Sunshine Act Meetings

Federal Register
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Thursday, August 26, 1993

This section of the FEDERAL REGISTER
contains notices of meetings published under
the “Government in the Sunshine Act” (Pub.
L. 94-409) 5 U.S.C. 552b(e)(3).

FEDERAL DEPOSIT INSURANCE
CORPORATION
Notice of Agency Meeting

Pursuant to the provisions of the
“Government in the Sunshine Act” (5
U.S.C. 552b), notice is hereby given that
at 10:04 a.m. on Tuesday, August 24,
1993, the Board of Directors of the
Federal Depaosit Insurance Corporation
met in closed session to consider the
following:

Recommendations concerming
administrative enforcement proceedings.

Matters relating to the Corporation's
corporate activities.

In calling the meeting, the Board
determined, on motion of Mr, Stephen
R. Steinbrink, acting in the place and
stead of Director Eugene A. Ludwig
(Comptroller of the Currency), seconded
by Mr. John F. Downey, acting in the
place and stead of Director Jonathan L. -
Fiechter (Acting Director, Office of
Thrift Supervision), concurred in by
Acting Chairman Andrew C. Hove, Jr.,
that Corporation business required its
consideration of the matters-on less than
seven days” notice to the public; that no
earlier notice of the meeting was
practicable; that the public interest did
not require consideration of the matters
in a meeting open to public observation;
and that the matters could be
considered in a closed meeting by
authority of subsections (c)(4), (c)(6),
(c)(8), (c)(8)(A)(i), (c)(9)(A)ii), and
(c)(9)(B) of the “Government in the

Sunshine Act” (5 U.S.C. 552b(c)(4),
(c)(6), (c)(8), ()9NA)G), (cHO)A)GI),
and (c)(9)(B)).

The meeting was held in the Board
Room of the FDIC Building located at
550—17th Street, N.W., Washington,
D.C.

Dated: August 24, 1993.

Federal Deposit Insurance Corporation.
Hoyle L. Robinson,

Executive Secretary.

[FR Doc: 93-20901 Filed 8-24-93; 3:33 pm)
BILLING CODE 6714-01-M

FEDERAL HOUSING FINANCE BOARD
“FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT: 58 FR 44401,
August 20, 1993.
PREVIOUSLY ANNOUNCED TIME AND DATE OF
THE MEETING: 9:00 A.M., Wednesday,
August 25, 1993.
CHANGES IN THE MEETING: The following
topic was withdrawn from the open
portion of the meeting.

* Report on the Proposed Revision to the
Finance Board's Private Sector Adjustment
Factor (“PSAF") Methodology

The Board determined that agency
business required its consideration of
this matter on less than seven days
notice to the public and that no earlier
notice of this change in the subject
matter of the meeting was practicable.
CONTACT PERSON FOR MORE INFORMATION:
Elaine L. Baker, Secretary to the Board,
(202) 408-2837.

Philip L. Conover,

Managing Director.

[FR Doc. 93-20903 Filed 8-24-93; 3:46 pm|
BILLING CODE 6725-01-M

MERIT SYSTEMS PROTECTION BOARD

TIME AND DATE: 10:00 a.m., Wednesday,
September 15, 1993.

PLACE: Eighth Floor, 1120 Vermont
Avenue, NW., Washington, DC.

STATUS: Open.

MATTERS TO BE CONSIDERED: Briefing and
discussion of the Board's fiscal year
1994 research agenda.

CONTACT PERSON FOR ADDITIONAL
INFORMATION: Robert E. Taylor, Clerk of
the Board, (202) 653-7200.

Dated: August 23, 1993.
Robert E. Taylor,
Clerk of the Board.
[FR Doc. 93-20849 Filed 8-24-93; 2:25 pm]
BILLING CODE 7400-01-M

UNITED STATES POSTAL SERVICE BOARD OF
GOVERNORS

Amendment to Meeting

“FEDERAL REGISTER'' CITATION OF
PREVIOUS ANNOUNCEMENT: 58 FR 44401,
August 20, 1993.

* PREVIOUSLY ANNOUNCED DATE OF

MEETING: August 31, 1993,

CHANGE: Delete the following item from
the open meeting agenda:

5. Additional Space for the National Postal
Museum.

CONTACT PERSON FOR MORE INFORMATION:
David F. Harris, (202) 268-4800.

David F. Harris,

Secretary.

[FR Doc. 93-20831 Filed 8-24-93; 11:24 am]
BILLING CODE 7710-12-M
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August 26, 1993

Part Il

Department of
Health and Human
Services

Substance Abuse and Mental Health
Services Administration

45 CFR Part 96

Substance Abuse Prevention and
Treatment Block Grants: Sale or
Distribution of Tobacco Products to
Individuals Under 18 Years of Age;
Proposed Rule
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

45 CFR Part 86
Rin: 0905-AE03

Substance Abusa Prevention and
Treatment Biock Grants: Sale or
Distribution of Tobacco Products to
individuals Under 18 Years of Age

AGENCY: Substance Abuse and Mental
Health Services Administration, PHS,
HHS.

ACTION: Notice of proposed rulemaking.

SUMMARY: Sections 1921 to 1954 of the
Public Health Service (PHS) Act
authorize the Secretary to provide Block
Grants to States for the purposes of
prevention and treatment of substance
abuse. This notice of proposed
rulemaking seeks comments on
proposed regulations implementing
section 1926 of the Public Health
Service (PHS) Act regarding the sale or
distribution of tobacco products to
individuals under age 18.

DATES: Written comments must be
received on or before October 25, 1993.

ADDRESSES: Written comments on this
proposed rule may be sent to Gale A.
Held, Director, State Prevention Systems
Program, Center for Substance Abuse
Prevention (CSAP), Rockwall I
Building, 8th Fioor, 5600 Fishars Lane,
Rockville, MD 20857,

FOR FURTHER INFORMATION CONTACT:
Patrick G. Talmon, at (301) 443-7942.

SUPPLEMENTARY INFORMATION: Sections
1921 to 1954 of the PHS Act, 42 U,S.C.
300x-21—330x~64, authorize the
Secretary to provide Block Grants te
States for the purposes of prevention
and treatment of substance abuse, All
but saction 1926 of the PHS Act, 42
U.S.C. 300x~26, affect fiscal year 1983
Block Grants. Section 1826 does not
become effective until fiscal year 1994
and, in some cases, fiscal year 1995. The
regulations implementing all but section
1926 of the PHS Act were published as
an interim final at 58 FR 17062 (March
31, 1993) and subsequent corrections at
58 FR 21218 (April 19, 1993). For
purposes of this proposed rule -
implementing section 1926, it should be
noted at the onset that the term *‘State”
is defined to include the District of
Columbia and the territories.

This Notice of Proposed Rulemaking
(NPRM) seeks comment on proposed
regulations to implement section 1926
of the PHS Act. Section 1926 of the PHS
Act stipulates that the Secretary may not

make u-g:n‘t«to:a Statﬁ forbthe first e
plicable year and all subsaguent
1;'I;.em-s unless the State has insffect a law
prohibiting any manufacturer, retailer,
or distributor of tobacco products from
selling or distributing any such products
to any individual under the age of 18.
For States whose legislature does not
convene a regular session in fiscal
1993 or in fiscal year 1994, the first
afplicable year is fiscal year 1995, For
all other States, the first applicable
fiscal year is 1994. :
th'I‘he Secretary pmposebs to implement
is statutory provision by requiring
States to havel;n plece a lamhich
prohibits the sale or distribution of any
tobacco product to persons under the
age of 18 through any sales or
distribution outlet. This would include
such sales or distribution from any
location which sells at retail or
otherwise distributes tebacco products
to consumers including {buit not limited
to) locations that sell such products
over-the-counter or through wending
machines. The Secretary believes that
vending machines must be covered,
since they are an unsupervised and easy
source of accass for youngersmokers.
Although controlling access by minors
to tobacco; udts is not an
process and may be particularly difficult
with regards to vending machinss, the
Secretary believes reducing the
availability of tobecco products as

ncg:hod ‘the law is an important
public hxth measure. Beyond this, the
Secratary

«deesmot propose sﬂecxiyr
the provisiens ofthe States’ laws. =
Howaever, appended to this NPRMis a
copy of a model faw the States may
wish'to consider. It should be noted that
‘these proposed regulations in this
NPRM would beconsidered minimum
standards.and would not superseds any
State or local law or ordinance that is
more restrictive regarding minors’
acoess to tobacco products.

With regard to enforcement, the
Secretary proposes that for the first
n%licabh fiscal year and for
subsaquent fiscal years, the Stats
{directlyor through local government or
private entities) must, at a minimum,
enforce the law using both random and
targeted unannounced inspections of
both over-the-counter and vending
machine outlets, Random, unannounced
inspections must be conducted ennually
and must be conducted in such a way
as to ensure a scientifically sound
estimate of the success of enforcement
actions being taken throughout the
State. Thus, the State shall due
consideration to the methoK:giml
design of the inspection effort and the
adequacy of the sample design. The
sample must reflect the distribution of

the population of those under 18
throughout the State and the
distribution of outlets throughout the
State. The sample must further reflect
that, because of location (e.g. near
schools) or other factors, some outlsts
are more likely to be used by minors.
States are to ensure that the inspections
occur at times when minors are likely to
purchase tobacco products. Targeted
inspections are to focus on outlets
which have a history of prior violations.

In addition, the Secretary proposes
that the State must have in place other
well-designed procedures for reducing
the likelihood or prevalence of
violations, Examples of well-designed
procedures include a tobacco sales or
distribution licensing system similar to
that used for alcoholic sales, a graduated
schedule of penalties for {llegal sales or
distribution culminating in loss of
license, controls on tobacco vending
machines in locations accessible to
youth, publication of the names of
outlets making illegal sales, and use of
local enforcement to supplement central
enforcement. Such measures, the
Secretary believes, will assist in
ensuring that the law is enforced in a
manner that can reasonably be expected
to reduce the extent to which tobacco
products are available to individuals
under the age of 18,

Section 1926(b)(2)(B) of the PHS Act
roguires the State to annually submit to
the Secretary a report describing, among
other things, its activities for enforcing
the law for the preceding year. The
Secretary proposes that tghis report be

lication. For
or the first

filed with the State's a
applications submittecr
applicable fiscal year, the Secretary
proposes that States be required only to
submit a copy of the statute enacting the
law described earlier and a description
of the strale'gies te be utilized by the

State for enforcing such law in the year
for which they are applying for & grant.
The Secretary is not proposing that for
an aptﬁlication for the first applicable
year the State be required to submit &
description of how it had enforced the
law in the previous year, if such lew
was in place, since section 1926 of the
PHS Act does not require the States to
have and enforce such law for fiscal
year 1893 and, in some cases, fiscal year
1994. However, the Secretary strongly
encourages the Slates to describe
activities to enforce such a law during
the previous year, if such law was in
place. This information will be used
only for informational purposes; it will
not be used to determine compliance
with any Block Grant requirements.
For subsequent years, the State is to
describe its activities to enforce the law
regarding sales or distribution of
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tobacco products to minors, as well as
the strategies to be utilized by the State
for enforcing such law during the fiscal
year for which the grant is sought. The
State is also to describe the extent of
success the State has achieved during
the previous year in reducing the
avaiﬁ’abili of tobacco products to
individuals under the age of 18. The
Secretary proposes that such description
include the results of the random and
targeted unannounced inspections. The
results of over-the-counter and vending
machine outlet inspections are to be
reported separately. In addition, the
Secretary proposes that the State submit
as part of its report a summary of how

it went about conducting its random,
unannqunced inspections.

