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DEPARTMENT OF HEALTH AND Fishars Lane, Rockville, MD 20857,  ang inhalation exposure. (The petition
HUMAN SERVICES - 301--235-8000, - also requested FDA to amend its
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[Docket No. 784-0064]

Anﬁé;sérsgsimm Drug Products for Over-
the-Counter Human Use '

AGENCY: Food and Drug Administration,
HHS. ‘

ACTION: Request for comments.

* SUMMARY: The Food and Drug
Administration (FDA} is announcing ag
opportunity for public comment on two
citizen petitions and a response that

- disagreed with one of the patitions. The
citizen petitions request that the
rulemaking for antiperspirant d
products for ever-the-counter {OTC)
human use be reopened to include new
information, all aluminum compounds
proposed for uss in OTC antiperspirant
drug products be reclassified as: .
Category I (more data nesded) until:
further studies are done to determine
the amount absorbed following topical
application and inhalational exposurs,
and the safety of these aluminum '
compounds be resvaluated, particularly

- their potential for skin absorption or

toxic effects with long-term use.

DATES: Written comments by July 21,

1993, :

ADDRESSES: Submit written requests for -

single copies of the citizen patitions end
the response to one of the citizen -
petitions to the Freedom of Information
Staff (HF1-35), Food andDrug
Administration, 5600 Fishers Lane,
Rockville, MDD 20857, These three
documents are available at a cost of
$94.30 and contain 943 peges. -
Alternatively, a copy of the citizen
petitions containing a bibliegraphy
without cepies of the citad references,
plus a copy of the response to one
citizen petition, are available at a cost of
-$8.70 and contain 97 pages. Submit
written comments or new data on OTC
alaminum-cnnminmg antiperspirant
drug products to the Deckets -
Management Branch (HFA<305), Food
and Drug Administration, rm. 123,
12420 Parklawn Dr., Rockville, MD
20857, Reguests and comments should
be identified with the docket number
found in brackets in the heading of this
document, B R
FOR FURTRER INFORMATION CONTACT:
William E. Gilhertsen, Conter for Drug
-Evaluation and Research (HFD-810),
Food and Drug Administration, 5600

SUPPLEMENTARY INFORMATION: In the
Foderal Register of October 10, 1378 {43
FR 46694), FDA publishad, under '
§330.1¢(a)(6) (21 CFR 330.10(a}(6)), an
advance notice of proposed rulemaking
to establish a menograph for OTC -
antiperspirant drug products, together
with the recommendations of the
Advisory Review Panel on OTC ,

"Antiparspirant Drug Products {the -

Panel]}, which was the advisory review
panel responsible for evaluating data on
the active ingredients in this drug class.
6 agency’s proposed regulation, in the
form of a tentative final monograph, for
OTC antiperspirant drug products was
published in the Federal Register of
August 20, 1982 (47 FR 36492), A final
regulation has not bsen published to
date. - ~ ’
The Panel classified the ingredients it
raviewed into three categories: (1)
“Category I {generally recognized as
safe and effective and not misbranded),

“(2) “Category II"* (not generally :

recognized as safe and effective or
misbranded), and {3} “Category I
(available data are insufficient to
classify as safe and effective, and further
testing is required). The OTC drug
procedural regulations (21 CFR 330.10}
provide that any testing necessary to
resolve the safety or effectiveness issues
resulting from & Category Il

classification, and submission to. FDA of

the results of that testing or any other
data, must be done during the OTC drug
rulemaking process before the »
establishment of a final menograph,

The Panel considered sluminum-
containing antiperspirant ingredients -
applied directly to the skin in ) (
nonaerosol dosage forms {e.g., lotion,
cream, stick, or roil-on} to be safe (43 FR
48694 at 46707 and 46708). However,
the Pansl had safety concerns about J
long-term use of aerosol dosage forms
and recommended Category HI status
until further safety studies were

conducted (43 FR 46708 to 46711). The

agency adopted the Panel’s Category 1
recommendations for nonaerosol dosage
forms {47 FR 36492 at 36502) and, based
on new data, proposed Categary I status

 for aeroscl dosage forms of the various

aluminum chlorohydrate antiperspirant

ingredients (47 FR 35498},

FDA has been petitioned (Ref. 1)
under the provisions of § 10.30 {23 CFR
10.30) to reclassify all aluminum
compounds proposed for use in arg
antiperspirant drug products from
Category I'to Category Il until further
absorption studies are done to
determine the amount of aluminum
absorbed following topical application

