“financially onercus,

" havea compliance

~ into the compliance schedule

Petitioner has noted _
“are not available domestically, but hag

neither reasonableness nor
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the petitioner does not have any
airplanes in operation. .

Second, it is also FAA policy that ng.
brospective relief be granted. Section
91.851 defines “new entrant” as an air
carrier that begins operating after
November 5, 1gap. Since the Petitioner
has not yet achieved FAA certification
to operate, it is not yet operating under
the provisions of §91.887 to he
considered a new entrant Or 1o ask relief
from that regulation. -

Further, even if the petition were nof -
inappropriate for these reascns, it would
still fail on it merits, The primary basis
of the petitioner’s argument is itg
“‘strategic business Plan” that ealls for
the operation of one type of aircraft. The
that such airplanes

chosen to remain with
seek exemption from a

that plan and
legislative.

_prohibitig 1. The petition does not

contain the required financia]
information or any other data
concerning acquisition costs to-supp
its statement that compliance would be
Since the petitioner
claims to be a new entrant, it dees not
plan on file, bur
petition include the
Petitioner’s plan for complance nor any
evidence of how the Petitioner would
meet future inten'm'mmpliance
fequirements were the requested relief

ranted,

The FAA has

together, these arguments

neither does the

determined that, taken
demonstrate
good faith in
applying for a waiver, Instead of ‘
changing its business plan to meet the
requirements of 5 regulation that hag
been in place since 1991, the petitioner
has requested that it be grandfathered

as if it had
begun operation already, and then asks
that that relief be extended beyond what
would be required if it had commenced
Operations, Simply put, if the petitioner

can have little expectation that the -
petitioner will ever be able to comply,
and the only 8ood faith action is for the
Petitioner tg adjust itg business plans
accordingly, a course of action that the
Petitioner has already expressed it is
unwilling to take. ~

‘Moreover, the petitioner fails to state
any reasonable public interest that
would be served by granting the
requested relief, if it were available. The
FAA considers fu]j compliance with the
interim compliance requirements to be
in the public interest, and any waiver

Tanted from an interim requirement
ast reflect a net public benefit when
-ghed against noncompliance with

* the rule. The petitioner has stated but -

. Congress and in
. Tegulations in general. The petitioner

ort ;
. or fares, since
~ offering any, competing service nor has

not shown that there js an “unfulfilled .
need” for the Contemplated service
between Philadelphja, Pitisburgh, and
Detroit, but the data it submitted :
Tegarding the current available service
‘Tebuts this. While the petitioner states
that its contemplated service will be at
much lower fares than currently
available, the only evidence is the
petitioner’s plan to charge less and its
general statements that dramatic fare
reductions have been achievable by
other carriers in other markets,

Taken asa whole, these general
statements are not convincing that'the
waivers required to achieve-this
contemplated service in dny manner -
outweighs the public interest in a
quieter environment as established by
compliance with the

has not presented any logical evidence
how the failure to grant relief could
have a negative impact on Ccompetition
the petitioner is not yet

it presented evidence that it will be able
to operate for lower fares; as yet, there
are no aircraft on which to even base
cost estimates. The petitioner’s claim of
adverse effsct an service to smali
communities swrrounding the market
cities is OXymoronic, singe
considerations of service to smajl
tomnunities have hist@rically had ne
relation to sefvice from the closest large
Cities. Finally, to allow the petitioner to
begin Operajion without

¢ same rules under which its.
Competition operates would be -
markedly unfair to the operating carriers
in those marksts who have met the

. Tequirements with the same notice and

market conditions affecting the
Ppetitioner.

Accordingly, the FAA has determined
that the betitioner’s requested relief .
from § 91.855 is outside the authority of
the FAA to grant, that its petition
requesting relief under §91.867 is
inappropriate given its lack of _ -
certification and current operation, ang

at the arguments Presented in its

and are not in the public interest,

In consideration of the foregoing, 1
find that the Tequest for a waiver is not
- in the public interest, Therefore, by the
authority delegated to me by the
Administrator, the petition for a wajver
by AirTran Corporatian to § 91.865, -
Pursuant to § 91.871, is hereby denied,

~ the-Counter Human Uss;

- FDA.

being subject to

Issued in Washington, DG on November 17,
1994. . . e

- Louise E. Maillett, ,
Director of Environment and Energy.

