Belly walj: Any piece of the black
membrane lining the belly wall that 15
larger than 3 cme,

a, Nematodes~Each Nematode with
capsular diametey 8reater than 3 mm op
each worm ngt éncapsulated, gregtep
than 1 om iy 1g th, or each worm which
is objectionable by virtue of itg dark
colour or any other characteristic.

b. Other Parasites—{to be elaborated

e).

Annex B._Recommended Defect
Table—Quick Frozen Fillets of Flat Fish

association with th
Sampling Plap, Instances of defects are
assigned for the indicated OCCuTences
in one kilogramme of product.

~fillete not A single bone Each additiona
designated gg graater than 5 occurrence, or
bonelsss, mm in an .
dimension, or an agglomeration
&gglomeration ©of such bones
of Such bonaes Covering an
Wwithin an area &rag groatey
of 3 cme, than 3 cmz,
~fillsts A single bong Each additiona
designated as Greater than s OCcurrence,
boneless, mm in any
-dimensior,

Blood clots............| A clot greater than Each additionas
Smmin any oCCurrence,
dimension,

External fing...... A fin or part fin 3 1Each additionat
Cm* or Jegs, Oceurrence and,

for each fin gy
part fin over 3
°m?, ey
additionat
Complete 3 gma2,
Skin (fillots A piece greater Each additionat
dasignatad as than 3 emz up ocCurrenice and,
skinless or gkin to ang including for each piece
on light side 5 eme, j overs cmz,
onlyj, : 8very additionay
i Complets 5 ome,
Bally wal (black A piece greater Each additiong
membrane), an 3 cme upr Occurrence and,
to and including for each piece
§ cme, greater than 5
ome, avery
adiditional
- i Compilete 5 cme.
Disccicraﬁon,m...... A significant Each additiona
. discoloration uf Occurrence and,
the Hesh Greater for sach
than 5 cme up significant
o and inciuding discotoration
10 cme, over 10 cme,
évery additiona
Complete 5 cms,

diameter Greater
mm or g
worm not
éncapsulated,
greater than 1
© in-length, or
2 worm which ig
objectionable
virtue of its dari
colour or gny
other

characteristic,

af gfki More han 7 instances of defects for fillets

() a total of nore than 8 instances of dsfects for fillate
Presented as skiniesg Or skin on light sids only,

Interested Persons may, on o before
January 3g, 1984, submit to the Dockets

individuals may submit one copy.
Comments are to be identifieq with the
title of the Codex standard and the
docket number found in brackets in the
heading of this document; Received
comments may be geen in the office
above between g a.m. and 4 p.n.,
Monday through Friday,

Executive Orger 12291 does not apply
to regulationg issued in accardance with
the formal rulemaki Provisions of the
Administratiye Procedure Agt [8Us.C
538, 557). Food standardg bromulgated
under 21 U.S.C, 341 and 871{e} fall under
this exemption, However, 8ny commentg
submitted jn support of establishing a

‘8. standard for this food shouyld be
supported by appropriate information
and data regarding impact on smal}

usinesg consistent with the
requirements of the Regulatory
Flexibih'ty Act (Pub, L., 96-354],

Dated: November 15, 1983,
Richard J, Ronk,
Acting Director, Bureqy of Foods,

{FR Do 83-31877 Filed 11-29-83; 8:45 amj
BiLLiNG CODE 4160-01-M

21 CFR Partg 201 and 33p
{ !)ccket HNo. 82N-3050)

Citizen Petition on the Regquirement for
a Pregnancy—Nurslng Warning for
Oversthe-CWnter Drugs: Notice of
Avaiiabiﬂty and Opportunity for Public
Comment