regulations to ravoke the use of
aluminum compounds as food
substances; howsver, this notice
addresses only the uses of aluminum
compounds in QTC antiperspirant drug
products.) Subsequently, the agercy
received a comment (Ref. 2)that
objected to the conclusions of the ;
petition. The commaent argued that
current scientific information does not
support the need to reclassify the safety
ofa uminum-containing materials, such
as foods and antiperspirants.
Subsequently, FDA received a second
petition (Ref. 3) under the provisions of
§10.30 to reapen ths rulemaking to ,
include new information, revoke the
Category I classification of aerosel
dosage forms, reclassify nonaerosel
aluminumcontaining dosage forms as -
Category 111, and require reevaluation of
their potential for skin absorption or
taxic.effects with long-term use. Both
petiticns and the response to the first
petition are on public display in the
Dockets Management Branch.

L Current Regulatory Status of
Aluminum»(iantaining orc -
Antiperspirant Drug Products -

Both the Panel, in its advanes. notice
of proposed rulemaking (43 FR 46694 at
46718), and the agency, in its tentative
final monograph (47 FR 36492 a¢ :
36302}, propassd Category I status- b
aiuminum—containing and aluminus..
zirconium-containing antiperspirant-
active ingredients in topical nanasrasol
dosage formulations. The Pane]
discussed the safety of antiperspirants
and stated (43 FR 46707): o

* * * Because of the relatively impermeabls
properties of the skir to metallic salis and
complexes, there is no evidance to suggest
that the direct application of antiperspirant
products to intact skin has been associated
with systemictoxic effects. :

Percutaneous dermal toxicity tests have
been performed on animals fora great
number of antiperspirants. The reported
results indicated no ill effects on the animals,

The Pansl questianede'\tbe safety of the

- long-term use of these ingredients when

applied in an ssrosol farm (43 FR ‘
46707) and classified all aluminum-
containing aerasol antiperspirant
preducts in Category I {43 FR 46725},
The Panel stated that the decision ta
require added testing for aerosql - ‘
producis reflected the fact that damage
to the lung, by oceurring more :
insidiously, carries a greater potential
for serious illness than damage to the
skin (43 FR 46718). - :
New data were submitted after >
publication of the Panel's report and

. wera discussed by the agencyinthe
tentative final monograph (43 FR 36452-
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at 36498). The agency tentatively
concluded that the data appeared to be
adequate to establish the safe and
effective use of OTC aerosol :
antiperspirants by consumers (47 FR
‘ also proposed the
“_following additional label warning for
aerosol antiperspirants in §350.50(c):
“Avoid excessive inhalation.” (See
comment 22, 47 FR 36498.) However,

" this warning is not required to appear in
product labeling until the effective date
of a final monograph. In the interim,

OTC aluminum-containing aerosol and
aluminum and zirconium-containing - .

- nonaerosol antiperspirant drug products

“currently included in the pending

rulemaking for OTC antiperspirant drug
products may remain in the merketplace
while the agency considers the
comments received in response to this
notice and develops a final rule for
these OTC drug products.

11. Summary of First Petitioner’s Views
The following narrative summarizes
the information and arguments
presented by the first petitioner. The
material included in the narrative does -
not necessarily represent the views of -
the agency. oo
* The petitioner contended that the use
-of aluminum in antiperspirants needs to
be further studied, particularly the
amount absorbed following both
- inhalational exposure and topical
; kggpigcation'to the skin, The petitioner
- ~entioned that many published articles
" thatswere not discussed by the Panel or
by the agency discuss the systemic
- toxicity and neurotoxicity of aluminum.
The petitioner noted that, since the
_ antiperspirant tentative final monograph
was issued in 1982, many new studies -
of aluminum toxicology have been
conducted and a growing number of
studies show that aluminum isa
powerful neurotoxin (Refs. 4 and 5).The
petitioner claimed that when taken
. - orally or when inhaled; aluminum can
. be ahsorbed and get into the blood; a
~ fraction of aliminum in the blood enters
the brain, where it remains and
_accumulates (Ref. 5). Once in the brain,

