~ Drug and Cosmetic Act and under monograph in this chapter.

{Pub. L. 96-354). Specifically, the final authority delegated to the Commissicner @ In accordance with the provisions
rule allows OTC antibiotic drugs that of Food and Drugs, Part 433 is amended  of section 507{e) of the act, an antibiotic-
are generally recognized as safe and as follows:

containing drug for human use exempt
from the requirements for batch
certification under paragraph (b) of this
section is subject following its approval
1o section 505 of the act and applicable

. effective to be marketed without
obtaining certification of each batch of PART 433—EXEMPTIONS FROM
antibiotic drug, thus eliminating the cost ANTIBIOTIC CERTIFICATION AND

of this certification for the LABELING REQUIREMENTS
manufacturers of OTC antibiotic drugs

that will b keted und 1. The authority citations under 21 regulations for new drugs, generally
A bl ] e dn eran . CFR4331 o on.2 are removed and  Par® 310 through 314 of this chapter. For
Z?p mi. e\ n{ah Tug mg;} ogrtgp g the authority citation for 21 CFR Part 433 each an_tlblotlc drug subjecttoan '
ceordingly, 118 agency certifies that is revised to read as follows: exemption under paragraph (b) of this
this final rule will not have a significant o S } section:
.egongmlc lmpact on.a. substantlal Authority: Secs. 505, 507, 52 tat; 1050-1053 { 1) Aﬁ approve d aniibioﬁc applica tion
fumber of small entities. as amended, 59 Stat. 463 as amended (21 .
T : U.S.C. 355, 357); 21 CFR 5.10. S s ?fflgaff_led to ge a§ ;f;égvefdth_
Filing Objections : : 2. By revising § 433.1 to rea das :égg 1'?;- jon under 50 of this
Any person who will be adversely follows: piet. .
o B : {ZyAna roved abbreviated
affected by this final rule may file 2} AN BpPIOFES* &t
objections to it and request a hearing. §433.1 Exemption of antibliotic drugs for antibiotic application 18 regarded to be
Reasonable grounds for the hearing human use from batch certification an approved abbreviated application
must be shown. Any person who requirements. ender § 314.55 of this chapter.
decides to seek a hearing must file: (1) () Antibiotic drugs for human use are () Nothing in this section prevents &
On or before August 14, 1988, a written exempt from the batch certification manufacturer from applying for batch
aotice of participation and request for - requirements of Part 431 of this chapter certification of an antibiotic drug for
hearing; and (2) on of before September if the conditions of paragraph (b) of this  human use subject to an exemption
15, 1986, the data, information, and section are met; or, in the case over-the-  under this section as provided in section
analyses on which the person relies 10 counter antibiotic drugs subjecttoan 507(c) of this act.
justify a hearing, as specified in 21 CFR over-the-counter drug monograph in this (f) All exemptions from batch
314.300. A request for a hearing may not chapter, if the .condltmns of paragraph certification requirements for antibiotic
rest upon mere allegations or denials, {c) of this section are met. drugs for human use under this section
but must set forth gpecific facts showing (b) The GOn'fh.thPS are as follows: are subject to the conditions of
_ that thereis a genuine and substantial U{(Ttl?e antx(;nonc drug 18 %PI;YO‘-’Ed for effectiveness under § 433.2.
issue of fact that requires a hearing. Ifit ™87 eting under an appropriate Anproved by the Office of Mana ement and
coniclusively appears from the face of ant}bl.o‘u'c application Ot ?bbmwat?d giu%%et undef contmllnumber 091(%—0001.)
the data, information, and factual antibictic application of 18 the subject of
analyses in the request for hearing that review under the Drug Efficacy Study 3. By revising § 433.2(b) to read as
no genuine and substantial issue of fact lmgpzl)e':{;l}fntat:%r} E;{‘O%Tﬁlm-_ Laged follows: .
precludes the action taken by this order, e antibiotic drug :8 package 4332 Conditions.on the etiectiveness of
or if a request for hearing is Yotmadein and labeled for dispensing i1l . § 433 e

exemptions of antibiotic drugs for human

the required format or with the required accordance with the applicable use from batch certification requirements.