AGENCY: Food ang Drug Administratiop,
ACTION: Request for comments,
SUMMARY: The Food and Drug
Administmtiqn {FDA) is announcing an
OPportunity for public Comment on g

citizen petition filed by the Public
Citizen Healih Research Group
requesting an amendment to the
Pregnancy-nursing warning labe]
requirement fop over-the-counter (OTC)
drugs to include aill OTC drugs, whether
or not they are intended for systemic
absorption, _ .
DATE: Commenis by January 30, 1984,
ADDRESS: Writien Comments and
Trequests for single copies of the petition
to the Dockets Managemen} Branch
(HFA—-305]. Food and

dministration, Rm, 4-82, 5600 Fishers
Lane, Rockville, MD 20857,

FOR FURTHER INFORMATION CONTAST:
William E. Gilbertson, National Center
for Drugs and Biologics (HFN-510), Food
and Drug Adniinig tration, 5600 Fisherg
Lane, Rockville, MD 20857, 301443
4960,

SUPPLEMENTARY ENFGRMATION: Inthe °
Federal Register of September 7, 1982
0), the dgency proposed that
a pregnancy-nursmg warning be

The final rule, published in the
Federal Register of December 3, 1952 (47

"FR 54750}, was similar to the Pproposed

amounts o small as to haye no
pharmacolcgical or toxicological
significance, and that s that are not

intended for systemic absorption need

not bear the Warning (47 FR 54751). For
example, OTC s used topically or
mouthwagheg regulated as GTC drugs, )
which, because of their method of use,
are not intended to be systemically
absorbed, are not covered by the
i8 approach ig consistent
with that of the California regulation,
which, as stated abeve, applies only to
ugs intended for Systemic absorption
into the human body. Upon receipt of

abpropriate data, however, a specific

Group (the betitioner), 2000 P Street
Nw,, Washington, DC 20038, hag
petitioned FpA under the provisiong of
§ 10.30 Citizen Petition (21 CFR 10.30) tg
amend the requirement for the
pregnancy-numing warning label for
oTC drugs in § 201.63(a} and § 330.2 (21
CFR 201.63{a) and 330.2} by extending
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the labeling requirefnent {0 all drugs, absorption through the skin is known W warmings about uge during nursing and

whether or not they are intended for increase when the skin is inflamed or pregnancy. For example, a 1-ounce tubeof 2
systemic absorption. - digeased, and these conditions are likelyto - diphenhydramine cream may contain 560
. exigt when topically applied OTC drugs are milligrams (mg) of diphenhydramine

Summary of Petitioner's Views being used. Thus, FDA maust erT on the side of hydmchloride‘ In contrast, prescription
The following narr ative summarizes caution and assume that all OTC drugs are cgp‘su‘[es contain 25 and 50 mg of
the information an d arguments systemla"&llsi abss‘rbed unless a manufacturer dip’nenhydramine hyd_rochlo;ide, anda4

~egented by the etitioner in support £ can prove otherwise. e cunce bottle of an OTC cough syrup contains
proseiis y the per e pport 0 Many CTC drugs that are not “intended 330 mg of diphenhydramine hydrochloride
its pmposgi. The material md“(_“ed n for systemic absorption are known to be {125 mg per teaspoon). A pregpant o nursing
the narrative does not necessarily gyatemicaily absorbed. Some of these drugs, — woman wiéh @ bad rash or serious case of
represent the views of the agency. when taken orally, have been assgciated'with poison ivy could easily use one-third ofatl

The distinction thet FDA Yas drawn hirth defects. In some cases, the risk of birth ounce tube of cream in one application. Even

defects from these drugs is considered to be
serious enough 0 warrant a specific warning
on the label when the Grug appears in 2
prescription formulation. Such drags provide
the strongsst evidence that OTC drugs, even
those that aze not & tended for sysiemic
absorption, may pose & rigk to the fetus or the
aursing iwfant and ehould be required to
carry the general warning concerning their
use during pregnancy and while nursing.
Examples of such drugs &re as follows:
Hydreccrtiaone {cortisol) and
hydrocortisone acetate are corticosteroids