" [FR Doc. 94-28916 Filed 11-18-94; 3:36 pm]
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DEPARTMENTOFHEALTHAND
HUMAN SERVICES |

Food and Drug Administration ‘
' 21-CFR Part 358
[Docket Mo, 80N-@238}

. RIN 0905-AA06

Wart Remover Drug Products for Over-
Amendment

of the Final Monograph

AGENCY: Food and Drug Administration,
HHS. : . .

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) 1 amending the
final monoegraph for over-the-counter
(OTC) wart remover drug products to
Tevise the directions for products _
containing 15 percent salicylic acid in a
karaya gum, glycol plaster vehicle. This
final rule is part of me'ongoing Teview -

of OTC drug products conducted by .

EFFECTIVE DaTE: November 23, 1995,

FOR FURTHER INFORMATION CONTACT:
William E, Gilbertson, Center for Drug
Evaluation angd Research {HFD-810),
Food and Drug Administration, 5500
Fishers Lane, Rockville, MD 20857,
301-594-5000, '

SUPPLEMENTARY INFORMATION: In the
Federal Register of August 14, 1990 (55
FR 33248), FDA issued a final -
monograph for OTC wart Tremover dru
products (21 CFR part 358). The final
monograph includad in §358.110() (21
CFR 3581 18(c)) products containing 15
percent salicylic acid in 2 karaya gum, )
glycol plaster vehicle. Such products
were included in the moenograph based
on the agency’s evaluation of data from
thrge clinica] studies (Ref. 1), {See

' comment 13, 55 FR 33246 at 33253.)
The directions for such products were -
included in § 358.150(d}(3) (21 CFR
358.150(4)(3)) as follows: '

“Wash affected ares, {Optional: “May .
soak wart in warpg water for 5 minytes,”)
“Dry area thoroughly,” (1f appropriate: “‘Cut
plaster to fig wart.”} “Apply medicated
plaster at bedtime, leave in place for at least
8 hours; in the morning, Temove plaster and
discard. Rapeat Precedure every 24 bours as

" needed (until wart is removed) for upte12
weeks,” o L o
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In discussing the labeling for these
pmducts {also in comment 13}, the -
. agency stated: - :

If there are any special directions that
relate to using a‘particuler product, then such
information shiould appear as part of the -~

manufacturer’s sdditional directions for the
product. The monograph provides the . .
minimum directions necessary for use of the

- product. Manufacturers may supplement. *

- these directions withadditional information
_ necessary to use their specific product: For
_ example, the agency potes that the :

- -ynanufacturer’s directions for its specific
product include staternents to “keep plastic
film on the top of pad facing up and to apply
sticky bottom side to the wart.” The agency

' 'finds no need to.include such directions in

¢ this final monograph; however, AR

manufacturers may add such information, as

. appropriate, to the labeling of their products.

Subsequently, the agency became

aware thata manufacturer of this
product had the following additional
statemnents in its product’s labeling (Ref. -
*2): (1) *Smooth wart surface with emery
‘file supplied,” and {2) “Apply a drop ‘of
warm water to the wart, keeping the
surrounding skin dry.” The agency has
rereviewed the clinical studies {Ref. 1}
for this product and determined that -
this additional labeling information is
based on the mannerin which the ;
““clinical studies -wei‘e,perfonmdg. The ;-
agency notes that use of an emery file
and application of a drop of warm water

- to the wart site as part of the directions
 for this type of product were not
included in the labeling suggestions
" made by the manufacturer when the -
final monograph was being prepared.
{see comment 13; 55 FR 33246 at ‘
33253). - co S
The agency is concerned that similar
- products in the marketplace may have
- different directions—some ... :
recommending use of an emery file and
a drop of warm water to prepare the
wart site and others not mentioning use’
of an emery file and a drop of warm -
-‘water. Because of corncerns that this
sitnation could lead to consumer :
- confusion, in the Federal Register of *
 January 28, 1994 (59 FR 4015), the
agency proposed to° mend the final

- monograph for OTC yart remover drug
products to revise the directions for
products containing 15 ‘percent salicylic.