The Secretary proposes that the
annual report be made public within the
State and public comment be obtained
and considered by the State prior to
submission. The Secretary believes
public comment is an excellent means
of obtaining ideas on ways the
enforcement measures may be
improved.

ion 1926(c) of the PHS Act
requires that, before making an award to
a State under the Block Grant, the
Secretary must make a determination as
to whether the State has maintained
compliance with the requirements to
enact and effectively enforce a law
against sale or distribution of tobacco
products to individuals under the age of
18. As indicated by section 1926(a), the
Secretary may award a Block Grant to a
State for the first applicable fiscal year
and each subsequent year only if the
State has a law in place making it
unlawful to sell or distribute tobacco
products to individuals under the sge of
18. In determining enforcement
compliance, the Secretary proposes the
following: The State must demonstrate
that its random, unannounced
inspections were conducted in a
scientifically sound manner, and the
data submitted by the State in the
annual report must how that the
percentage of the retailers or distributors
involved in the random, unannounced
inspections that make illegal sales do
not exceed more than fifty (50) percent
during the first applicable fiscal year,
forty (40) percent during the second
applicable fiscal year, thirty (30) percent
during the third applicable fiscal year,
and twenty (20) percent during the
fourth applicable fiscal year and
subsequent fiscal years.
If a State is not in substantial
compliance with the above-mentioned
criteria, the Secretary, in extraordinary
circumstances, may consider a number
of factors, including scientifically sound
data showing that the State is making

significant progress toward reducing use
of tobacco products by children and
youth, data showing that the State has
progressively decreased the availability
of tobacco products to minors, -
aggressive enforcement by the State
through targeted inspections,
composition of the outlets inspected,
and the State’s plen for improving the
enforcement of the law in the fiscal year
for which the State is applying for a
grant, The Secretary encourages all
States to provide the Department with
related data showing that the State is
making significant progress toward
reducing use of tobacco products by
children and youth.

The Secretary believes this
compliance criteria will allow States
time to develop and implement effective
enforcement actions. Some studies in
which unannounced inspections were
used to measure access by minors to
tobacco products show a significant
reduction in the availability of such
products when enforcement is
strengthened. Feighery and Altman
showed that the percentage of times in
the unannounoeg inspections a minor
was able to buy tobacco products over-
the-counter, after stronger enforcement
measures were taken, decreased from
71% to 24% over a two-year period, but
a 1% increase in vending machine sales,
Feighery, E., M.S., Altman, D., Ph.D., et
al., “The Effects of Combining
Education and Enforcement to Reduce
Tobacco Sales to Minors: A Study of
Four Northern California
Communities,” Journal of the American
Medical Association, Vol. 266, No. 22,
Pp. 3168-3171 (December 11, 1991).
Altman and Foster showed a reduction
from 74% to 39% in six months, with
stronger enforcement, but no reduction
in vending machine sales. Altman, D.,
Ph.D,, Foster, V., M.P.H,, et al.,
“Reducing the Illegal Sale of Cigarettes
to Minors,”" Journal of the American
Medical Association, Vol. 261, No. 1,
pp. 80-83 (January 6, 1989). Jason and
Ji saw a reduction from 70% to 5% in
over-the-counter sales from stores over a
year and a half period. Jason, L., Ph.D,,
Ji, P., et al., “Active Enforcement of
Cigarette Control Laws in the Prevention
of Cigarette Sales to Minors,” Journal of
the American Medical Association, Vol.
266, No. 22, pp. 31593161 (December
11, 1991). Further, Forster, Hourigan
and McGovern found a reduction from
53% to 38% in over-the-counter access
and a decrease from 82% to 80% in
vending machine sales following an
increased penalty for sale to minors.
Forster, J., Ph.D., M.P.H., Hourigan, M.,
M.P.H., and McGovern, P,, Ph.D,,
“Availability of Cigarettes to Underage

Youth in Three Communities,”
Preventive Medicine, Vol. 21, No. 3, pp.
320-328 (May 1992). Finally, Forster, et
al., found that installation of locking
devices on vending machines
significantly reduced access from these
machines and that removing children’s
access to vending machines by various
types of bans greatly reduced or
eliminated illegal sales. Forster, Jean L.,
et al., “Vending Machines: Evaluation of
a City Ordinance,” American Journal of
Public Health, Vol. 82, No. 9, pp. 1217-
1220 (September 1992). These studies
suggest that States using reasonable
enforcement measures should be able to
reduce the availability of tobacco
products to minors. If States’ experience
indicates that States can reasonably
achieve a failure rate lower than the 20
percent that is proposed to be required
for the fourth applicable year, the
Secretary may consider lowering the
failure rate further. These percentages,
however, all represent “‘safe harbors”’
rather than the Department’s intended
goals. The Department expects every
State to attempt to achieve zero failure
rates.

The determination of substantial
compliance in enforcing the law is
within the discretion of the Secretary,
and the Secretary, in extraordinary
circumstances, may, as indicated above,
consider a number of factors.
Nevertheless, if, after notice to the State
and an opportunity for a hearing, the
Secretary determines that the State is
not incompliance with the regulations,
the Secretary will reduce the amount of
the allotment in such amounts as is
required by section 1926 of the PHS Act.

he Secretary invites comments on
the appropriateness of the proposed
State performance criteria and on other
strategies that may achieve the statutory
objective in a more cost-effective
manner. Alternative strategies or
performance measures could include:
(1) Stats-specific performance measures
reflecting demographic variations; (2)
measures developed by State consensus;
(3) criteria that would require a certain
percentage decrease in the failure rate of
the random, unannounced inspections
from year to year; (4) separate
performance criteria for over-the-
counter sales versus vending machine
sales; (5) reliance on the more general
Secretarial process; or (6) criteria based

.on different percentage reductions.

The Secretary also proposes that
States not be permitted to use program
funds to enforce this provision;
however, they may use part of the 5
percent allowed for administrative
expenses under section 1931(a)(2) of the
PHS Act. The Secretary believes that
enforcement, such as prosecution of
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entities or individuals who illegally sell
tebacco preducts te minors, is not a true
prevention and treatment activity. The
Block Grant Program funds may be
usad, however, to provide technical
assistance to communities to maximize
procedurss for enforcing the law
regarding tobacco as provided in

§ 96.125(a)(6).

Finally, the Secrstary believes that
decreasing access uf tobacco productsto
minors is a very important heelth issue,
and the Secretary wslcomes comments
on how to implement the requirements.
The Secretary recognizes that tobacco is
the single most preventable cause of
disease and premature death, killing
mors than 434,000 Americans every
year. It is responsible for more then $65
billion annually in 'heslth and economic
costs. An estimated 3.7 million U.S.
tesnagers (18 percent) are current
smokersand nearly 3,000 young people
become regular smokers every day.
Mgcre than half of all smokers start using
tobacco before age 18. Despite the fact
that it is illegal to sell cigarettes ‘to
minors in-a vast majority of States,
nearly one billion packs of cigarettes are
sold each year to children under the age
of 18. Studies rave slso found that
smoking is positively correlated with
the use of alcohol end other drugs, with
escalation from cigarsttes toalcohol the
most prevalent pattern found.
Accordingly, the Secrstary believes that
by ro%u'ufing States to have laws
prohibiting access to minors is a first
step in reducing this national health
problem.

To assist ‘States in implementing the
requiremenits of the statuts, the
Department will provide technical
assistance after issuance of the final
rule. We envision such-assistance
covering matters such as effective
enforcement practices-and the
development of scientifically valid
inspections, as well as:acceptable
alternative mechanisms for funding
enforcement activities.

Economic Tmpact

Executive Order 12291 requires the
Department to prepere and publish a
Regulatory Impact Analysis (RIA) for
any regulation that is likely to have an
ecanomic impact of $100 million or
mare, cause 8 major increase in costs.or
prices, or meset other threshold specified
in the Qrder. For p of
compliance, HHS treats a $200 million
effect within five ysars of regulatory
promulgation as requiring preparation
of an RIA, In mddition, as required by
the Ragulatory Flexibility Act, the
Department prepares a Regulatory
Floxibility Analysis (RFA) forany
regulation which ds likely to havea

significant economic impact on a
substantial number of small entities.

Tesnagers hase and smoke
approximately 1 billion packs of
cigarettes each , 'with a retail value
of over $1.5 billion {DiFranzs, JR. and
Tye, J.B., “Who profits from tebacce
salestochildren?”, JAMA, 1991, vol.
266, pp. 3149-3153). As littleasa 7

nt totel reduction in sales within

ve years would have en-econemic

effect of $100 million. We believe that
a much greater reduction than 'this is
likely tooccur, possibly $1 billiona
year within three years, depending on
the emphasis theat the States place on
enforcement of their statutes and ather
factors.

In additien to overall reductions in
tobacco sales, enforcement will affect
the retail market, The money which °
would have been spent.on tobacco
products will be s on other goods
and services. Much may be spent in the
same stores which sell tobacco
products. However, in:some instances
(6.g., sales from free-standing vending
machines) it .is not clear that elternative
products will raise the same volume of
revenue for the store, Therefors, the
statute and the Department’s final rule
may have a significant effect on some
small businesses that currently sell
tobacco products to minors. Thus, based
on this information, both aRIA and an
RFA are required.

The following analysis, in
conjunction with the remainder of this
preamble, preserits a combined
Regulatory Impact Analysis and
Regulatory Flexibility Analysis, in
compliance wx’t‘hrb E.0.12291 and the
Regulatory Flexibility Act.

'g;"ﬁxiggnelysis.fgg Department
focuses mainly on cigarette sales, which
account for the overwhelming majority
of tobacco product sales to youth.
Almost all of the nalysis is, however,
equally applicable to cigars as well as
snuff, chewing, and pipe tobacco.
Magnitude of Effects

For purposes of the analysis, the
Department assumes that States will
take actions which reduce tobacco sales
to minors by between one-third and
two-thirds within three to four years.
The reduction could be largeror
smaller, however, depending upon how
meny minors are able to get cigarattes
from older youths whocan legally
purchase cigarattes, the emphasis that
States place on enforcing the laws, and
the ease with which minors can
purchase cigarettes by going to other
ocutlets including vend ing machines
which are harder to monitor.

Because minors will, in some cases,
find other saunrces of cigarettes, a one-

third ortwo-thirds reduction in illegal
sales volume will ‘only occur if there is
an even greater reduction in the
percentage of outlets making illegal
sales, (For purposes-of this analysis, the
term “‘outlet™ means any location that
sells at retail or otherwise distributes
tobacco products to consumers,
including {but not limited to) lecations
that sell 'such products over-the-counter
or through a vending machine.)