if only one-fifth of the applied substance {180
mz) was syskemicaily abeorbed, the ahsorbed
amount {36 mg} would be greater than that
;:antained in Z teaspoons of cough syrup-
Estogens and progesterone, both of which
are known to cause birth defects, are
contained in several currently marketed
hormone creams. The current detailed patient
package insert for combinaticn oral
contraceptives warns that oral contraceptives
should not be taken by pregnant women
becauge they may damage the developing
. N s child. In addition, the insert wams that the
snd constitute the primary active ingredients e R . .
s AR s developing female Child whose mother has
Y in several OTC topical anti-itch medications. . A - p
OTC drugs, all such drugs, even those not e s i received diethylstilbestros, an estrogen,
N ded f ‘o ab . The Handbook for Prescribing Medications : . . -~
nier , B4 N o e . { 1ar ting <
intende for systemic & sorption should be During Pregnancy” st ates that “chronic during pregnancy has a.ngk of getting cancer
subject to the labeling reguirement. 1 30 . o " of the vagina oF CeIVixin her teens oF young
S Ty . maternal gtercid ingestion during the fivst e T ta 1 . R
The agency stated that it did not intend to arimester has been ass ociated With adulithood. Tms risk, according to the ingert,
include drugs that are absorbed in S itng o dene 1 - e zstimated to be about1 in 1,000 exposures
niamifi 7 FR . avpromma‘cely a 1% incidence of cleft palate R
insignificant am? unts (é T 54751}1 in human cffspring Beczuse of animal studies or less. The insert also states that
However, even if a toplca preparation et B ey on o aghnormalities of the urinary and sex organs
: suggssting an effect on neurological and I
contains only a gmall amount of a drug, of I i : P have been re\pcr‘sed in male offspring 80
ven if onl 0 t of a topicall pulmonary development in fetuses exposed h s ¥
even if oniy & small amount o a topically to stercids in utero caution is necessary in exposed. It is possibie that other estrogens
applied drug 18 systemically absorbed, the a r_imini;‘e:rh su::h' dru o {0 e “a;;t *
congentration of drug in the blood or in won;e::}' {/\;}'gen ed s gi?, P .f:l Form.
preast mitk may stili be sufficient to harm the by o C(.)r“:sbin . v‘\lrfﬁ ni): bi ;!;I;mpé o !arry
ot i £ e G

between OTC drugs intended for systemic
absorption and those pot intended for-
systemic ahsorption cannot be justified.
Many, if not all, topically applied OTC drugs
{such s creams and ointments applied to the
skin} are absarbed through the skin and enter
the bloodsiream to sOme degree. Once they
enter the bloodstrearn, these drugs have the
potential io harm the fetos and the nursing
infant, just like drugs that are “intended” for
gystemic absorption. Thus, because the
purpose of the regulation is to ensure that
pregnant and nursing women are awaie of
the harm that may regult from their vse of

such as the esirogens in oral contraceptive
could have the same offect in the child if the
mother takes them during pregﬂancy.”

T e "l o gler e 2

PP atities of active ingredients ma " for systemic absorption. However, thereisa n patient package - I 18T O

kA gr may cause “bility that hydrocorti irth contraceptives, conjugated estrogens

birth defects {or Jevelopmental defects). possibility that by 0cortisons causes birt (including estrogen cream tor vaginal use)

Furthermore, the OTC pregnancy and nursing defects or de;relopmema} defects at t'he level o esterified oo ;ns atient ir;formav‘)i!o 0

wirning cwrendy in effect applies t© all of :xposm‘e that results from its use i an o e for oral c;n t.gace" - a:eA forn t
drugs intended for systemic absorption and OTC craam. . e a s 808 ed tain & wz;r;ir“ s:a*inr ihat the
does not distinguish between products on the nghenhyéramme_hydx_ocmomsie 1san 1:?;1" o soirt{;ﬁ: drug aré krgw;l to : ear ift
basis of the amount of active ingredients that antihistamine contained in a variety of ,00 c;n k. and th % they n;a : also dpe?c;e;so
they contain. prescription and OTC medications. n OTC t‘;eas;‘ m;m’ ax; 0 ;‘ edfi y & e