the petitioner stated, the alurninum can. -

disrupt many normal cellular activities. .
The petitioner mentioned that animal
experiments show that aluminum
causes a variety of neurotexic effects on
the brain (Refs. 6 through 11) and in
vitro studies show neurotoxic effects on
human neurons (Refs. 12 and 13). The
comment also stated that humsn .
epidemiology studies associate
sluminum with neurotoxicity.
The petitioner noted that lyerl and
Good (Ref. 14) have proposed that
_ inhaled aluminum compounds may be
_taken directly into the brain by a nasal-

studies measuring the amount of -

olfactory pathway, and this is supported
by studies by Pearson et al., who found
that olfsctory areas of the brain are
invariebly severely involved (Ref. 15).
The petitioner suggested that this may
be a mechanism by which aerosolized
aluminum compounds in
antiperspirants ceuse Alzheimer’s
disease. The petitioner gtatad that a case
control study showed epidemiologic

" evidence of a relationship between .

aluminum-containing antiperspirants
and Alzheimer’s disease (Ref. 16).
The petitioner stated that studies
show that aluminum can be absorbed
when aluminum compounds are
jnhaled (Refs. 17 through 21). The
petitioner contended that there have

-been no studies measuring the amount

of aluminum absorbed systemically by

~ inhalation of aerosclized

antiperspirants, and that there has only
been consideration of whether
asrosolized antiperspirants would cause
accumulation of aluminum compounds
in the lung, and whether that would
cause lung damage (43 FR 46694 at
46708 to 46711). The petitioner also
contended that there have been no

aluminum absorbed systemically
through the skin when antiperspirants
are applied on the skin. The petitioner
statod that the Panel only mentioned the
“relatively impermeable properties of
the skin to metallic salts and .
complexes” (43 FR 46707), but did not
vantify the term “relatively -
impermeable.” The petitioner
concluded that the use of aluminum in
antiperspirants needs to be further
studied because it is not known how
much aluminum is absorbed, or whether
the amounts absorbed are unsafe. The
comment added that measurement of
absorption is crucial for risk assessment,
and that such measurements should be -
performed before the use of aluminum
in antiperspirants receives final :
monograph approval. ‘
Accordingly; the petitioner requested
that: (1) The rulemaeking for OTC ‘
antiperspirant drug products be

~ reopened, (2) all aluminum compounds

proposed for use in OTC antiperspirant
drug products be reclassified as
Category Il until further studies are
done to determine the amount absorbed

- following topical application and

inhalational exposure, and (3) the safety
of these aluminum compounds, based
on the new absorption data, be ‘
reevaluated after

Category I or Category IL

these studies are done .
and the compounds then reclassified as

IiI. Summary of the Comment on the
First Petition _

The comment stated that it had
reviewed the published data, including
the refersnces cited by the petitioner,

_and concluded that the data do not
support the petitioner’s conclusion that
the concentration of aluminum in
products such as foods and
antiperspirants poses & potentially
significant neurotoxic risk. The

comment contended that the majority of

- the references cited by the petitioner

_describe findings from in vitro studies.

" According to the comment, the studies
did not consider the ‘blood-brein barrier,
which is the brain’s main defense
against potentially toxic substances
such as aluminum. The comment added
that extraordinarily high concsntrations
of aluminum were used in these studies,
and these levels are never approached
under physiological conditions or even
in pathological states, such as in
dialysis encephalopathy. The comment -
stated that the doses of aluminum that
cross the blood-brain barrier must be-
considered in the aphysiological range.
The comment concluded that aluminum
from food additives or antiperspirants

" would not enter the brain in biologically

significant concentrations.
rhe comment also objected to the

petitioner’s contention that the

- {phalation of aluminum antiperspirants
poses & special risk because this route -
of delivery bypasses the blood-brain
barrier. The comment calculated thatan
inhalation study (Ref. 19) cited by the
petitioner, in which rabbits were
exposed to aluminum oxide inhalation
for 8 hours per day, 5 days per week for -
5 months, would be equivalent toa
person using spray deodorants for
approximately 10 seconds daily for 789
years. The comment concluded that
generalization from this rabbit
inhalation study to humans was.
strained at best.