‘The proposed rule would require that
States bring the percentage of outlets
making iHegal seles down to 20 nt
within four yearsor risk loas'ofm
abuse funds. Some States, perhaps most
States, may be able to bring failure rates
well inte the single digit range. The
Department is aware of one
community—Weodbridge, Hlinois—that
used a tobacce vending license and
other tools to reach a failure rate of well
under 5 percent for all s of outlets.
(Jason, Leonard A.,etal., “Active
Enfercement of Cigarette Control Laws
in the Prevention of Cigarette Sales to
Minors,” JAMA, pages 3158-3161,
December 11, 1991, Vol. 266, Ne. 22.)) In
this same community, cCigaretts use by
youth decreased by half, despite the
availability of illegal sales outletsin
adjoining areas near the enforcing
community,

Thus, even though we are proposing
to set the compliance level for States ot
20 percent after four years, our
expectation is that actual violation
levels in most Statss will be driven far
lower by new:fmte mmtha lemzl
programs, perheps near
achieved in Woodbridge. We do not
know, howswer, sither what level the
States will on average achieve, or
precisely how that level will translate
into reductions in teen smoking.
Therefore, our estimates of actual
smoking reductions by youth range from
one-third totwo-thirds.

A reduction in teen smoking implies
an almost equally large reduction in
adult smoking, over time. Some
evidence suggests that approximately 71
percent of adult daily smokers became
daily cigarette smokers by age 18 (Office
on Smoking and Health, unpublished
data from the 1991 SAMHSA Nationa!
Housshold Survey en Drug Abuse). If
mostof the reduction in youth smoking
translated into non-smoking adults,
there would 'be a corresponding
reduction over time in 4obacce use by
adults, This effect would be over and
above the effects of smoking cessation
programs, education, family pressures.
and othsr public.end private influences
on the prevalence of sm 3
Thus, while the Department estimates
a probable reduction in cigarette sales is
valued on the order of $500 million to
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$1 billion a year (i.e., from one-third to
two-thirds) in the near term, this
reduction would translate into an
annual multi-billion dollar effect over
the long'run, as each cohort of non-
smoking youth ages inte non-smoking
adults.

Benefit Estimates

The benefits of mducin&t:bacco use
lie primarily in i costs
created by tobacco. Thereisa
considerable amount of literature on the
costs of smoking. Probably the best of
these studies—and certainly the most

2,250 excess perinatal deaths and about
39,000 excess low-birthweight infants:
(one-haif of these subsequently
hospitalized in intensive care units).
(Marks, James S. et al., *“ A Cost-Benefit/
Cost-Effectiveness Analysis of &
Smoking Cessation Program for
Women", American Journal of
Prelventivehdam i s pagss m-hnn?ﬁ%
Vol. 6, No. 5, 1990.) Extrapolati m
the data in this study, the total costs of
tobacco use by expectant methers in
1988 were about $500 million for use of
neonatal intensive care units, about
$500 million in present value of future
long-term care costs for disabled

will result if each State adopts the
Model Law recommended by HHS. This
Model Law is appended to this NPRM.
An HHS Inspector General’s report,
also appended here, contains an
appendix showing the elements of each
State's enforcement schemse in 1991,
using headings corresponding to many
elements of the Maodel Law. For
example, 22 States have some form of
vending machine restriction, and 14
provide for revocation of a license to
sall tobacco products if illegal sales are
made to miners. Most of thesa
restrictions ars relatively new and are
not reflected in the studies summarized

careful at costs to
B 2y, s 3 i
of society—is ‘““The Taxes of Sin—Da
Smokers and Drinkers Pay Their Way?”
(Manning, Willard G. et al., JAMA,

newborns, and about $8.7 billion for the
value of 2,250 lost lives (using the same .
$1.66 million value for a lost life as in

the paper written by Manning et al.). On

earlier in the preamble showing that
about two-thirds of outlets sall tobacco

cts illegally.
The Modl:FLa\yu represents a

pages 1604-1609, March 17, 1988, Vel.
261, Ne. 11).

This study estimated the net present
value cost for 1986 to members of
society other than the smokers of
cigarettes, by comparing the excess costs
of services used by smo rnsktotha taxes
and premiums by smokers. Several
estimates of thop:gt were calculated,
based on varying assumptions and
discount rates. The best estimate for our
purposes is a *‘present value”
(discounted) cost of $0.39 per pack to
parscns other than the smokers
themselves, under the assumption of a
5 percent discount rate applied to future
costs. This cost contained the following
compensent costs per : Emplayer
and taxpayer share of excess medical
bills incurred by smokers ($0.26); sick
leave and life insurance subsidies
(80.06); lost taxes on smekers’
unrealized earnings ($0.09); the value of
lives lest to passive smoking ($0.14); the
material cost of fires caused by smoking
($0.02); and the value of lives lost to
fires caused by smoking (50.09). These
costs were then offset by the reduction
in pensions and nursing home bensfits
paid to smokers due to their premature
deaths (- $0.27).

This study omitted several major
components of external costs, such as
cleaning costs in buildings where
smokars are employed. Most
importantly, it made no allowance for
the cost of low-birthweight infants. Over
200,000 such infants are born each year
in the United States. These 6 percent of
all births account for over 50 percent of
all acute inpatient infant care costs.

the same discounted cost per pack basis
usad by Manning et al., these costs

would add at least 15 cents a pack mars.

Thus, in 1989 the net external costs
borne by non-smokers exceeded 50
cents for every pack of cigerettes sold
(lost earnings and medical care costs
borne by smokers themselves were
shown by Manning et al. to be over $1
a pack). In 1989, this was equivalent to
over one-third of the then-current price
of ci es.

Translatod into theterms of this
initiative, the $%4 to $1 billion annual
reduction in cigarette purchases by
youth that the Department postulates
achieving in three or four years is worth
one-sixth to one-third of a billion
dollars annually to the rest of eur

society (in addition, of course, to the $1%

to $1 billion that youth save from: not
bt ek
8 Over the longer run, and assuming
that adult smoking is reduced
correspondingly, the benefits of better
law enforcement will be many billions
of dollars annually. We do not calculate
a precise estimate hecause there are so
many uncertainities as to future
cutcomes. None of these uncertainties,
however, are likely to reduce cur
estimates of benefits.

Cosis

The primary cost of improved
enforcement lies in enforcement cests
themselves (see section below for
estimates of transfer and other effects).

The Department has no good data on the

costs of enforcemant because so little
has been attempted in the pastand

substantial enforcement effort compared
to current practice, but nowhere near
the greatest effost possible. The Model
Law would require a licensing
apparatus to be set up, stores to be
notified of their obligations, hearing
procedures to be develaped, inspections
organized, fines to be levied, and the
like. Even if a State were to pig?yback
this system on top of an alccho
licensing and enforcement system, it
would require & staff of one or two
dozen people and an annual budget of
approximately $1 million. Across all
jurisdictions, this implies costs on the
order of $50 million for an effective
enforcement effort.

The mest cost-sffective methed of
compliance enforcement appears to lie
in well-designed “'sting” operations in
which clearly underage youth without
false identification attempt to. make
illegal purchases under adult
supervision. Assuming that 200400
stings a year are conducted in the
average State, that each sting requires 10
person-hours of participant time (for
training, travel, etc.), and that the
average hour is valued at $10, the total
national cost of conducting stings would
be $1-$2 million annually. Individual
businesses may have to train staff, post
signs, check for compliance, relocate
vending machines, and the like. Annual
compliance costs could average as much
as $100 a retail store (much less in small
stores, much more in the larger stores).
The largest component of this would be
time spent in instructing sales clerks
that they must aveid selling to minors
and in dealing with occasional lapses.

(These data.come from Schwartz, Rachel
M., “What Price Prematurity?”, pages
170-174, Family Planning Perspectives,
August 1888, Vol. 21, No. 4.) The risk

of having a low-birthwaight infant
doubles if the mother smokes. A recent
study estimated the effects of smoking-
induced perinatal problems to include

because new methods may be needed.
However, these costs not be
substantial in relationship to ether costs
of State and local law enforcement, ar
to other duties faced by retail business.
The Department assumes, for
purposes of this cost analysis, that the
upper end of possible enforcement costs

The average store has enly about 12
employees, but assuming that 1 million
outlets sell cigarettes or other tobacco
produets, national compliance costs
might reach $100 million.

unting both public and private
costs, the national cost total for careful
enforcement using this model would be
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on the order of $150 million. Assuming
that States financed their costs by
licensing fees, as suggested by the
Model Law, the net igudgetary cost to
States would be close to zero, and retail
outlets would bear the entire $150
million annually.

These gross cost estimates include no
offset for present enforcement efforts.
However, studies have consistently
shown that many businesses do not sell
tobacco products to minors. Effective
staff training may already be in place in
a third or more of all businesses. Most
States have at least some pieces of
enforcement machinery in place, even if
none has a comprehensive scheme (see
Appendix A of the appended Inspector
General report). Therefore, the net costs
of stringent enforcement efforts may be
a third less, perhaps $100 million a year
rather than $150 million, taking into
account current levels of effort,

Enforcement costs could also be
reduced if States undertook less
comprehensive enforcement actions. For
example, an “informational” strategy of
publishing in local newspapers the
names of stores caught selling illegally
to minors might be effective in
signalling consumers who would wish
to steer their patronage to stores which
do not violate the law. Presumably,
outlets selling tobacco as one of many
product lines would police themselves
vigorously to avoid this much larger loss
of business. Concentrating enforcement
resources and levying large, multiple
fines on repeat offenders might also
prove less costly than creating a
moderate, graduated penslty system as
set forth in the Model Law. The
compliance standard proposed in this
NPRM—reducing the proportion of
outlets selling illegally to 20 percent or
less within 4 years—could probably be
met by efforts less substantial than
adoption of the entire model law. This
could reduce gross enforcement costs to
near the $100 million level, and net
enforcement costs even lower. It is
unlikely that net costs could go below
$50 million, however, because the major
costs arise from actions which outlets
would have to take to make a serious
reduction in illegal sales, regardless of
precise target level and regardless of the
precise enforcement approach used by
the State,

As discussed further below, there may
be some additional costs due to market
dynamics over time. For example, some
stores that barely break even on tobacco
sales may decide to drop this product
line rather than spend resources on
efforts to prevent illegal sales of tobacco
to minors, such as paying a licensing fee
and training staff. Some vending
machines currently located in

businesses that cater to minors may
have to be relocated or withdrawn
prematurely from use, and vending
machine sales will drop. Some adult
consumers will be inconvenienced if
fewer outlets sell cigarettes. The
Department has no basis at this time for
estimating the magnitude or actual costs
of these effects. However, the
Department sees no reason to ex

that these will exceed a few tnill}i):r(:t
dollars a year.

These are very imprecise estimates.
The Department welcomes comments
on the estimates and suggestions for
improvement. Note, however, that
States remain free to devise any
enforcement approaches that they find
cost-effective. The Department
encourages the public to provide us
information on effective and economical
approaches which can be shared with
the States.

Comparison of Benefits to Costs

Based on the estimates abovs, the
Department expects that in three or four
years net enforcement costs on the order
of $50 and possibly $100 million will
generate social benefits on the order of
one-sixth of a billion dollars and
possibly one-third of a billion dollars, a
return of potentially 2or3to 1,
depending on the cost estimate and
actual effects on smoking by youth. The
lower end of the range of both costs and
benefits is most likely to arise from
serious but modest State efforts, and the
higher end of both from more
substantial State efforts,

Over the longer run, the Department
expects enforcement costs to decrease
slightly and benefits to increase greatly.
Costs will decrease as compliance
approaches 100 percent because there
will be fewer violations, and fewer
enforcement actions. Benefits will
increase because as larger cohorts of
non-smoking youth pass into adulthood
without addiction, smoking is expected
to drastically decrease. The packs of
cigarettes affected by these regulations
are the packs that cause addiction. A
smoking reduction now will itself cause
a smoking reduction later. Thus, the
benefits from not smoking these
particular packs of cigarettes are likely
to be many times the benefits from not
smoking the “‘average” pack of cigarettes
studied by Manning, et al.