~acidin a karaya gum, ‘glycol plaster )
vehicle. The agency proposed that the ...
directions in § 358:150(d){3) be revised

" toread asfollows: - = 7 L
* syyash affected area.” {Optional: “May -
soak wart in warm water for’s minutes.”}.
“Dry area thoroughly. Gently smooth wart |-

* surface with emery filé supplied.” e
* gppropriate; “‘Cut plaster to fit wart.)
-~ “Apply a drop of warm water to the w

1.« ‘keeping the sufrotnding skin dry. Apply

7

-

- medicated plaster at bedtime and leave in i

References - : . Order. In addition; this rulemaking is
- (1) Commeat No. RPTZ, Docket No, BON— nota significant regulatory action &s
0238, Dockets Management Branch. - defined by th Executive Order and,
{2} Labeling for Trans-Ver-Sal, included in thus, is not subject-to review under the |
OTC Vol 16CFMA, Docket No, B0N-0238, Executive Order. ‘ . ;
_Dockets Management Branch. The Regulatory Flexibility Act

.- submit written comiments by Mangh 29,

. karaya gum productin a glycol plaster

- directions to be consistent with the
original clinical methods used during its

. with the long marketing history of this .
product.

e preparing the treatment site with the:  ~ the human environment. Therefore,
- exnery file and that the karaya gum- .

. yehicle minimizes the potential for = :

. agency is finalizing the proposed =
. revised directions in § 458.150(d)(3) for _ remover drug product that isnot in

* necessary, 1o select regulatory . .. - :
.approaches that maximize netbenefits  the earliest possible date. - ST
,(incluﬂixigf@btenﬁal economic, X A e .

environmental, public health and fé.éfety‘, List ofSuh)eetsm 21 CFRPartSSB ot
and other:advantages; dié&ibuﬁve’ Labeling{OVer-’the-cdunté{dmgsi =

place for at least 8 bours. In the moming, L impacts;'aﬁd equity). The agency i
remove plaster and discard. Repeat - believes that this final rile is consistent 1
procedure every 24 hours as needed (until . with'the re gulatory philosciphy and

wart is removed) forup §0 12 weeks:” principles identified in the Executive

requires agencies to analyze regulatory
options that would minimize any
signifjcant impact of a rule on small

Interested persons were invited to

1964, One manufachurer of OTC wart

a

!

remiover drug pro Aucts submitted a entities. This‘ﬁnal rule will impose. i
s b iainent in response to the agency’ s direct one-time costs associated with ;
© proposal, Copies of the comm%m are on changmg’pmduct labels for OTC wart |
display in the Dockets Msanagement remover drug products containing 15
Branch (HFA-305), Foo dand Drug percent salicylic acid in a karaya gum. i
Administration . 1-23, 12420 glycol plaster vehicle, There are only 2 '

Parklawn Dr., Rockville, MD 20857, and few such products in the marketplace. |

may be seen between 8 210, and 4 p.m Relabeling should be a nominal cost,
" Monday thmhgh Friday o P " and manufactirers will have 1 year after

publication of this final rule to )
. implement this labeling: Thus, this |
rulemaking for OTC wart vemover drug
produicts is not expected to have an !
. impact on smrall businesses. : ;
Accordingly, the agency certifies that =~ |
this amendment to the final rule will -
 pnothavea signiﬁcam'ecoaomic impact - .
on @ substantial number of small :
entities. Therefore, under the Regulatory
Flexibility Act, no further analysisis |
required. ) : ;
- The agency has determined under 21
_ CFR 25.24(c){6) that thisaction is ofa
type that dOes,not’individuany or
cumulatively have a significant effecton

The manufacturer stated that it
marketed a 15 percent salicylic acid in
vehicle, The comment agreed with the -
agency’s propesal and commended the
agency's efforts in updating the product

development. The comment stated that
this revision to include use of an emery .

file and a drop of water is in keeping - ‘

The comment pointed out that some
mild abrasion is unavoidabls while

7 J . ‘ 3
neither an environmental assessment
nor an environment: ] impact statemneént

irritation associated with any such is required. :

i

abrasion. The comment added thatthe ~ 'As discussed in the proposal (58 FR

drop of water helps facilitate the ~ 4015 at 40186), the agency advised that i

initiation of the keratolytic action when' any final rule resulting from the :
the salicylic acidis applied. - proposed rule would be effective 12~ .