Tt should not be necessary to prove thata pfeparat{cns', it is used togwaﬂy_ as an anti- irquaﬂ i, y ot 1;1: Pﬂz biﬂe " ol studied
particular OTC drug that is not intended for itch medication for the relief of fiching };hoges :z‘oge 28 not uzn el s 1};“
systemic absorption is harmful to the fetus or associated with rashes, insect bites, and i respect to &7 steémz & SQ%(E o
the nursing infant in order to require that the other minor gkin irritations. The following -+ topical ﬁiiPim“‘?“' uzvever,; . x"eqm;es a
drug bear a waming 1abel concerning use warning 0% the use of 51‘91'}9!’—hff dramine patient package mseri ur.prcéfes?aillaéxa_ .
during pregnancy and pursing. Such proof is appears in “The Handbook for Prescribing drugs to warn sbout te risk of birt: efects
not required for those drugs already covered Medications During Pregna{zcy“: “Because of from the use of ﬁ::ese drugs dhf“‘:s pregﬁ:&ncyf
by the labeling rquirement. In discussing the its possible association with an increased Many other OTC drugs not “intended” for
type of evidence ecessary to establish the incidence of oral clefts, diphenhydramine systemus absorption are known tobe
need for a warning 1abel on OTC drugs that should not be used in the Hrst trimester [of systemically 3"330{178(1 wbe\.} 3?}‘119(? ’“3?13511}'
are intended for absorption, FDA stated that pregnancy] for reducing self-limited and can reach toxic concentrations in 128
sgthough there is at present & lack of specific symptoms and the discomfort of allergies.” biood. Because these drugs oat, be toxic t©
evidence to show that many of these drugs Furthermore, diphenhydramine is not - the user when topically apphied, itis likely
cause harm to the feius of rursing infant, the recommended for uge by nursing mothers that they can alse harm the fetus or the
agency believes that existing evidence ’ becauge it may inhibit Tactation, and small nursing infant when absorbed from topica
establishing the potential for some O1C amounts may be excrated in breast miik. preparations. AmOTE these drugs is neomycin
drugs to have harmful effects on the fetus or Even though topical preparations will not be sulfate, an antibiotic contasined in several
nursing infant warranis warning pregnant required to bear @ warning, diphenhydramine QTC ointments. Neomyéin sulfate is used to
and nursing women to exercise caution and iz known to be systemica‘dy absorbed when prevent infection and o aid the healing of
geck advice from 2 health ;:rafessicnal." {See topically spplied, and the amount of minor cuts, burns, and abrasions. Fowever,
47 FR 54754.) ; dipherﬂ-;yd:amine contained in OTC topical deafness, ons of the effects of neomycin
Absotute proof that 2 particular OTC drug preparaiions is not insignificant. Absorbed toxicity, has been reported following topical

is systernically absorbed shotld not be quantities of topically applied use of this drug.
necessary o invoke the labeling requirement diphen’nydramine could equal or exceed Other topically applied drogs that can

- because, 88 @ general rule, drugs applied to those reached by the use of prescription cauge toxic effects when sysiemaﬁca&iy
the skin or Mucous membrane are capsules ox O'TC oral formulations of ahsorbed are dibucaine, lidocaine, and

systemically shsorbed to some degree. Drug diphenhydramine, both of which will carry teiracaine, which are local anesthetics used
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. OTC topjgy Medications o g, relief of misbranded, g this cannot pe sold, if j1g 10.30(h)(3)), the ConimiésiDHEP of Food
bain and itching, Becauge S0me of thege drugs Iabe!ing i8 “falge op mialeading in any i i bli