Distributional and Transitional Effects

The estimates above deal with the
ultimate effects of smoking reductions
and activities directed toward
reductions. There are additional
economic consequences which are not
part of these calculations but which are
of concern.

First, this law enforcement effort will
increase jobs and profits in the
economy. When a teenager does not
spend $1.50 or $2 for a pack of
cigarettes, there is no loss to the
economy, The money is spent on some
other good or service instead. Trus,
some particular jobs (ultimately, those
in cigarette, cigar, snuff, and chewing
and pipe tobacco factories, and in
cancer wards of hospitals) will be
affected by any large scale redirection of
resources away from tobacco purchases.
However, other jobs will be created
instead. For example, if the money is
.sgent on chewing gum and music tapes,

ere will be increases in jobs in gum
factories and music studios. In fact, the
excess of benefits over costs involved
represents a pure gain to the economy,
much of which will show up in
increased productivity and job growth.

Second, there will be negligible
adverse effects on the great majority of
retail outlets. It is true that stores that
currently sell tobacco products to
minors will lose sales in the short run.
These sales may or may not be offset by
increases in sales of other items.
However, with the single exception of
vending machines (discussed below),
we believe that thesa effects on sales
will be small. There are approximately
1% million retail sales outlets in the
United States, and about two-thirds of
these sell tobacco products (all data in
this paragraph are obtained from the
Statistical Abstract of the United States
1992, table 1284, p. 761). On average,
tobacco products represent 5 percent of
total sales in those outlets that sell
tobacco. In 1987, according to the
Statistical Abstract, retail
establishments sold $23 billion of
tobacco products (at current prices this
number would exceed $30 billion), The
potential $1 billion reduction (assuming
a two-thirds reduction in smoking by
youth) that the Department estimates in
the near future represents less than 5
percent of that amount, and one-fourth
of 1 percent of total sales in stores
selling tobacco products. Considering
that in many if not all cases the money
not spent on tobacco will be spent on
other products in the same stores, the
negative economic effects on sales,
costs, and profits will be negligible.
Moreover, soms outlets will actually
increase tobacco sales as others decide
to drop cigarettes and various forms of
chewing tobacco as marginal product
lines.

Third, the Department expects
si%niﬁcant drops in vending-machine
sales of tobacco products because of the
actions that will have to be taken to
prevent sales to minors from these
devices. The access studies have shown
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that vending machines provide by far
the easiest method for youth to make
purchases. For the youngest miners,
they are often the only easy sources of
purchase. A study for the vending
machine industry shows that only 23
percent of smoking youth now use
vending mechines often or occasionally
(Response Research, Inc., “Findings for
the Study of Teenage Cigarette Smoking
and Purchasing Behavior,” June/July
1988). However, in the future this
percentage would rise greatly—perhaps
close to 100 percent—if enforcement
eliminated other sources of illegal sales
but :gﬁ vending machines available to
YOouut.

" There are several options for
preventing illegal sales from vending
machines, including installing locking
devices on tobacco vending machines—
which allow uss only after an employee
verifies that the prospective purchaser is
not under-age, and removing tobacco
vending machines from locations where
youth can legally approach them (e.g.,
removing them from all locations except
bars where minors are not permitted).
The experience of St. Paul, Minnesota,
illustrates the difficulty of enforcement
options short of bans: A ysar after
enforcement began, about 30 percent of
merchants had net installed locking
devices, and even where these were
installed, employess allowed illegal
purchase about 40 percent of the time.
On the other hand, communities that
have banned these machines eltogether
show complete or near complete
compliance. (Sea Forster, Jean L. ¢t. al.,
“Vending Machines: Evaluation of a
City Ordinance,” American Journal of
Public Health, pages 1217-1220,
September 1992, Vol. 82 No. 9). Quits
apart from compliance, the St. Paul
experience shows that locking devices
are inconvenient to stores, cost as much
@5 $100 a machine, and that a quarter of
the merchants either switched to over-
the counter sales or dropped tobacen
vending when faced with a requirement
for locking devices.

Based on these data, the Department
\'-.'oulg expect that States will face
significant challenges in complying
with the new lew unless they impose
strict controls on tobacco vending
machines in locations accessible to
minors, Data from the vending-machine
industry sheds some light on the
tensequences of partial or total bans.
(Ses the Statement of Richard W. Funk
on behalf of the National Automatic
Marchandising Association, Tobacco
Issues (Part 1), Hearings before the
Subcommittee on Transportation and
Hazardous Materials of the Committee
on Energy and Commerce, U.S. Housa of
fepresentatives, July 25, 1989, Serial

No. 101-85, pagss 240-245.) This
testimony indicates that there are at
least 1,400 vending-machine companies,
of which 1,000 operate some 370,000
cigarstte-vending machines, with
average annusl revenues of about $4,000
per machine. For the entire industry,
including companies which do not sell
tobacco, these machines account for 9.5
percent of vending sales in dollars and
3.6 percent of vending sales in units
(taking into account taxes, it'appears
that vending sales represent about 7
percent of non-tax revenus for all these
companies, and 10 percent for those
companies selling tobacco products).
About one-third of these machines are
located in bars or cocktail lounges, but
many are in motals, colleges,
restaurants, and other locations readily
accessible to youth. Depending on what
actions States decided to take, two-
thirds er more of these machines might
be affected by ban or locking device.
Assuming, for purposes of this analysis,
that two-thirds of these machine were
eliminated over a phased, three-ysar
period, and that there were no offsetting
increases in tobacco sales from the
remaining machines, by the end of the
third year 1,000 companies would face
an annuel loss of sales averaging ebout
7 percent of non-tax revenue (7 percent
is %4 of the 10 percent discussed above).
The sales reduction could be less than
this or greater than this, depending on
the precise actions taken by the States.
It would elso vary significantly from
company to company. Companies
could, of course, take actions to
overcome such: losses, such as replacing
tobacco products with other uets.
States could mitigate these effects by
phasing, only locations
accessible to youth, and allowing use of
locking devices. The Department solicits
comments on this issue and on whether
any other alternatives would be cost-
effective.

Alternatives

Elsewhere in this preamble the
De t has requested comment on
several modifications to our proposed
regulations. The main alternative the
Department has considered and has

_temporarily rejected was to impose a

more stringent standard on the States.
There is a strong line of argument that
near-100 percent compliance can be
achieved over some period of time. One
community, the city of Woodbridge,
Illinois, essentially ended illegal sales to
minors, apparently by using a licensing
law (not rigidly enforced] and the part-
time efforts of one police officer. (See
Jason, Leonard A. et al.,, “Active
Enforcement of Cigaretts Control Laws
in the Prevention of Cigarstte Sales to

Minors,” JAMA, pages 3158-3161,
December 11, 1991, Vol. 266 No. 22).
However, it would not be prudent to
rely on the experience of one
community in setting a national policy,
and even in Woodbridge success took a
number of years to achieve. Moreover,
States havs not had consistent success
in enforcing laws against sale of alcohol
to minors {see “Youth and alcohol:
Laws and Enforcement,” Office of the
Inspectar General, HHS, September
1991). Tabacco-law enforcement may
turn out to pese similar hazards.
Therefore, the Department believes that
risking an error which would force us to
take vitally needed drug-treatment
funds from a State despile a sericus
enforcement effort is too dangerous at
present. Hence, on an interim basis, and
until the Department and the States gain
some experience from serious State-
wide efforts at enforcement, we have
allowed the States both time and leeway
to achieve compliance: Nonetheless, we
welcome comments addressed to the
feasibility and fairness of a stricter
standard, such as penalizing States in
which outlets with illegal sales exceed
20 percent in the third year, or 20
percent in the fourth year and 10
percent in the fifth year.

Second, the Department also
considered specifying particular
enforcement measures that States must
take, such as requiring that stores
illegally selling to minors lose a license
to sell tobacce products, or imposing
strict controls on vending machine sales
of tobacca products. However, the same
uncertainty that would make a near-100
percent compliance standard imprudent
until we have more information appears
to make imposing uniform processes on
all States unwise. Furthermore, the
Department believes that governors and
States should have maximum flexibility
to devise their own solutions. The
Model Law represents the Department’s
best judgment as to cost-effective steps
States might take, but the current state
of knowledge does not necessarily
justify imposing its components as

redi};xi‘rraments.
ird, thre Department considered
more stringent approaches to
compli measurement. As indicated
above, stings are a low-cost and highly
effective method of determining which
outlets violate the law. The Department
considered requiring States to conduct a
minimum number of stings, such as 1
sting annually at 50 percent of all sales
outlets. However, we decided that it
would be premature to force a particular
standard upen all States,

Fourth, the Department considered
creating a special review process by
which private groups could bring the
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results of their own unannounced
inspections directly to our attention, if
they believed that States were not
honestly reporting progress. This was
rejected because the public is free to
provide such information to the
Department for its consideration.
Finally, a State could reduce use by
minors, as well as increase State
revenus, by placing higher taxes on
cigarettes. Research has shown that
youth are particularly sensitive to
tobacco prices (Grossman, M., Coate, D.,
Lewit, EM., and Shakotko, R.A.
“Economic and other factors in youth
smoking.” Washington, DC: National
Science Foundation; 1983. Final Report,
Grant No. SES-8014959; and Lewit,
E.M., Coate, D. and Grossman, M. “The

effects of government regulations on
teenage smoking. Journal of Law and
Economics. Vol. XXIV, No. 3, pp. 545-
569 (December 1981)). Thus, a State
may choose to impose taxes so high as
to discourage most youth purchases.

The Department requests comments
on these and any other alternatives
which might reduce costs or increase
benefits.

Paperwork Reduction Act

This proposed rule contains
information collections which are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1980.
The title, description, and respondent

description of the information collection

are shown below with an estimate of the
annual reporting burden. Included in
the estimate is the time for reviewing
instructions, searching existing data
sourceeségatheﬁng and maintaining the
data needed, and completing and
reviewing the collection of information.

Title: Minors’ Access to Tobacco—42
CFR 96.122—NPRM,

Description: Data to be reported is
required by 42 USC 300x-26 and will be
used by the Secretary to evaluate State
compliance with the statute, to report to
Congress as required under 42 USC
300x-59, and to publish special analytic
studies from time to time.

Description of respondents: State or
local governments.

Estimated Annual Reporting Burden:

Section

Annual
number of
respondents

Annual fre-
quency

Average bur-
den/response

Application/Annual Report:
45 CFR 96.122()(5) and .130(d) .........