- ‘Theagency appreciates the = " months after its date of publication in

. comment’s support. Accordingly, the thie Federal Register. Therefore, on or

afier Novemnber 23, 19985, any OTC wart
15 percent salicylic acid ina karaya ~ compliance with this final rule may 1ot
gum, glycol plaster vehicle identified in’  be initially introduced or initially

. §358.110(c). T delivered for introduction into interstate
No comments were received in - comraerce unless it is the subjectofan- -
response to the agency's request for - - appmved'applicatian"or abbreviated
© gpecific comment on the economic ~ * application: Further, any OTC drug *

impact of this rulemaking (59 FR4015  product subject to this final rule that is
at 4016). FDA has examined the impacts repackaged or relabeled after the

* of this firial rule under Executive Order’ . effective date of the rule must bein
12866 and the Regulatory Flexibility Act compliance with the ‘rule regardless of’ »
. (Pub. L. 96-354). Executive Order.12866 " the.date that the prodﬁct’“a‘scinitiany S

directs agencies to 8ssess, allcostsand |~ introduced or initially delivered for "

. benefits of available regulatory - 7 introduction:into intﬁrétate_ commerce. ¢ -

alternatives and, when regulation is© _ Manufacturers are encouraged to .

comply voluntarily with the final rileat




-~

Therefore, under the Federal Food,
'Drug, and Cosmetic Act and under
rathority delegated to the Commissioner
5f Food and Drugs, 21:CFR pari 358is .
ameﬂded as. folluws L

PART 353-——-M!SGELLANEQUS
EXTERNAL DRUG PRODUCTS FOR
OVER-THE-COUNTER HUMAN USE

1. The authority citation for 21 CFR
part 358 continues to read as follows:

Authority: Secs. 201, 501, 502, 503, 505,
510, 701 of the Federal Food, Drug, and :
Cosmetic Act (21 U S. C. 321,351, 352, 353,

'..355, 360, 3'71) -

2. Section 358 150 is amended by

revising paragmph (d){3) to read as
follows:

§358.150 Labelhg of wan remaover dmg
products.
* * ¥ x %

(d) * ook

(3) For products contmmng saﬁcyho
acid identified in § 358.110(c}. “Wash
affected area.” (Optional: “May soak

wart in warm water for 5 minutes.”’)
“Dry area thoroughly. Gently smooth .
wart surface with emery file supplied.” -
'(If appropriate: “Cut plaster to fit wart.”)

* “Apply a drop of warm water to the

~ wart, keeping the surrounding skin dry. * .

Apnly medicated plaster at bedtime and
leave in place for at least 8 hours. In the
‘orning, remove plaster and discard.
peat procedure every 24 hours as
eeded (unnl wart is removed) for up to
12 weeks.” )
* * k& i 2 B
Dated: November 8,'1884.7
William K. Hubbard,
Interim Deputy Commissioner for Poucy

[FR Doc. 94-28857 Filed 11-22-94; 8:45 am] B
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DEPARTMENT GF THE INTERIOR

Office of Surface Msmng Recla'natzon
and Enforcement - - :

. 30 CFR Part 870

Abandoned Mirie Rec!ama’tion Fund—-—
. Fee Coliection and Coal Productjon
L Repomng ~
* AGENCY: Office of Surface Mmmg ‘
'Reclamation and Enforcement, Intermx:
A».,T!ON Nonce «of suspension. ‘

SUMMARY: The Office of Surface Mining

. Reclamation and Enforcement (OSM) of
- the United States Department of the

permanent progtarm regulations -
n¢d at 36.CFR 870.5 which definés
.« term Qualified hydrologic-unit, This.

. amended by th

3 -the definitions in Section 870.5 for,
5 acuon is bemg taken in; order toassure. .

that the language of this definition

-, comports with the language cf Title IV -

of the Surface Mining Control and

- Reclamation Act (SMCRA] of 1977, as -

e Ommnibus Budget - .
Réconciliation Act of 1990 (November 5,

- 1990) which included the Abandoned

Mine Reclamation Act of 1990, as
amended, and by the Energy Policy Act
of 1992 (October 24, 1992). o
EFFECTIVE DATE: November 23, 1994.
FOR FURTHER iNFORMATION CONTACT:
Norman J. Hess, Office of Surface
Mining Reclamation and Enforcement,
U.S. Department of the Interior, 1951
Constitution Avenue, N.W,, ,
Washington, DC 20240, Telephone

. 202-208-2949.