are contajpeg inpl‘eparanons indicated fop Particular.” | ghe] 1S misleaqing” jp it fajlg on the follgyi qQuestiong before
€ freatment of hemorrhoids, they are to reveg) Materia] faqpg “with Tespect to reaching ap decision on the Petition
4pplied tg the rectal areq, where thepe isg Consequenceg Which May result from use” of D 8 any t . At
"800d chance thay they will come Into contacy the drug, gz has determineq that any 1. Does the Cutrent reqyjp, €men
With mucoug tmbrane, T, ucous Systemically absorbed drug ugeg during which exempts f, the p enancy-
membrﬂﬂe of th Permitg a hij, Pregnanc Gr while nursing “may 08e some aurs. I‘ﬂlﬂg label OTC drllg not
°8e of absorption { many Substanceg Tisk to the fop,g Of newborn ghy) g 47 FR Intended f, 8ystemig 5 tion,
rmése%ue tly, S.!lflslze?lt bsomﬂt;ln Oft }t]hes 754 "8 18 & materig) p, thatmug “quately protect the fetus angd
2Cucty > very likely 1o ¢ W When they be disclogeq In the labeling of all drugg thay nurs » €Ven though it 1 owny
2pplied ingide of Dear the Te{?tum‘ Because are Systemically absorbelc‘il.gwhethe:g'xgxch thl;rt ::;mg?nﬂ of theseﬂ:ix-ugs can }f:
Drégnant womep are particy arly prone tq -absorption i intended op not, By miting the 8ystemicaljy absorbeq to some degree

developin hemorrho;.d,, they mg well
'Ping e 8, they may we use SCope of the I rule to only thoge drugs When applied topic_aﬂy?

Borig acid, salicyclic acid, ang phenol are o : : 2. Undey what circumstances,’ if any,
other SXamples of drygg that are Iyouy to be ﬁ;’f gotfec:r ;ﬁ:,ﬁﬁ?gﬁ’goﬂﬂsﬁggs should Fpa Tequest g pregnancy—nursfng
Systemically abgg, bed and Capable of child, “For the ame reasons, vy believe thay Warning labe] fo orc drugs not
Producing toxig éffects. Boric acid is ap as acted ip 5 rbitrary ang Capricigyg Intended fop systemjc absorption? For
; tise }?c. co i d in pr, oducts used tq treat SIner in violation of section 10(e) of g, © eXample.

en.1m'*r 0“.18' Salicy, CJ acid | . ) Administrative Procedyre Act, 5 Us.c. 708." Should FDA re uire g warnin labe] ‘if
Antimicrphig) ingredient Contained iy, many . qu gl
ore medicationg yegg In the treatmeny of * The Petitiongy concludes by urging it knon"s that g fopical OTC drug ig
athlete's foo, jock itch, ACne, psoriggig, and FDA 19 grant the Petition ang amend the Systemically absorbedy
Sandruff. It jg goy found j5 wart removers, in labeling requirement ¢, apply to all oG Should Fpg Tequire 5 Warning labe}
Phenol ig an algesic ang antiseptic foung drugs, The Petitioner gtqes that thig On the assumption that al) drugs are
mi?fngﬁggﬁxﬁﬁizined In OTC topjcyy amendmep} should include gJ] orc Capable of Bystemic absom,ﬁon éven
drug progygys are known, ¢ 1, egsorbed P 8 that are po¢ intendeq for 8ystemic though ﬂlﬁjy have Dot yet been studied
through the gf i Although nof gy o _ absorption by; that are kngyyp, 40 be and there jg 10 evidence thqy the OTC
cause birth defects op 4, be toxiz 14 the uger, systexm‘caﬂy absorbed, 48 well ag g1 drug ig Systemically absorbed?

&Y are syste; ally abgorheg and thug haye 85 that haye ot yet been at data gpe available o the
1€ potentig] 4, y etus or th I Ing StudIEd. because they may he active mgredlents mOTC 88 that are
infant, Exampleg of such drugg g € histaming Systemicaljy absorbeq, The Petitionep 110t intended fg, Systemic absorption

4 dmcmo"de'. a1 Dical analges;; Zontends thay s TSt as3ume they all  and that have beep associated with
Pesorcing, 4 topicg Analgesic qng keratolytm X . birth g fectg { estrogens :
fontained in gyep Products ag gop, Creamg o /88 are capahjg of systemic » cects fe.g,, sens,
and a femining o-ir medicatjon, absorption, d thys should be subject Ydorcortigone)p :