60

We will submit a copy of this
proposed rule to OMB for review of
these information collections.
Comments regarding this burden
estimate or any other aspect of this
collection of information, including
suggestions for reducing burden, may be
sent to the agency official whose name
appears in the FOR FURTHER INFORMATION
section above, and to Allison Eydt,
SAMHSA Desk Officer, Office of
Information and Regulatory Affairs/
OMB, room 3001, 725 17th St., NW.,
Washington, DC 20503,

Appendix A to Preamble—Model Sale
of Tobacco Products to Minors Control
Act; A Model Law Recommended for
Adoption by States and Localities To
Prevent the Sale of Tobacco Products
To Minors

U.S. Department of Health and Human
Services, May 24, 1990

Introduction

The great majority of states prohibit
sale of tobacco products to minors. Yet
over one million teenagers start smoking
each year, and minors buy about one
billion packs of cigarettes each year.
Because nicotine is an addicting drug, a
minor who starts smoking is likely to be
a lifelong customer—and one in four
will die prematurely of lung cancer or
other smoking-related disease. Illegal
tobacco sales dwarf illegal alcohol and
hard drug sales to minors, and the
resulting mortality is many times
greater—390,000 deaths a year. These
are preventable deaths, and many of

them occur because youth can obtain
tobacco products with ease. Over eighty
percent of teenagers correctly believe
that it is very easy for them to buy
cigarettes.

Access of minors to tobacco is a major
problem in every state of the Nation.
About three-fourths of the million
outlets which sell cigarettes to adults
also sell cigarettes to minors. These
stores ignore the laws of their states
because enforcement is almost non-
existent. Many retailers are even
unaware that such sales are illegal. Yet
there are straightforward enforcement
zrproaches which can eliminate almost

1 sales to minors while yielding
revenues to cover the cost of
enforcement. Teenage smoking can be
greatly reduced without disruption
either to governments or to sales to
adults.

Data on the nature and extent of the
enforcement problem, and information
on successful community efforts to
prevent illegal sale of tobacco products
to youth, are presented in the report of
the Office of the Inspector General titled
“Youth Access to Cigarettes,” dated
May, 1990, Additional information on
this issue can be obtained from the
Office on Smoking and Health, within
the Centers for Disease Control of the
Public Health Service.

The Department of Health and Human
Services has reviewed options for
improving enforcement. The approach
we have developed is embodied in a
draft model law. We recommend that
each of the 50 states enact this model.

No state now uses all of the tools
needed to make enforcement effective.
In states which are not immediately
willing to adopt the model law, counties
and cities can enact most features by
ordinance and prevent children’s access
to tobacco products.

No enforcement scheme is perfect.
Many of those who are already addicted
will find ways to get tobacco to meet
their craving for nicotine. But for most
teenagers, easy access to tobacco
products and addiction can be
eliminated. For others, reductions in
frequency and numbers of cigarettes
smoked will decrease the likelihood of
becoming long-term smokers.

Summary of the Model Law

The model law has several key
features. These are summarized below
and discussed further in the section-by-
section analysis. Some of these features
can and should be modified by each
state to reflect its internal organization
and processes. But the underlying
approaches, however implemented, are
key to effective enforcement. The model
law would:

o Create a licensing system, similar to
that which is used to control the sale of
alcoholic beverages, under which a store
may sell tobacco to adults only if it
avoids making sales to minors. Signs
stating that sales to minors are illegal
would be required at all points of sale.

o Set forth a graduated schedule of
penalties—monetary fines and license
suspensions—for illegal sales so that
owners and employees face punishmen!
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proportionate to their violation of the such provisions, as discussed further independent agency, is uniquely a
law. Penalties would be fixed and below, but that we did not believe them matter for state-specific decision.
credible. Those who comply would pay  necessary or appropriate within the Two key provisions of section 3
only a license fee. statute, For example, use of stings will ~ require the Office to operate a licensing
¢ Provide separate penalties for be vital to effective enforcement of this  system and to prepare and distribute to
failure to post a sign, and higher law, but like other investigative licensed outlets signs concerning sales
penalties for sales without a license. procedures need not be detailed in to minors. Requiring a }ipense for sale of
_ * Place primary responsibility for statute. tot.)apco products conditions the ;
investigation and enforcement ina I summary, the model law attempts rivilege of sale on compliance with the
designated state agency, and exclusive 5 create wg:{,bh procedures which aw. Later in the bill heavy penalties are
authority for license suspension and will provide retail outlets the incentive  Provided for any sales (or free
revocation in that agency, but allow and tools to refuse to sell to minors, as  distribution) to any persons without
local law enforcement and public health already required by law in almost all such a license, Failure of licensed
officials to investigate compliance and g atag “Stores which comply will have outlets to prevent sale to minors leads
present evidence to the state agency or g burden other than a licensing fee to financial penalties and revocation of
file cgrtllpla:ints 1;} local courts. and, in some cases, replacement of the license. The text is worded to allow
d. o 3{ gedm:in an Stl‘:;e' " idthe Vvending machine by over-the-counter licensing mobile vendors—it is not the
- mngxsl - d‘“ penaf thes 2 ar\;on ®  sales. Compliance by responsible stores, Purpose of the law to harm any small
“m:’ 2 gy: :ﬁ ghsls 0 £l 2 ‘io“ urtsto  Which would quickly become the great ~ DUuSInesses. ; 4
sys em}.i ul 'o‘:l uste ouaofga courtsto . ajority, will enable state and local _ The state ag;incyf is emﬁ;x)o;vare Tltxo
gflsfzsrzmge;'t s'lll‘rtlxisafw:ul h rf)vi e authorities to concentrate enforcement 3""98:58“:.0 o 3" O'f“ B a‘t”' p
flexibilit eto.both state ang local sfforts an s small iunber of recaicitrant :nv}?s B Emnoten orc%mgr; detail
authoritizs to target enforcement outlets. The fow stares which are unable ‘i’gcg 't%gz: i en:l}‘::iel(lzl 2 ul'l:\e 3nacli'
resources (An?flg al sale could not or ynwilling to prevent salos to minors sw 11- stabliall;ecgl ad inysru?ati:/e
result in two finoggbut a local may elect to stop carrying fobacco fu;ct?ons I;ov‘:evermthel most powerful
conviction would be reported to the f;gg;?;&:gilfglm: a??ln:g;g:ﬁg technique; for both i.nvastigau'o% and
zha;eea:;iiozc;um towards possible license to be able to buy cigarettes and other ?r?:g;sent):s?itnwx(l:{) :‘x Tgfxtc (;lgcusn;:t(iaix:lces
'pSOt the age of legal purchase at 19,  tobacco products at a wide range of underae ) ers%ns tops:ores w{ich z;ellg
This is higher than under many existing °utiets. tobacc08 pxPoducts—especially those
slate tobacco statutes, but lower than the . Ultimately, the effectiveness of this which have been reported for illegal
age for alcohol. States may wish to legislation depends on the willingness 55105 A request to purchase cigarettes is
consider age 21, because addiction often ©f concerned citizens to report then made and the sale, if

begins at ages 19 and 20, but rarely violations to authorities who are consummated, provides evidence of

thereafter, {esponmble for taking investigatory and,  yislation of the statute. Properly

» Ban the use of vending machinesto if necessary, enforcement action. Weare .cion04 and supervised by state or
dispense cigarettes, parallel to alcohol ~ sure that enough citizens are concerned; |,c7 officials, such testing can readily
practice and reflecting the difficulty of  the model law simply provides an and inexpensively establish whether an
preventing illegal sales from these effective and efficient system to handle 10t yiolates the law, and provide the
machines, (This is another area where their complaints, filling voids in almost  .<is for a formal complaint and
states should examine options carefully; ~all state enforcement schemes. Indeed,  onforcoment decision. States and
allowing sales in places not legally open merely putting an effective enforcement oo munities now using this approach
to minors, or use of store-controlled mechanism in place is the single most  fan hire teenagers to perform this
electronic enabling devices, may be important reform. The better the function as temporary employees, to
acceptable alternatives. States could mechanism, the less likely it will have provide insurance protection to the
also consider phasing of the ban to to be used. teenagers and assure proper
minimize disruption.) Section-by-Section Analysis supervision. Depending on other law

¢ Contain a number of features to d : A (e.g., whether possession by minors is
minimize burdens on retail outlets: Section 1 states the title of the bill, illegal) and court rulings, some states
Requiring identification only for those  here suggested as “Sale of Tobacco may wish to authorize this approach
who are not clearly above the age of 19,  Products to Minors Control Act.” explicitly. Tennessee does so now.
allowing a driver’s license as proof of Section 2 presents appropriate ! e model law provides that local
age, setting a nominal penalty for the findings of fact. Most important, in this  officials may also investigate violations,
first violation, disregarding one context, are that tobacco products are and either assist the state agency by
accidental violation if effective controls addicting, that addiction almost always  bringing evidence before it or brin
are in place, having the state provide starts in teenage years, and that smoking cases directly in local courts. Loca
required signs, and setting license fees ~ causes death on a large scale. States officials in some cities and counties will
lower for outlets with small sales exploring these issues may wish to have the resources and expertise to
volume, consult recent reports of the Surgeon contribute significantly to enforcement.