" The comment also disagreed with the
petitioner’s statement that “aluminum
plays arole in Alzheimer’s disease * *
* " The comment felt that the majority

_of researchers investigating the etiology

of Alzheimer’s disease probably would
not agree with the petitioner’s position.
The comment stated that aluminum
encephalopathy dialysis patients do not
exhibit neurofibrillary tangles or
plaques in their brains as do patients
with Alzheimer’s disease. The comment
also stated that neurofibrillary tangles in
experimental animals with aluminum
- injected into their brains differ from the
tangles seen in Alzheimer’s disease. The
comment concluded that current - '
scientific information does not support
- the need to reclassify the safety of
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IV. Summery of Second Petitioner’s
Views

The following narrative summarizes
the infermation and arguments
presented by the sscong petitioner, The
material included in the narrative doss
Dot necessarily represent the views of
the agency, .

The pefitionar agreed with the
Pesition taken by the first pstitiener that
aluminum compounds that arg
proposed for uss in antiperspirant drug
preducts for OTC use nesd tobe

. regonsidered for safety in view of racent
- concerns about aluminum neurotoxicity
and systemic toxicity. The petitioner
also contended that there is 2 lack of
adequate data on the ahsarption of
aluzsinum from topical or inhalad
antiperspirants,

‘The petitioner requested that FDA
~ revoke its decision in the tentative final
Inonograph to reclessify aernsol dosags
forms of aluminum chlorohydrate
antiperspirents from Category If tq
Category I (47 FR 36492 at 36498)
because the long-term lung inhalation
studies in rats used ta support this
decizion show that aluminum
absorption ocours at the peribronchial
lymph nodes, and increased aluminum
levels are detected in the rat brain and
adrenal glands after 12 and 24 month,

The petitioner requested that FDA
reclassify non-asrosol desage forms of
aﬁuminum-cnntaining antiperspiranis to
Category Iil in order to permitare-
evaluation of their potential for skin
absorption or toxic systemic effects
following long-term use. The petitioper
pointed out that the Pane} cencluded
that because of the relatively =
impermeable Properties of the skin to
metallic salts and complexes, there is no
evidence to suggest that direct
application of antiperspirant products to
intact skin has been associated with

- systemic toxic effacis, The petitioner

stated that reports show that metal ions
do absorb through the skin, and -
aluminum ions in antiparspirant
formulations thecretically appear
especially likely to be ahsorbsd. The
petitioner further stated that
experimental evidence is accumulating
ta indicate that chropic exposure to low
levels of aluminum may lead to
neurological diserders, and that there is
a reported association between =
Alzheimer’s disease and the exposure to -
aluminum through lifetime use of..,
antiperspirants, -

e patitioner also requested that
FDA

Tevise and expand the Proposed
'~ warning for aluminu taining
. aerosols in §350.50(c)(2), whichstatas

“evalustiens have

- On mucous

‘brain) at that time.

“avoid excessive inkalstion,” to better

clarify the safety concern,

V. The Agency’s Consideration of

A!minuméﬁoniaining Brugs in Other
OTC Drug Rulemakings

Since publication of the tentative final
monograph for OTO antiperspirant drug
products on August 26, 1982, ths agency
bas evaluated substantial additional -
data on the safety of aluminum
compeunds ussd in other categories of
OTC drug products, These safety
sorme bearing on the
issues raisad by the petitioners,

A: Topical OTC Drug Products
Containing Aluminum :

Severel cther OTC advisory review
panels have concluded that various
aluminum salis ars safe for topical use
in other OTC drug products: e.g., acne
{March 23,1982, 47 FR 12430 at 12450),
antifungal {March 23, 1982, 47 FR 12480
at 12525), astringent {September 7,
1982, 47 FR 29412 at 39427), and skin
Pretectant (August 4, 1978, 43 FR 34628
&t 34834). These conclusions were
generally hased on the following
considerations: (3} Metals are not
generally absorbed through the skin, {2)
Aluminum salts precipitate protein and
may form a supsrficial Protective layer |
membrenes or damaged skin
{Refs. 22, 23, and 24). The Antimicrebial
II Pansl stated that with protein
Precipitates, absorptien through the skin
is probably minimal (47 FR 12430 at
12430). (3) Thers is an absence of
aluminum toxicity reported in the
current literaturs and in standard
references (Refs. 24 through 27), {4}
There has been a wide clinical usage of
aluminum salts topically. (5] There has
also been a wide clinical usags of oral
aluminum as an antacid, with a minimal
degres of absorption of ingested
aluminum [Ref, 28),
B. OTC Antacid Drug Products