‘tripeﬂennamine, an antihigtamjpne Contained to the !abeling Tequiremenyg, uniesg g 4. What datg are available on the
in some topicar analgesics: anq benzoy] Manufactypep ;4 able 1 demonstraye Amount of getiye ingredients i, orc
"eroxide, gn antimicrohig] drug that i the otherwige ina barticulgy cage, drugs that are nof intendeq for 8ystemig
‘:‘sf iI)igredient in Mmany anti-acne - ‘ T}le peﬁﬁoner askg thaf the agency abSorption, b!lt that are abserbed intO
“Cationg, respond ¢ ttion ag quick as the body?
dru e‘z)-gxatz;zp les of top ’Caug' applied OTC posls).lble Th ppt} oner exglams that if he complese Petition g op Public
i?:pmys, :11‘13 other opg} a?zst,nfﬁgﬁisfal 8ran € Petition, ang does 5o disp lay bet een a.m, and 4 p.m,,
5. The final ryjg ,x iring the Pregnangy,. Promptly, €rs of new] ‘ onday through Fy. day, in the Dock.ets
- Bursing wapns Specifically eXenpted affected oTe drug Products wij) haye ‘ Ma{lagemen‘t Bm‘n_i'ﬂh- Requests for single
Mouthwasheg (37 FR 54751), Howevey, these sufficien; time to Comply with the Copies of the Petition may pg submitted
Produgts, 1o, may he Systemically absorbed, amended Fegulatiop by December 5, to the Docketg Management Branch and
alx)ld adtxl(erse effects may, Fesult from systemijc 1983, the dage by which all Currently should be identifieq with the docket
a0sg on. i i

Mo?t of the examplo that have pee, cited afl!)’e;:ited Products p, t the Current gflt?uzegoguni 113 brackets j, the headmg
are topically applied OTC drugs, Howevey, abeling Tequirement, s ment, bef,
there ape many other gypq. of OTC drugs thay The agency noteg that, because of the Interested berong Y, on or be ore

2T€ not “intendeqn for systemin absorptigy 60-day Comment DPeriod Provided for i, January 30, 1934 submit to the Docketg
- but that may be Systemically absorbed apng this document and the timg that wi]] be Management Branch (HFA~305). Food
i er to Inj ' -

thus poge 5 Potentia] dg T 1o the fetyg and Deeded tq evaluate the Commentg, j will g Iy nistrati s 5600
€ DUrsing infang, Y of thege Products € unable tg pe ch a fing) cision op Fisherg Lane Rockvile MD i
a equently not ¢, tof s, but € meritg of the Petitionep'g réques; Written go nis regarding this
s 2z drugs ang gpq Ssulated ag gy, by €iore the Decep, er 5, 1983 effective Petition Copies of an Mments
A, 4mples of gycp drugs are dandy .
shampogg Products fo; , 8rowth ang hair ate for mpleme ation of tf, a re fo be Submitte ; 8Xcept th
removal, fice. jij1ie | e Pregnancy.nyp, arning requiremeny. ‘ndividuals mgy oy it one ¢q
(e lculicideg), antiperspirants and an interim response the agency OMments arg 1, be i entified wit, ¢ e
Sunscreen progyctg, notified th Petitioner of this fact. The ocket numbgr found Tackets in the
The Preceeding Examples arg po, meant 45 agency wij], however, take fing) actiop heading of this document and may he
® an exhaugtiye reviev'v of the Scientific on the Petition g5 800n ag Possible, 4¢companjed by a SUpport;;
evidence o the Systemic ahg IDtion of memorapd R or brief, The Dbetition ang
drugs that are not intended fOl‘ systemx'c ReqllGSt fOl' Comments received cOmments may be Seen l'n the
absorptiop, Rather, the o amples are The petitione, raises issueg thq4 heed  office above between 9am. ang 4 p.m.,
Sufficient 1o llustrate € unscientifi, Ratyre toh FDA k day thy Frida
of FDA’g istinction betyee 3 0 be g . -o5ed beforg 240 Can make g Onday ugh | ' ;
“intended” g, systemic absorpgics and othey  fing] decision op the feag; bility of If, after Teviewing the Commentg qpnq
. 4mending the fequirement fo, the other information available 1 him, the
Under Section 502(a) of the Federat Food, pregnancy-nursx'ng warni ore, Commissioner concludeg that the

: . Theref,
% and Cosmeti, Act, a drug jg in accordance with § 10.30(h}(3] (21 CFR Petition hag sufficient merit, he wil
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propose 10 amend the regulations Register apnouncing receipt of the

requiring the pregnancy-nurs’mg warning amendments 1o the Kentucky program potice a8 follows: (1) 405 :

for OTC drugs t0 include all OTC drugs and inviting public comment thereon (47 Section 2 and 16:160 Section 2(2), and
that are systemically absorbed. The FR 318%’31896}, The public comment KRS 350.060 gection 5(21) (augetlng’).