The model law does not explicitly General, which summarize and Such contributions will not only speed
address several topics, including synthesize the large body of knowledge  enforcement directly, but allow the state
Possession of tobacco by minors, extant. agency to allocate its resources where
earmarking revenues for enforcement, Section 3 establishes a state “Office of they are most needed. In general, the
allowing local ordinances to be stronger Tobacco Control” and the key powers of assumption of the bill is that there will
thlin.the state law, and authorizing use  that office. Whether that office would be substantial state and local
of minors in “sting" operations to detect best be located in the Department of cooperation, similar to the kinds of
violations, This does not mean that Health or the state alcohol sales arrangements used for traffic violatiors.
states should not consider including licensing agency, or established as an A varied local role in investigation and
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enforcement will also be useful in younger than the legal age can readily may also aveid one penalty mgecﬁ
identi techniques which are obtain tobacco from friends year period by showing that an e ve
particularly effective within each state. = who can legally purchase them. Thus, system to prevent violetions is in place,
The license fee is suggested as $300 an age 18 limit exposes most 16 and 17  i.e., that the sale was a true lapse. The
for most stores but only $50 for stores year old youth to an easily exercised suggested penalty for a first o is
with a velume of tobacco sales below temptation. Only if the age limit is at $100 and no suspension; the fourth
$5,000 a year. This should provide least 19 can the state be confident that  violation brings a $1,000 dollar fine and
enough revenue to make enforcement most high school students will not have a 9 to 18 month suspension of the
budget-neutral, while protecting small  ready access to tobacco. Of course, a few license. In effect, law abiding stores
businesses from what might be teenagers will be able to obtain such have nothin%lto fear; persistent
perceived as an onerous cost in relation  products from family or clder friends; offenders lose the right ta sell
to sales. Of course, enforcement costs the issue here is medy access formost tobacco products to adults.
will not necessarily vary by size of teenagers. ,only if tho The Department of Health and Human
outlet and a state could balance these is at least 19 wilf l Services has found that use of civil
considerations differently. Regardless, 8 policies be fully enfomeablo—-no money penalties assessed through
state could use additional distinctions students will have legal access to administrative law lndges rather than
(e.g., by size, or whether licensed to sell g:ducn States are encouraged  the courts has great! mproved the
alcoholic beverages) or set these fees to consi 21; this will parallel effectiveness and e of enforcing
higher or lower, depending on other practice and also protect elder ~ various statutes related to fraud and
licensing systems, its revenue goals, and teenageu durin in which many  abuse. The capacity of the Federal
whether it wishes the tobacco control are still vulnera H criminal justice system i so strefched
system to be fully financed through Second, why ban vending machine that without the alternative ef civil
license foes. We not suggested sales? The basic problem with thess money penalties, many “minor” frauds
earmarking revenues to accrue directly  sales is that they do not require human  or other crimes simply could not be
to the Tobacco Control agency rather intervention—the active par 'cipetion of prosecuted. States face similar
than the general fund, but some states a clerk who sells the ct onlyafter  constraints. Using civil money penahms
t wish to do this. observing or checking age. Vending is not an “either-or”” choice—under
4 requires license holders to  machines are often used now by existing Federal law, both civil and
display the license and (section 7  adolescents, and vending machines will criminal remedies are available and the
provides a monetary penaity for failure  nullify otherwise effective action choice of which to use in mmlex
to display them). A visible sign ides preventing over-the-counter sales. Sales cases greatly facilitates e ve
continuing notice to all—sales clerks, personnel at a register cannot effectively enforcement. The advantage of this
underage customers, and older police even nearby machines while added tool is not only case-specific but
customers—as to the law’s requitements serving other customers. Individual systemie: The mere existence of a
and the store’s declared wi to  states may wish to consider twe credible and workable civil mone
comply. The sign also aids in variations: Allowing vending machine  penalty raises the potential cost
refusing to sell to und customers.  sales in places which miners mey not - statutory violations, and thereby deters
Section 5 provides that licensees ]egall tex at all, or electronic violations.
.. and their may not sell or give d,..bﬁ.,g devices which require pesitive ~ Although the model law emphasizes
tobacco products to individuals known = action by a clerk to activate. However,  civil money penalties, fines are
to be under the legal age, or to Utah found that disebling devices were  authorized as well to provide an
individuals who are not clearly older or  ineffectual in practice. Finally, states enforcement rele for both state and locs!
wheo do not have appropriate proof of could consider allowing a grace pericd authorities and to provide flexibility of
age such as a driver’s license. It also for elimination of these machines to approach. For any particaler instance of
bans entirely sales of “broken pedu minimize disru noncempliance, enly ene financial
(cigarettes are sometimes sold one- Section 6 prohibits unlicensed sale or penalty may be assessed. Any penalties
one to minors), ven distribution of tobacco products. It assessed at the local level must be
and sales other than at allows exceptions for distribution by reported to the Tebacee Control agency
ign%&mm&%‘s % reletimorﬁ:ndsblm ximtep { so that this agency can accumulate
8 questions G4 not open ta ublic (e.g., the home}  records needed for license suspensions.
when alcohol purchase is illegal below  and for distributien. Section Thus, the model law allows the
age 21 and most states now ban tobacca 7pmv1desforeﬁndoiupto$l.000. fonow kinds of flexibility:
sales at age 18 or below? To the and imprisonment of up to 30 days, for obacco Control agency may
significant extent that tobacco, like unlicensed sale or distribution. develop a backlog of cases nonrenewal.
alcohol, has been an adult privilege to Section 7 establishes two types of Starting with the second offenss, there
which many teenagers turn at the first  financial penalties for violations are progressively steeper periods of
legal oppommity raising the age will committed st licensed outlets—civil suspension: Seven days for the second
postpone such exposure until the money penalties and fines. These offense, up ta 9 to 18 months for the
adolescent has reached an age at which  financial penalties apply both to license  fourth violation. Section 8 also provides
mature judgment has a better chance of  holders and sales personnel. Sales for suspension of licenses for all outlets
overcoming the intense pressure to persannel are subject to penalties both  of a chain if mare than three outlets
experiment with “adult” behaviors. to emphasize their responsibility under  have violated the law mere than three
This postponement may be even mare - the law and to protect employers against times in a two year period. This
important for tobacco for alcohol,  the carelessness of employees. Financial provision creates a strong incentive for
since nicotine is rapidly addicting. Even penalties rise progressively with retail chains to ensure compliance by all
a month or so of smokingis - . repeated offenses, and are designed to of their outlets. -
likely to create a lifelong addiction for . avoid penalizing compliant stores for Other Matters. The model law does
most persons. Also, a realistic appraisal  truly isolated lapses occurring over not prohibit or possession of
must concede that most teenagers a year wide periods of time. A license holder  tobacco products by minors. Some states
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and communities already prohibit these
and others may wish to consider this,
We left out such provisions because in
our judgment they would be far harder
to enforce—and of less relevance to
preventing widespread availability—
than prohibitions on sales. Such
provisions also raise such issues as use
of minors as sales clerks; establishment
of enforcement procedures;
establishment of penalties (smell fines,
community service, or attending
smoking cessation programs are
commonly proposed); and possible need
to exempt purchase by minors in
supervised “‘sting’’ operations.
Regardless, any underage person
smoking in public would indicate a
potential violation of the sales ban even
absent a possession or purchase law.
Authorities could investigate the source
of these tobacco products whether or
not purchase or possession were
banned. States willing to invest in
enforcement for both sales and
possession should consider adding
possession prohibitions.

Finally, while the model law provides
for a significant local role in
enforcement, it does not provide for
independent local statutes. States might
wish to empower municipalities to levy
higher fines or otherwise exercise some
independent authority, The worst
possible outcome would be to enact a
state statute which failed to establish an
effective and workable enforcement
system while preempting local
governments from filling this void.

Conclusion

Existing state laws prohibiting sales of
tobacco products to minors have largely
been ineffectual. This enforcement
failure is hypocritical and contributes to
a scoff-law environment. Unlike some
other law enforcement problems, this is
neither inherent or insuperable.
Eliminating virtually all sales to minors
does not even present particularly
difficult enforcement problems. It
simply requires workable procedures
which create swilt and sure sanctions
for violations, with minimal cost or
inconvenience to retailers and adult
Customers, There is a large and
articulate body of citizenry—including a
large proportion of teenagers and
retailers—who understand the gravity of
tobacco consumption as a public health
problem and who would welcome
Teasonable laws. Enactment and
responsible implementation of this
model law is the single most important
feform to improve the health of its
Cltizens that any state could undertake
In the decade of the 1990s.

Model Sale of Tobacco Products to
Minors Control Act

Section 1. Short Title.

This Act may be cited as the “Sale of
Tobacco Products to Minors Control
Act”,

Sec. 2. Findings.

The Legislature finds that——

(1) Approximately 390,000 Americans
die each year of diseases caused by
cigarette smoking,

(2) The Surgeon General of the Public
Health Service has determined that
smoking is the leading cause of
preventable death in this country,

(3) Nicotine in tobacco has been
found by the 1988 report of the Surgeon

" General, The Health Consequences of

Smoking: Nicotine Addictiontobe a
powerfully addictive drug, and it is
therefore important to prevent young
people from using nicotine until they
are mature and capable of making an
informed and rational decision,

(4) Most adults who smoke wish to
quit, a majority of current adult smokers
have tried to quit without success, and
one-half of all teenagers who have been
smoking for five years or more have
made at least one serious but
unsuccessful attempt to quit,

(5) Every day more than 3,000 minors

in smoki

6) One-hal% of smokers begin before
the age of 18, and 90 percent begin
before the age of 21, and

(7) Minors spend more than one
billion dollars on cigarettes and other
tobacco products every year.

Sec. 3. Office of Tobacco Control.

(a) Establishment of Office.~There is
established in the Department of

an Office of Tobacco Control,
The Office shall be headed by a
Director,

(b) Functions of Director—The
Director shall—

(1) Issue licenses for the sale of
tobacco products, :

(2) Provide without charge signs
(concerning the prohibition on sales to
individuals under 19 years of age) that
meet the requirements of subsection (d)
to persons licensed to sell tobacco
products,

(3) Investigate (concurrently with
other State and local officials) violations
of sections 4 through 8,

(4) Enforce civil money penalties
under section 7, (5) enforce
(concurrently with other State and local
officials) fines under section 7, and

(6) Bring license suspension,
revocation and nonrenewal actions
under section 8.

(c) Licenses.— (1) A license for the
sale of tobacco products shall be issued
to a specific person for a specific outlet

(a fixed location or mobile unit) and
shall be valid for a period of one year.

(2) The annual fee for a license is $50
for an outlet whose annual volume of
tobacco sales is less than $5000, and
$300 for an outlet whose annual volume
of tobacco sales is $5000 or more,

(d) Signs Concerning Sales to
Individuals Under Age 19—Signs to be
provided under subsection (b)(2) shall—

(1) Contain in red lettering at least
one-half inch high on a white
background “IT IS A VIOLATION OF
THE LAW FOR CIGARETTES OR
OTHER TOBACCO PRODUCTS TO BE
SOLD TO ANY PERSON UNDER THE
AGE OF 19”, and

(2) Include a depiction of a pack of
cigarettes at least two inches high
defaced by a red diagonal diameter of a
surrounding red circle.

Sec. 4. Display of License and Signs.

A person that holds a license issued
under section 3(b)(1) shall—

(1) Display the license (or a copy)
prominently at the outlet for which the
license is issued, and

(2) Display prominently at each place
at that outlet at which tobacco products
are sold a sign that meets the
requirements of section 3(d).

ec. 5. Prohibitions Applicable To
License Holders and Their Employees
and Agents.

(a) Prohibition on sale or distribution
to individuals under the age of 19 and
in certain other cases.—A person that
holds a license issued under section
3(b)(1), or an employee or agent of that
person, may not sell or distribute a
tobacco product—

(1) To any individual that the license
holder, employee, or agent knows is
under 19 years of age,

(2) To any individual (other than an

individual who appears without

reasonable doubt to be over @9 years of
age) who does not present a driver's
license (or other generally accepted
means of identification) that describes
the individual as @9 years of age or
older, contains a likeness of the
individual, and appears on its face to be
valid,

(3) In any form other than an original
factory-wrapped package, or

(4)%ther an at an outlet for which
a license has been issued under section
3(b) (@@,

(b) Prohibition on maintaining
vending machines.—A person that
holds a license issued under section
3(b)(1), or an employee or agent of that
person, may not maintain at a licensed
outlet any device that automatically
dispenses tobacco products.

(c) No more than one violation on any
one day.—No person shall be liable
under the preceding subsections for
more than one violation on any one day.
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Sec. 6. Prohibition en unlicensed sale
or distribution of tabacco products.

(a) General rule.—Na persen, other
than a person who holds a license
issued under section 3(b) (@@, or an
employes or agent of that person, may
sell or distribute a tabaceo product.

(b) Exceptions.—Subsection (a) does
not apply to—

(1)&&&)\1&& by an individual te
family members or acquaintences on
private property that is not open to the
publie, ar

(2) The sale or distribution to a
manmafacturer of tobscco products, to a
wholesaler of tobaeco products, orta a
person who holds a license issued
under section 3(bj{1)

Sec. 7. Penalties.

(a} Nature and size of penalties.—{1)
Any license holder that vielates a
requirement of section 4 shall ba subject
to a fine or civil money penalty of nat
more than $100. '

(2) Any license holder, employwe, or
agent Lhat violates a prohibition of
section 5 shall each be subject to—

{A) A fine or civil money penalty of
$100, for the first vialation within a two

ear period.

(B) A fine or civil meney penaity of
$250, for lhqsecund violation within a

two period,
(Cmne or civil money penaity of

$500, for the third viclation within a

two

{wﬁne or civil meney penalty of
$1 000. for any additionel violation
within & two

(3) Any person: that uiolam a
prohibition of section 6 shall be subject
to a fine of not more than $@000, or
imprisonment of not more than 30 days,
er both.