The agency has evaluated the ‘
involvement of aluminum with dialysis
encephalopathy and ostecmalacia in the
Federal Register of January 15, 1985 (50
FR 2180 at 2185) and May 11, 1890, In
the May 11, 1380 publication (55 FR
19852 at 19856), the agency siated:

en the agency last evaluated this issue

prior to publishing the proposed antacid
monograph amendment to add professional )
labsling warnings for OTC aluminum.

containing antacids (50 FR 216 gt 2165), the '

relationship of aluminum to bone dissase
was not established, There was even some
doubt about the relationship of aluminum to
encephalopathy (a toxic deganerstion of the
Subsequently it has .
become cloar that both encephalopathy and
osteomalacia (softening of the bones} can be
caused by long-term use of aluminum in

of aluminnm—mntain‘ing antacids

* Subsequently,
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renal dialysis patients * * * Inon -term use
gcnmrkhutes"
to dialysis osteomalacia * * *. Although only
a small fraction of ingested aluminum is
absorbed, that amount must be removed hy

functioning kidneys, bile secretion, or

dialysis, or else it will accumulate. Dialysis

does nat remove sluminum wal} bacause the-
aluminum is bound to albumin and
transferrin, whick do not cross dialysis

membranes. When sluminum accumulates, it

tends to be deposited in bone * * * at the
mineralization frons, blocking mineralization
of newly formed bane, increasing calcium
loss from bone into serum, and producing -
osteomalacia * * *, The agency believes that
the role of aluminum jg significant and that
attempts should be mads to reduce its
contribution to renal osteadystrophy,

The agency further notsd that the
dialysis encephalopathy, discussed in ‘
this section, that was dus te aluminum
resuited from twe factors: (1) Oral _
aIuminﬂm-cont&ining antacids taken as
phosphate binders, and (2) aluminum- -
containing dialysis fluids. o
in the Federal Register of
May 11, 1990 (55 FR 19852 at 18858),
the agency added the following warni
to the monograph for OTC antacid drug
products under §331 -80{a)(4)(i}: )

Prolonged use of a}aminum-coatai&ing )
antacids in patients with renal failure may
result inor worsen dialysis osteomalacia,
Elevated tissue aluminum tevels contribute
to the development of the dialysis :
encephalopathy and osteomalacia
syndromes, Small smounts of aluminum are
absorbed from the gastrointestinal tract and
renal exgretion of alumingm
renal failure. Aluminum is not weil removed
by dialysis because it is bound to albumin
and transferrin, which do not cross dialysis
membranes. As a result, aluminum is
deposited in bone, and dialysis osteomalacia
may develap when Iarge amounts of
aluminum are ingested orally by patients
with impaired renal function.

e Panel and the agancy did net
discuss Alzheimer’s disease or other
nsurclogical disorders in prier
publications in the antiperspirant
rulemaking. However, the agency did
discuss Alzheimer’s disease in the
Federal Register of January 15, 1985 (50
FR 2180 and 2181), covering OTC
hypephosphatemia drug products. The
agency reviewed the literature available
up te 1981, which ineluded seme of the
sarly articles submitted by the first

_pstitioner. The agency also noted that

(Ref. 20} stadied t;ha

of Alzheimer’s diseess and three

nondemented eontrols. They found that

aluminum is frequently present ip the
nuclei of neurans with Beurefibrillary
tangles both in the presence and
absence of Alzheimer’s disease,
although neurons with: neurofibrillary
tangles were found mere often in the

is impairedin—.__ .
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- Alzhetmer's pationts. However, the

agancy pointed out 4hat other
investigators found no significant
difference.in the aluminum content of

. Alzheimer’s patients and normal
“ontrols and found no correlation

neurofibrillary tengle =

fomsﬁnnéﬂndmmm“m"contﬁnt {50

The agency noted that aluminum can
produce seme wof the histopathologicel
and clhinical features of Alzheimer 's
diseasein certain- ima} species when
aluminum saits are injected into
lifferent areas of the brain. However,

. theagency guestioned the relationship

of changes induced in theseanimalsto -

humans, particularly in view ofthe.

unphysio]@.gical route of administration
of the alwminum in the studies (50 FR
2161}, The.agency qquoted a 1980