analyses, the Commissioner of Food and regulation (monograph) in this chapter

& * * * *

Drugs will enier summa judgment except where other labeling has been L o
aga;gnst the person(s) wll;?) ]req%lest(s} the approvedinan applicable antibiotic (b) I the Co(zinmlssmneft.fmdfsr tha{)tlieh
hearing, making findings and application or abbreviated antibiotic Per.s_%n granted an exentx}.fxon om bait
conclusions and denying a hearing. Al application. certl ication requirments ior an ufed
submissions must be filed in three (3) The bulk antibictic drug used in a{mblonc drug for human use has faile
copies, identified with the docket preparing the antibiotic drug product eifther to comph; ‘Sfth the r%qt\i:rements
aumber appearing in the heading of this meets the standards of identity, o s?““?“ 505 of the act an e
order and filed with the Dockets strength, quality, and purity specified in regulations promulgated f}}ereunder or
Management Branch. the applicable regulation (monograph) in to meet the 89119?31 Cen?ihusmsh d

The procedures and reguirements this chapter except where other estabhs{};efi in § 330_'; od this ¢ 5??91‘ ?;i‘
governing this order, a notice of standards have been approved in an thf" CO;! itions SP%% ied 1 an aP_P-_mih_e
participation and request for hearing, a applicable antibiotic application or over-the-counter (rug gonpgrap? in this
S'ﬁbmission. of data, inf@matiog‘ and abb;‘eviated aﬂﬁbiOﬁC application. chapter; or 1f_the Comrmissioner finds
analyses to justify a hearing, other (4) The antibiotic drug product meets that the rtlaqm‘remexés of § 433.1 h&?edm’t
comments, and grant of denial of a the standards of identity, strength, been met; or if the Comr jssioner :nas
hearing are contained in 21 CFR 314.300.  quality, and purity specified in the that the petition for exemption from

“All submissions under this order, gpplicﬁbie regulation (monoggaph) in batch certification contains any _false
except for data and information this chapter except where other statements of fact, the (}gmmlss1oner

rchibited from public disclosure under standards have been approved in an may revoke the e?iemp’aon_fmm b.atd‘l
21 U.S.C. 331(j) or 18 U.S.C. 1905, may be applicable antibiotic application or certification requirements u.nme%lic&y
“oen in the Dockets Management Branch abbreviated antibiotic application. and require batch certification of the
(address above) between 9 an. and 4 {c) The over-the-counter antibiotic drug until such person _sho;vs a%equite
p.m., Monday through Friday. drug product for human use is required cause why the exemption 1rom atc

L . ] to meet the general conditions c.e_r'nfxcahon requirements should be
List of Subjects in 21 CFR Part 433 established in § 330.1 of this chapter. reinstated.

Antibiotics. ' . and the conditions specified in 8n * * * * *
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Dated: July 8, 1988,
James W, 3wanson,
Acting Associate Commiss:bzzer for
Regu!aiolyAﬁairs. ’
[FR Dog, 86~15850 Fileq 7-14-88; g:45 amj
BiLLwg copg 4160-07-8y

[r—

DEPARTMENT OF LABOR

Wage ang Hour DEvision, Empioyment
Ndarde Administraﬁen

29 CFR part €97

g

lndus&ries in American Samoa; Wage
Order . :

Corraction

In FR Do, 85-14072 beginning on page
22517 in the issue of Friday, June 29,
1986, make the following Correctiong tq
§697.1(h}(1] on page 2251g: :

§697.1 [CorreciEd]

1. In the fourth line change “Tuly 5,
1986” to read “Ianuary 5, 1987,

2. In the fifty line change “July 6, 1986~
to read “July @, 1987, !

, € sixth line change “July 4,

1988" tg reaq “Ianuary 4,-1988", :
BILLING Copg 1505-91.3

[r—

VETERANS ADM EN!STRATUOM
38 CFR part 21

~Subsistence Alfowance for

Dependents and |
Veterans; Correction

AGENCY: Veterans Administration,
ACTION: Fing] rules: correction,

SUMMARY: The Veterang Admmxstraﬁon

]
o B
B2,
@

Federa] Register of June 23, 1988, at
pages 22807 and 22808, Th; document is
to correct the text of § 21.324(n}[2).
EFFECTIVE DATE: Gctober 14, 1982,

ermont Avenye Nw.,, ashington,

DC 20420, (209) 389-28gs,

Dated; July 8, 1588,
Marjorie Leandri,
Acting Chief, Directives Managemem
Division,