(b} Exception for license holder—A
person that halds a license issued under
section 3(b)(1) shall not be subject to &
fine or civil meney penaity under
subsection (a}{2) for & violatian by an
empleyee or agent of & prahibition
under section 5, and an assessment of a
fine or civil meney penalty under
subsection (a)(2} for & violetion by an
employee or agent shall be disregarded
for purposes of section 8(a), if the
license holder affirmatively
demeonstrates that the license holder has
an effective system in place to prevent
violations of the prohibitions under
section 5. The exception prescribed by
the preceding sentence only
once to a license holder

ear period.
< (c) Ne double penalty —{(1) If an
action has beenr commenced against a
person under subsection (a)(1) or (a)(2)
for & particular violation for the
payment of a fine, no action mey be
commenced ageinst that person for that

any two

violation for the peyment of a civil
money penalty.

(2) If an action has been commencsd
against a persen under subsection (a}{(1@
or @a) (2} for a Iar vialation for
the payment of a civil money penalty,
no action may be commenced agasinst
that person for that violation for the
payment of a fine.

(d) Notification to Uffice of Tebacco
Control of Fines Imposed.—A court
shall notify the Director of the Office of
Tobacco Control of any fine imposed
under subsection (a}{(2).

Sec. 8. Suspension, revocation, and
nonrenewal of licenses.

ta) Suspension, revecation, and
nonrenewal of individual licenses.—A
license issued under section S(b){l) far
a particular outlet shall be ‘or
revoked, and not renewed, for a period
of—

(1) 7 days, if a fine or civil monay
penalty has been im  under section
7(a)(2) for the second viclation: at that
outlset within two years,

(2) 1 to 6 months, if a fine or civil
money penalty has been imposed under
section 7(a)(2) for the third violation at
that outlet within two years, or

(3) 9 to 18 months, if a fine or civil

money penalty has been i  under
section 7(a)(2) for any additional
violation at that cutlet within two yesrs.

(b) Suspension, revocation, and
nonrenewal of all icenses for outlets
under common ownership or control.—

All licenses issued under section 3(b)(@}

for outlets that are under common
ownership or contrel shall be
suspended or revaked, and not renewed,
for a period of 9 to @8 months, if fines
or civil meney penalties have been
assessed under section 7(a)(2} for three
or more violations at three or more
outlets within & twe year peried.

(c) No double counting —A violation
committed by amr
attributed to a license holder, shall be
counted only once for purposes of the
preceding subsections.

(d) Exception.—See section 7(h}.

Appendix B to Preamble—Youth Access

to Tobacco

December 1992

Office of Inspector General

U.S. Dept. of Health and Human
Services

Executive Summary

Purpose

To assess the level and characteristics
of State and local enforcement of laws
limiting youth access to tobacco.

employee or agent, and

Background

In 1990, the Office of Inspector
General (OIG} inspection, “Youtl
Access to Cigarettes” found that 45
States had lews prohibiting the sale of
cigarettes to minors. However, States
waere nol enforeing their laws. The
repert provided information for the
development of the Secretary’s “Model
Sale of Tobacca Products to-Miners
Control Act: A Model Law
Recommended for Adoption by States or
Localities to Prevent the Sale of Tobacco
Products to Minors."™

The Office of the Secretary has asked
the Office of Inspecior General (0IG) to
conduct a follow-up survey ef the
enforcement of State laws limiting
youth acecess to tobacco. In addition, the
Congressional Subcommittee on Health
and the Ervironment hnsmqnumd: the
OIG’s assistance in
extent to which Samhavaadnptad and
are enforcing youtls access laws.

Recently, significant youth access
legislation has been enacted. In July
1992, the President signed the
ADAMHA Reorganization Act, PL 102-
321, which requires States to ban the
sale and distribution of tobacco
products to anyone under the age of 18
by Oetober 1, 1994. It also requires
States to enforce their laws “in a
manner that can reasanably be expected
to reduce the extent to which tobacco
products are available to underage
youths."

Findings

Although most States prelhhﬂ the sale
of tobacco to minors, their failure to
enforce their laws would place them out
;)f compliance with the new Federal
aw:

All but three States ban the sale of
tobacco te minors under the age of 18
Montana dees not have a law
prohibiting the sale of tebacce, New
Mexico only prohibits the sale of
smokeless tobacco and Gaorgia bans
sales to minars under 17 years of age
rather than 18.

Only two States are enforcing their
laws restricting the sale to.minors.
statewida.

In Florida and Verment, the liquor
control agencies enforce their youth
access laws statewide.

A few States are funding local
initiatives to redirce youth access. Four
States (California, New Jersay, North
Dakota and Utah) make funds available
specifically to limit youth access or as
part of broader tobacco education and
control efforts.

Low prierity by poelice and lack of a
designated enforcer are seen as obstacles
to enforcement. State respondents also
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frequently cite a lack of community
awareness of youth access issues and a
iack of commitment to enfercing these:
laws as serious: problems.

Despite lack of State efforts, some
localities are demonstrating
enforcement is pessible:

These localities have developed
different enforcement models: All,
however, enforce State or local laws,
designate an agency responsible for
enforcement, and choose a method of
enforeing that best meets their needs.

Vending machine restrictions are the
most common initiative: In addition to
their State: laws prohibiting the sale of
tobacco to minors, 21 States and
Washington DC have passed laws that
restrict vending machines.

Conclusion

Our finding that most States are not
enforcing their laws limiting youth
access to tobacco is @ major concern
given the requirements of Public Law
102-321. While we found that most
States have laws that prohibit the sale
of tobacco to minors, they must move
quickly. to enforce their laws to avoid
the penaity.

State Options

The models that exist at the State and
local levels present successful options
for enforcing youth access laws. This
report describes steps that can be teken
by States that can reasonably be
expected to reduce tobacca usage by
youth. The States can:

Designate an enfercer

Ban vending machines

Enact provision of the model law
Educate: communities and vendors
Post signs

Conduct stings:

Federal Options

HHS hasalready taken steps to
provide guidance to the States, however,
a5 the Department implements the new
law, there may be other ways to provide
leadership and direction to the States.
I'he Department can:

Provide techmical assistance to the

States
Monitor States activities and colsct

base line data
Conduct research on effective

enforcement models
Develop criteria

- - - -

Youth Access to Tobacco

OE1-02-91 December 1992

Office of Inspector General

US. Dept. of Health and Human
Services

Introduction

Purpose

To assess the fevel and characteristics
of State and local enforcement of laws
limiting youth access to tobacco.

Background

The Office of the Secretary has askad
the Office of Inspectar General (OIG) to
conduct a follow-up survey to a 1990
OIG inspection of the enforcement of
State laws limiting youth access to
tobacco. In addition, the Congressional
Subcommittee on Health and the
Environment has requested the OIG’s
assistance in determining the extent to
which States have adepted and are
enforcing youth access laws.

Federal Initiatives

In 1990, the OIG surveyed States
regarding their laws on the sale of
cigarattes to miners. The OIG
inspection, “Youth Access to
Cigarettes,"” OE[-02-90-02310, reported
that 45 States had laws prohibiting the
sale of cigareltes to minors. However,
States were not enforcing their laws.
The five States that could provide
statistical information documented a
total of only 32 vendor violations in
1989. The few places actively enforcing
youth access to tobacco laws were
mostly localities.

The inspectiornr report provided
information for the development of the
Secretary's “Model Sale of Tobacco
Products to Minors Control Act: A
Modsl Law Recommended for Adoption
by States or Localities to Prevent the
Sale of Tobacce Products to Minors.”
The model lew called for: (¥ Licensing
of vendors and revocation of their
licanse if they sell to minors, (2) a
graduated schedule of penalties so that
vendors and employees are punished
proportionate to their violation of the
law, (3) penalties for failing ta post
signs, (4) designating State orlocal, law
or health officials for enfarcement, (5)
civil in addition to.criminal penalties to
avoid overloading the criminal justice
system, (6] an age of legal purchase of
at least 19, (7) banning or greatly
restricting access to vending machines,
and (B) minimizing the burden of
compliance on retail outlets.

The model law was widely
distributed. Each State governor
received a copy, as did State health
department oﬁ{x:ials and anti-smoking
groups. The law was also made
available to locelities active in
establishing and enforcing youth access
laws, and to experts in the youth
smoking field. Further, the Secretary
and the Surgeon General frequently
spoke about the model law.

The Centers for Disease Control's
Office om Smoking and Health is the
focal peint within the Federal
government for tebaceo-related: efforts,
The office’s activities include expanding
the science base of tobacco control
through implementation of
epidemiologic studies, surveillance
activities and publications such gs the
Surgeon Genseral’s Report on thae Health
Consequences of Smoking; ceordinating
national media information and
education campaigns to.educate the
public on the health hazards of tobacca
use; and assisting States to build their
capacity to-sustain broad-based tobacce
contrel pr S.

Other Federel activity inclodes the
National Cancer Institute’s (NCI)
ongoing Community Intervention Frial
for Smaking Cessation (COMMIT) and
its American Stop Smoking Intervention
Study for Cancer Prevestion (ASSIST)
programs. COMMIT promotes
community health concepts and
technologies in 11 cities. The ASSIST
program incorporates COMMIT’s
strategy and efforts and extends it
statewide. The ASSIST program,
currently in 17 States, werks to create
comprehensive programs to prevent and
control tobacco use. The NCI
collaborates with the: American Cancer
Saociety (ACS), State and local health
departments and other related
organizations.

ecently, significant youth access
legislation has besn enacted regarding
youth aceess ta tobacco: In July 1992,
the President signed the ADAMHA
Reorganization Act, Public Law 102—
321. This new law requires States to ban
the sale and distribution of tobacco
products ta everyone under the age of
18. It also requires States to enforce
their law “inr & marmer that can
reasonably be expected to reduce the
extent to which tobacco products are
available to-underage youths."" The
States ' must anmually submit a report to
the Secretary describing their
enforcement activities and annually
conduet “randem, unannounced
inspections,” commonly called stings or
observad buys. States must implement
these provisions by Fiscal Year 1994, or
risk a reduction in Fedeyal funds for
mental health, alcohol and ether drug

abuse programs.
Tobaeco Use Among Youth

Despita the States” laws and national
attention to.the problem, tobacco use
continues to be widespread among
youth. The Centers for Disease.Control
(CDC) estimates that as many as 1
million American minors start to smoke
each year, about 3,000 per day. They
also estimate that in 1990 teenagers
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bought 947 million packs of cigarettes
and 26 million cans of smokeless
tobacco, which is chewing tobacco and
snuff. Further, approximately 75 percent
of current smokers became addicted to
tobacco by age 18, generally before it
was even legal for them to purchase
tobacco products. About half of the
tobacco industry's profits, $3.35 billion,
derives from sales to smokers who
became addicted as children.1 Tobacco
is also an initial drug preferred by
young people and is associated with
other drug use.2

Other studies also suggest tobacco use
is prevalent among youth. The 1990
school-based Youth Risk Behavior
Survey, conducted by the CDC, found
that about 36 percent of all students
nationally, in grades 9-12, reported
using some form of tobaccq during the
30 days preceding the survey. About 32
percent of students used cigarettes, 10
percent used smokeless tobacco, and
some used both,3

Another study indicates minors use
smokeless tobacco extensively. Between
1970 and 1986, the use of snuff
increased 15 times and the use of
chewing tobacco four times among
males ages 17 to 19.¢ An OIG
inspection, “Youth Use of Smokeless
Tobacco: More Than a Pinch of
Trouble,” P-06-86-0058, published in
1986, concluded that “‘addiction is a
serious problem for many (smokeless
tobacco) users * * * youth use of
smokeless tobacco is a growing national
problem with serious current and future
health consequences.” 5

Research shows that children can still
easily buy tobacco products. A 1990
study by Drug Free Youth, covering 93
communities in 38 States, found that
“merchants readily sell cigarettes to
children in every city.” ¢ This study, as
well as others, indicates that 70 to 80
percent of merchants sell cigarettes to
minors, These sale rates support
Secretary Sullivan’s statement that
“access of minors to tobacco products is
a major problem in every State." Based
on current rates of smoking, he projects
5 million American children alive today
will die of a smoking-related disease.