© gditorialon ‘Alrheimer’s disease in the

British Medical Journel that “Despite
the plethora-of hypotheses, hewever,
objective analysis of all the data—
Mzmmlqgical; jgenetic, virological,
‘pathological, .and biochemical--shows
that westill have no idea of the
astiology of Alzheimer’s disease,” {59
¥R 2161). The:agency concluded at that
time that a role for aluminum in the
pathogenesis of Alzheimer’s disease .
cannat be:ruled out, but the evidence

A

supporting such a 1018 is very weak {50

FR 2162)..
VI Reguest for Comments
—~Fpepetitionsand the comment :
sciissed above raise issues that need to
bo gensidered before FDA mskes a final
decision on the safety ofaluminum-
containing and aluminum zirconium-
containing antiperspirant drug products.
At this time, ihe agency has not decided
whether it should grant the petitioners’
requests. Inan effort to determing
whether further study shouldbe
required to.assess she safety of -

_aluminum antiperspirants before issuing

a final monegraph, FD is seeking
ublic comments. In.accordance with

§10:30()(3) (21:CFR 10.30(h}{(3)), FDA -
is seeking public comments on the
following questions before reaching any
decisionon the petitions: :

(1) As described above, there is
already a considerable amount of safety
data concerning aluminum toxicity. Are

~ these data sufficient to retain

aluminum-containing .and aluminum
zirconium-centaining OTC
antiperspirants in Categor I :

£2) 1f more data are nsﬁd to support
safety, what data are needed and what

 testing should be required? What kind |

ofiabsorption studies should be ;
conducted to determine the level, if any,

- of sluminum that is absorbed through

be skinand deposited in organs, SUC

as the lungs and brain, from direct.
application of antiperspirant drug
products? What levels of aluminum
absorption would be considered low
enough to be safe?

{3) ¥ aluminum-containing and
sluminum zirconium-containing
antiperspirants were found to be unsafe,
there would no longer be any ‘
ingredients in the OTC antiperspirant
drug producis monograph. FDA is
seeking public ecmment on whether a0y
ingredients that do not contain

aluminum may be suitable for raview as .

OTC antiperspirant driy products.

The agency is currently developing
the final rule for OTC antiperspirant
drug products. The agency will consider
the comments received in response 1o
this notice and then decide whetherto
grant the petitioners’ requests OF
proceed to publish the final mle.

The complete petitions are sn public
display between 9 a.Mm. and 4 pm.,
Monday through Friday, in the Dockets
Management Branch. Reguests for singls
copies of the petitions may ‘e submitted
to the Freedom of Information Staff
{address above).

Interested persons may, on oI bofore
July 21,1993, submit to the Dockets .
Management'Branch {HFA-305)
{address ahove) written commexnts
regarding this petition and the comment
on the petition. Three copies of any
comments are to be submitted-except
that individuals may submit one COpy.
Comments ars to be identified with the
docket number found inbrackets in the
heading of this document and may be
accompanied by 8 supporting
memaorandum or brief. The petitions,
the comment, other information
discussed abeve, and any comments
received in response to this request for
comments may be:seenin the office
above between 9 a:m. and 4 p.m.,
Monday through Friday. Afier reviewing
the comments and other information’
roceived, FDA will respend to the
petitions. E
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DEPARTMENT OF THE INT ERIOR

Office of Surface Mining Reclamation
&nd Enforcement

30 CFR Part 938

- Pennsyivania Abandoned Mine Lands
Reclamation Plan o

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OsMy,
Interior, - ‘

ACTION: Proposed rule,

SUMMARY: OSM is announcing receipt
and requesting comments on a proposed
amendment to the Pennsylvania -
Abandoned Mine Lands Reclamation
Plan (hereinafier referred to as the
- Pennsylvania Plan) under the Surface
Mining Control and Reclamation Act of
1977 (SMCRA). The Proposed
amendment provides for changes to the
approved Pennsylvania Plan to allow for
the initiation of a State administered
emergency reclamation program.
This document sets forth the times .
and locatipns that the Pennsylvania
¢ plan and the proposed amendment to |
that plan are available for public ,
inspection, the comment period during

which interested persons may submit

- ADDRESSES: Written comments énd

written comments on the amendment -
and the procedures that will be followed
regarding the public hearing, if one is
requested.