On page 22808 of the Federa] Register
of June 23, 1986, Volume 51,

§ 21.324(n (2} is correctly revised to reaq inspection and bhotocopying between
as followsg: ‘ : 00 p

d
§21.324 Reductipn oF termination dates address .
of Subgistence aliowance, ) s

* * * ® * FOR FURTHER INFORMATION CONTACT:

{m) Incarceration in prison or jgi; - Ms. Cheryl Beller, (202) 268-5166,
*oE o SUPPLEMENTARY !NFORMATIO_N As

(2} Halfway house gp Wor]f—release» Doticed in the Federa] Register on June
Program. The gy Sistence allowangce of , 1988, new §425.2 ecame
a veteran in g hgj ay bouse or work eliective gn June g, 1986, in ordep to give

the Federa] Governmen; or a State gp on that date, 51 FR 1983133, These new
local 8overnment Pays all of the Sectiong described conditions ynge,
veteran’s h‘ving €Xpenses, {3 Us.c " which a So-called “plyg» issue wilj be
1508(g).) deemed tg he a separate;publication if
L * * * published at a regular frequency-on the
[FR Doc. 86-15g7¢ Filed 7-14gg, g.45 am] 3ame day as angthey regular “issue"’,of
BILUING CODE 8320.1.5 the publication, » ’
e — Initg Opinion ang Recommended
ecision ip Docket Ng. C85-1, howevey,
POSTAL SERVICE the'Commission stated plainly that the
“on the same day” condition wag set
39 CFR Part 111 forth “solely because it is daily
. 5 " Newspapers who, becayge ofan.
Domestic Mail Manuaf; Eligibility of Improper administratiye construction of
Separate Publications 1o Mail at - the DMCS, gre eing permitted 1o enter
Second-Clagg Rates - Plus publicationg as second class eyep
AGENCY: Posta] Service, though they are not,elig}'b‘le._” Opim'o'no
AcTion: Interim pyj o, and Recommende.d Demsxon, Complaint

of Advo-System, Inc,, Docket»No. C85-1,
SUMMARY: Thig rule addg 4 new section  at 41—4_2 {January 24, 1986). The

or advertigjy, Purposes o fgp free akin to Plus publicationg would not be
Circulation ineligipjq for second.clagg eligible for Second-clags.” 7 o4 38-490
brivileges. §o_caljeq “Plug* Publicationg (Emphasis in original),
regularly Published op the same day as The Commisgion noted that the intent
another Tegular isgye of a parent of its fecommendatiop wouldbe .

Dberiodica] may. in certain circumstances Circumventeq jf “pubhcations havx’ng the
described i § 200.0123 of the DMCS, be characteristics of Plyg publicationg

ineligible for Second-clagg brivileges [were] entered ag Second class gp days
under the permit of the barent ot used for pubh'shing by Dewspaperg
Periodical. Sge 51 FR 19831-33, The New  which do not publish op 4 daily basis,”
rule makes jt explicit that, i , /. at 40, 1 added, however, that “[ijf .
appropriate circumstances, “Plus* I8 practice should develop, we believe
Publicatigpg may be considereq that wit € guidelineg provided hereiy,

Darent Periedica], Ianguage.” d 1t reiterated:
18 interim ryg g set fmﬁ ﬂ? beloyv for Furthermore while the language of the
Comment and 8uggeste revision Pprior tq Proposed amendment i limiteg to daily.

adoption ip final form, Rewspapers, we assume that thig Opinion wil}-
PATES: The interim rule wilj take effect a8sist the Pogta] Service in distinguishing :
on July 20, 19gg, Comments must he whether Printed matter jg gy, issue of g
received op op before August 14, 1gg5, pag’,"”k," bublication or Séparate
ADDRESS: Written Comments ghoyg be publication. .
directed to the Director, Office of 1d. at 42, o ‘
Classification and Rateg Admimstration, The new DMM § 425228, follows the
Posta] Service, Room 8430, 475 Commission's 8uidelings g determine
Enfant Plaza, Sy » Wag ington, D.C. Whether an issue” which is not
20260-5360, Copies of all written regularly published gp the same day as
Comments wi]j be availabje for another “jggyan of a Publication should