SUPPLEMENTARV INFORMATI!ON

1. Background
1I. Discussion of Definition Suspended
1. Procedural Matters. ~

L Background

" The Abandoned Mine Land. (AML)
‘Reclamation Program was established .

by SMCRA, Public Law 95-87, 30 U.S. C

1201 et seq., in response to concern over

extensive environmental damage caused
by past coal mining activities. On .

October 25, 1978, OSM published final

regulations implementing an AML
Reclamation Program incorporating the
provisions of Title IV of SMCRA: OSM
published revisions to these regulations

_on June 30, 1982, in response to the
‘Administration’s request for regulatory -
. review. On November 5, 1890, the

President signed into Law the Omnibus.
‘Budget Reconciliation Act of 1990,
Public Law.101-508, which mc}uded
the Abandoned Mine Reclamation Act
of 1990, as amended. In addition te -.. -

‘extending the authority to collect -

reclamation fees, the amendments i

“Title IV contained several significant

provisions: OSM published proposed -

'rules at 56 FR 57376-57401-(November

8, 1991} implementing the 1990

mnendments to Title IV of SMCRA and
- -requested comments from the public.
~On October 24,1992, the President

signed into law the Energy Policy Actof -

. '1992; Public Law 102-486; Included in

this law were several additional

. amendments to the AML Reclamation

Program under Title IV of SMCRA.
These amendments were incorporated -
into the rulemakmg and the Abandoned "
Mine Land Reclamation Fund

‘Reauthorization Implementation final
-regulations'were published at 59 FR:

’ 28136—28174 (May 31, 1994)

.-, Interior (DOI di . |
nteriar (DOF)ls suspending a portion of, I Dlscussmn of Deﬂmtmn Suspended

‘The final rule noted above amended

. abandoned in either an unreclalmed of i

. inadequately reclaimed condition,” and
;-added new deﬁmtxpns for “mineral

- owner” and “qualified hydrologic umt »
- The new definitions updated these.

terms so that they would be consistent.
with the Tecent.amendments to SMCRA.

. The definitions reflect additional

ehg1b1hty for lands adversely affected
by mining between August 3, 1977 and
November 5, 1990; for noncoal lands
after certification of the reclamation of -
all known coal problems; for water
projects; and finally for lands affected
by qualifying operations.

B .~ Theterm Qualified hydrologic unit
"has been defined at Section 870.5 of the
final regulanon Statutory language -

contained in SMCRA Section

“402(g} (73D} stzpulates that a quahﬁed
- hydrologic unit must include lands and -
‘waters which are eligible pursuant to

Section 404 and include any of the first
three pmoﬂfles as stated im Section

©'403(a), anid (2}, proposed to be the -
‘subject of expenditures by the State/ .

Indiaun tribe (from ameunts available
from the forfeiture of bonds required
under Section 508 or from other State/’
Hidian tribe sources) to mitigate acid
mine drainage. In Section 870.5 of the

“regulation, OSM substituted or for and

thereby making both categories
independently eligible for funding,

“Concern has been Taised as to whether
' the language of the regulation is

consistent with: the laniguage of the

statute in that'it inappropriately

broadens the definition beyond that . o

' 'allowed by the statute. Due to this

. concern, the definition of Qualified
hydrologic unit contained in:Section P
'870.5 of the regulations is suspended in -

so far as it does not require'a hydrclogic™
unit to be both (1) eligible pursuantfo - -
Section 404 and include any of the first
three priorities-stated in Section 403(z),

. and (2) proposed to be the subject of

expenditures by the State (from amounts
available from the forfeiture of a bond
required under Section 509 or from -
other State sources) to mitigate acid

" mine drainage in order to be considered

~a qualified hydrologlc unit.

Il Procedural Matters
Federal Paperwork Reductzon Act

This Notice of Suspensxon does not

*_contain collections of information
. which require approval by the Office of
'~ ‘Management.and Budget under 44

| U.S.C.3501 etseq.

Executwe brder 12866 i

f‘ehgxbla lands,and water,”. ami “leﬁ or ri o