C-om;nissioner igsues this notice under period ended August 23, 1082. A public and (2) KRS 350.060 Section 5{22}
section 701(2}} of the Federal F¥ood, Drug hearing was held August 12, 1982. OSM (support facilities and coal preparation

and Cosmslic Actand 21 CFR 10.30. pubkished a gecond notice in the Federal plants).
Dated: November 43, 1883 Register 00 Septg_m‘oer 8, 1982, In the Federal Register Jated June 13,
Mark Novitch, announcing ge_ceip’g of provisions t0 1983, OSM reopened the comment

Acting Commissioner of Food and Drugs-
{FR Doc. 8331958 Filed 11-26-83 9:45 am]
BiLL1eG COBE 4160-01-M

period to allow the public sufficient time

! 1o review and comment ¢ the above
roposed amendments corrected these
1)

///’- deficiencies (47 FR 39536-39537)- The Kentucky amendments {48 FR 27101}
public comment period ended October 8 The public comment period closed jun®
DEPARTMENT OF THE INTERIOR 1982. A public \ esring scheduled 28,1983.

osice of Surt Wining Rect " geptember 22, 1982, was not held On July 1L 1983 §43_FR.3:1568~31%9L
e urface Mining Reclams jon  pecause no on¢ expressed a desire 0 OSM published a noBce it the Federal
and Enforcement o present testimony. Register reopening the comment peric
30 CFR P art 917 On January 4,1983 (48 FR 245-252); o allow the public adc‘ﬁtional time 10
OSM published a notice in the Federal review and comment 01 the above
Consideration of Amendments 10 the Register which (1) removed and Kentucky amendments: The public
Kentucky permanent program Under amended certain conditions: (2) comment period closed July 28 1983
the Surface $Aining Controt and approved certaln other progra® . , On September 18, 1083 (48 FR 47 20~
e clamation Act of 1977 zﬁé‘;;‘g?;lrf‘;‘;i g{lgjf;f;e& 3;3‘;2?“3‘ 41735), OSM published 2 notice in the
~ A i, s M : .1
AGENGY: Office of gyrface Mining Kentucky rule revisions: 405 KAR 7:020 Fed?:?'i Register ame.ndmg its ruies On
Reclamation and Enforcement (O5M} Section (86}, g:050 Section 2, 16:020 remiming . .
Interior. gection 4 and 16:190 Section 2(2): (4) Cn .October 31, 1983, OSM recetved
ACTION Reopening of public comment deferred Secretarial action 0B the addition® ! matemal.fmm Ke}.:atucky,
peﬁod_ . following preposed Kentucky gtatutory responfimg to four issues raised bY osM
: revisions: KRS 350.060 Sections 8(21) regarding the Kentucky amendments:
SUMMARY: OSMis :eopen'mg the period and 5(22), 350.093(2) and 35(},052(91 This material consisied ofan
for review and comment o0 certain ‘ cgma'med in Senate Bill 218 (5 explanatory letter and a legal opinion.
amendments subm'med by the approvsd certain clarifications 15 the dated October 26, 4983, addressing
Commonw calth of Kentucky toit8 Kentucky progral contained in 2 letter crucher and lcader juriséiction and
program for the regolation of surface from the State, dated June 18 1982 (8} . augering ont previously mined areas.
goal plining and reclamation in the State geferred gacretarial action on the OSM also received @ aumber of
‘:‘bhsjled at 47 FR ,3189& Iuly 23, 1982, G’xarification in the Tune 18, 1882, latter emergency regu‘laﬁ{m_ s including
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