DATES: Written comments must be
received on or before 4 P.n. on April 22,

. 1593 to ensure consideration in the
* rulemaking Process. If requested, a

public hearing on the amendment will
be held at 9'a.m. on April 19, 1993,
Requests to present testimony at the
hearing must be received on or before 4
p.m. on April 7, 1993,

requests to testify at the hearing should
be mailed or hand delivered to Robert

J. Biggi, Director, Harrisburg Field Office
at the address listed below, Copises of
the Pennsylvania plan, the proposed
amendment, and all written comments

‘Teceived in response to this document

will be available for public review at the
addresses listed below during normal

business hours, Monday through Friday,
excluding holidays. Each requestor may

- T8ceive, free of charge, one copy of the

Proposed amendment by contacting
GSM'’s Harrisburg Field Office.
Office of Surface Mining Reclamation
and Enforcement, Harrisburg Field
Office, Harrisburg Transportation
Center, Third Floor, Suite 3C, 4th and
Market Streets, Harrish -
Pennsylvania 17101, telephone: (717)
782-4036 ' . :
Pennsylvania Department of
Environmental Resources, Bureau of
Abandoned Mine Reclamation, P.O, -
Box 1467, Han"isburg,_Pennsy_lvania
17105, telephone: (717) 783-2156 .
A public hearing, if held, will be at
the Penn Harris Motor Inn and

_Convention Center at the Camp Hill

Bypass and U.S. Routes 11 and 15,
Camp Hill, Pennsylvania,

. FOR FURTHER INFCRMATION CONTACT:

Robert J. Biggi, Director, Harrisburg
Field Office, (717) 7824036, -

SUPPLEMENT, ARY INFORMATION: .
I. Background on the Pennsylvania

Program’

The Secretary of the Interior approved
the Pennsylvania plan effective July 31,
1982. Information on the background of
the Pennsylvania plan including the
Secretary’s findings, and the disposition
of comments can be found in the July
30, 1982, Federal Register (47 FR
33079). Effective October 30, 1992, the
Pennsylvania Plan was amended to
update existing policies and procedures,
and to allow for the new initiatives
provided under the Abandoned Mine

" Reclamation Act of 1990 (Public Law
-101-508). The Secretary’s findings and

the disposition of comments relative to

the Plan amendment can be found in the
October 30,1992 Federsl Register (57 <
FR 49135-49138). :

IL Discussion of the Proposed -
Amendment ST
By notice dated September 29, 1982 -
(47 FR 427298-42730), the Secretary
extended an opportunity to the States

-and Tribes to amend their AML

Reclamation Plans to allow for a self-
administered emergency reclamation
program. Until that time, Pprojects

" declared in emergency pursuant to

section 410 of the SMCRA had been
administered solely by OSM. To ensure
that State/Tribal reclamation plan

. amendments submitted in Tesponse to

the notice were consistent and

‘adequately addressed necessary

program requirements, OSM established
guidelines on March 7, 1983. These
guidelines for submission of .
amendments to State reclamation plans
to conduct emergency reclamation
contain specific authorizations, policies,
and procedures that should bg
addressed as part of the amendment -
request. In addition, ths March 7, 1983
guidance also contains information on
the administration of State emergency
reclamation programs. - S
By letter dated December 30,1992,
the Pennsylvania Department of
Environmental Resources {PADER})
submitted to OSM a proposed .
amendment to revise the Pennsylvania
Plan to assume responsibility for'd Staty
administered emergency reclamaticn-.
program. The amendment, as submitted,
proposes to add a new part F to the
current Pennsylvania Plan. Part F ig ,
composed of six sections that address
AML Reclamation Plan amendment
requirements under 30 CFR 884.13, The
following is a ‘summary of each section
under the new part F; , ‘
1. Governor’s Designation of the
Department of Environmenta]

-Resources: This section addressed the

designation by the Governor of
Pennsylvania that PADER is authorized
to conduct the reclamation rogram. -

2. The Legal Opinion Aut orizing
PADER to Administer the Emergency
Program: PADER has submitted a }
revised legal opinion from the Assistant
Counsel of the Bureau of Legal Services
toncerning its authorities for
conducting an emergency program,

3. Policies and Procedures in
Conducting the Emergency Program:
This section of the amendment contains
a discussion of the purpose of the ’
emergency program, coordination _
activities with other State and Federal
agencies, and procedures for entering
onto private property and conducting -
lien evaluations, In addition, this