A recent study by the American
Cancer Society suggests that the public
supports youth access laws and their
enforcement. The survey of 1,096 adults
from four States found that 86 percent
believe there should be stronger laws to
prevent tobacco sales to minors; 90
percent believe there should be better
enforcement.?

1 Footnotes to appear at end of article.

Methodology

The inspection team interviewed the
51 National Network of State Tobacco
Prevention and Control contacts, a
group of State health department
officials representing the 50 States and
Washington DC. The team asked these
respondents to identify legislative and
enforcement activity occurring at the
State level. State respondents also
identified local officials enforcing youth
access laws and any research evaluating
the effectiveness of enforcement.

Additionally, the team reviewed all
State youth access laws. We requested
the laws from each State contact and
analyzed them according to key
components. (See Appendix A).

The team also interviewed selected
local officials to assess enforcement
activity and to obtain their opinions and
experience about effective methods of
enforcement. These methods include
stings and observed buys. For the
purposes of this inspection, a sting is an
enforcement technique where underage
youth are accompanied by an
enforcement agent and attempt to buy
tobacco. An observed buy is a technique
whereby the enforcer checks or watches
stores to see if they sell to minors. The
team selected localities based upon
discussions with the State respondents,
informal discussion with experts in the
tobacco field and a review of the
Tobacco Access Law News (a
compilation of current legislative and
enforcement activity), The local officials
interviewed were also selected to
represent different geographical
locations and enforcement approaches.
Findings
Although Most States Prohibit the Sale
of Tobacco to Minors, Their Failure to
Enforce Their Laws Would Place Them

out of Compliance With the New
Federal Law

All but three States ban the sale of
tobacco to minors under the age of 18.

Public Law 102-321 requires States
by October 1, 1994 to ban the sale and
distribution of tobacco products to
minors under 18 years of age. All but
three States have laws that ban the sale
of tobacco to minors. Montana is the
only State without any law prohibiting
the sale of tobacco products. Georgia
prohibits sales to minors under 17 years
of age rather than 18 and New Mexico
only prohibits the sale of smokeless
tobacco. (All other laws include both
cigarettes and smokeless tobacco.) Three
States (Georgia, Louisiana and Virginia)
however, only address the sale of
tobacco products and not distribution.
Since 1990, youth access legislation has

been a dynamic area of change; 23
States have enacted new legislation.

States' youth access laws vary.
Alabama, Alaska, and Utah prohibit
tobacco sales to minors under 19. About
two-thirds (36) of the States’ laws are
criminal; 13 States’ laws are civil.
California’s laws may be enforced as
either a criminal law or a civil law.
However, very few States (8) name a
specific agency or organization to
enforce the law. Enforcement is often
placed, almost be default, with local
police departments. All of the States
with laws have fines as a penalty for
violating the law, and 17 include jail.

Many of the States (28) require that
signs be present at the point of sale.
Thirty-one States require vendors of
tobacco products to be licensed.
Further, 23 States make it illegal for
minors to purchase tobacco products
and 21 limit minors from possessing
tobacco products. Lastly, five States
preempt localities from creating more
stringent local ordinances that relate to
minors’ access to tobacco products. (See
Appendix A for a summary of State law
provisions.)

Only two States are enforcing their
laws restricting the sale to minors
statewide.

State enforcement has not changed
greatly since the previous OIG report,
“Youth Access to Cigarettes,” two years
ago. Although States have laws,
interviews with the State Tobacco
Prevention and Control contacts
indicate that 48 States and Washington
D.C. do not enforce their laws statewide.
Respondents in seven of these States
report enforcement is minimal and is
conducted randomly at the local level;
they cite only a handful of vendor
violations.

Florida and Vermont are the only
States enforcing their laws statewide.
Since 1990 Vermont is the only State
that began enforcing youth access laws
statewide. Both Florida and Vermont
designate the state liquor control agency
for this purpose. However, Florida’s law
is criminal and Vermont's is civil.

In Florida, the Department of
Business Regulations enforces tobacco
as well as alcohol access laws, It
conducts stings, observes buys, and
responds to complaints from the public
of vendors selling to minors. Alcohol
licensing fees in the past have funded
these activities. However, recent
legislation, effective January 1993,
requires tobacco vendors to be licensed
and their fees to be used to fund full-
time tobacco enforcement staff, State
respondents report it is easier to convict
vendors in Florida by conducting a sting
or a buy in response to a complaint
because it establishes a predisposition
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Some judges consider random stings to
be entrapment. Last ysar, Florida
reported 22 violations.

ermont has only recently begun
enforcing its youth access law. The
Department of Liguer Control enforces it
slatewide. Initially, the liquor agency
sent signs, posters and license
applications to retailers. Following this
campaign, a team of 14 liquor control
inspectors making random
unennounced visits twice a week to
vendors. No viclations have yet been:
reported.

I'wa other States, Utsh and South
Dakota, enforce youth possession laws.
In 1991, Utalr police and school
monitors issued nearly 5,000 violations
to minors, but only 30/to vendars.
Similarly, in FY 1991 South Dakota
police issued 58 violations to.minors
but only 3 ta vendors. Pub. L. 102-321

does not address youth sion.

A few States a!zo ﬁmd&og"“‘ft;éal
initiatives to reduce youth access.

While not actually enforcing their
State access laws, four States make
funds available to loealities interested in
limiting youth access to tobacco. (Utah,

California, Morth Dakota and New
Jersey). Three of them, Utah, California,

and New Jersey, local
initiatives to reduce oug access as part

of broader tobacco education and
control efforts. North Dakota makes
grants specifically for youth access.
Further, Utah and California make
grants te all counties while the other
two States fund only select locsl sites.

Utah’s Department of Health contracts
with district health departments to
conduct tobacco eontrol and prevention
activities. Districts choose from a
number of different tobacco initiatives,
ranging from youth access to worksite
smoking policies, Every district
addresses youth access in some way. All
twelve districts have extensive vendor
education campaigns; five districts
educate law enforcement officers abeut
the importance of the law. Law
enforcement and/or health depertments
conduct chserved buys in six districts.
In one district, law enforcemsnt efficials
have issued violations.

California provides funding for local
youth access initiatives. In 1688
Lalifornia passed Proposition (Prop) 89,
which increased the cigarette tax to 35
cents to fund anti-tobacco sducation
;ﬁ.. d control pn;grams. Pro&?: created

Obacco control programs out

the State by fungmg county h::gl?h
dspariments, nonprofit organizations
and schools. These include
Prevention education, cessation and
Policy initiatives. Many of the programs
target youth amoeng other groups. Prap
% funds two projects specifically to

reduce youth-access, STAMP, Stop
Tobacco Access to Minors Project and
TRUST, Teens and Retailers United to
Stop Tobacce. So far, TRUST has
conducted merchant education, while
STAMP has more actively enforced
youth access. v conjunction with
STAMP, three communities in Solano
County, conduct regular stings and issue
viclations. STAMP also conducts
merchant and community education
campaigns and underage buy surveys in
six counties. Three counties are
currently exploring civil prosecution of
vendors who have repeatedly sold to
minors, A study by the University of
San Disgo suggests that the anti-
smoking campaign has contributed to a
17 percent decline in smoking from
1987 to 1980.

New Jersey makes youth smoking
prevention grants to localitiss, The Stats
Health Department issued eight thiree-
year grants ta local health departinents
to encourage innovative education and
youth cessation programs. Most of the
communities receiving grants focus on
educating vendors. Some local health
departments visit vendors to inform
them of the State law and to encourage
them to voluntarily comply. However,
one community also uses the grant to
conduct observed buys and stings, and
to enforce a local vending machine
restriction. This community began
enforcing the law following a highly
z:blicizad educational campei%l. So

, health department officials have
issued warnings to vendors who violate
the law and are planning to issue
citations shortly.

North Dakota also encourages local
youth access initiatives. Its Department

-of Health made youth access grants to

seven cities. These grants encourags
cities to educate and work with police
and retailers, and to enact city
ordinances limiting vending machines.
The seven cities have achieved these
goals to varying degrees. Some have
successfully enacted local vending
machine laws. A few have also
conducted observed buys. Sa far, none
have issued violations against vendors.

Low priority by police and lack of a
designated enforcer are seen as obstacles
to enforcement.

State respondents cite a number of

oblems in enforcing youth access

aws, Most State youth access laws are

criminal and, therefore, only
enforceable by police. State respondents
most frequently cite the low priority
given by police to enforcing tabacco sale
laws. One respondent notes, “Law
enforcement agencies are understaifed
and they have na desire to enfarce
anything not considered pressing.”
Other respondents cite the lack of'an

agency clearly identified as responsible
for enforcement as a problem. One
respondent, typical of many, said,
“There’s no one charged with :
enforcement, it's not coordinated in any

way."

géate respondents fraquently cite a
lack of community awarsness of youth
access and smoking and & lack of
commitment to enforeing the laws as
serious problems. Several believe that
commaunities donet consider tobacce
and youth access im issuss. "'We
need an evolution of sttitudes—the
public has a general attitude that
alcohel should not be sald te kids. They
don’t feel the same way about
cigarettes." Several respondents repert
that the police will not enforce the law
if the community is not suppertive. One
reports, “The community must motivate
police to enferce youth acecess* * * the

olice will respond to this pressure.’ A
ew States also mention the lack of
concern by vendors as a problem.

State respondents report difficulties
in cenvicting venders. Several State
respondents believe State legislative
language is vague and causes difficulties
in enforging the law. Several States’
laws contain the phrase, "‘to knowingly
sell tobaceo products to minors,”
Respondants claim this makes. it
difficult te convict vendars because
vendors claim they did not know the
person they suld to was underage.
Further, judges are somstimes reluctant
to canvict clerks. for selling cigarettes ta
minors. They often dismiss the cases,
believing the vendor should be
penalized, not the clerk. Also, some
judges dismiss vielations issued as the
result of random stings, considering
them ss entrapment.

Despite Lack of State Efforts, Some
Localities Are Demonstrating
Enforcement is Possible

Based on our interviews with State
respondents and experts and a literature
review, we identified localities that
enforce laws prohibiting the sale. of
tobacco to minors and/or laws
prohibiting the possession of tobacco by
miners. In several instances State and
Federal programs have encouraged
localities, through grants and contracts,
to enforce youth access laws. In other
instances, individuals interested in the
issus and grassroots groups have taken
youth access on as their own cause.
Some logalities have developed
coalitions, working together with
advocacy groups and local health
departments, to raise community
awarenass and win the support of local
merchants and police. As one local
respondent comments “Wa needed to
develop enforcement at the local level
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* * * there is no enforcement at the
State level and it is easier to enforce at
the local level.”

Regarding sale to minors laws, we
identified 52 localities in 19 States that
enforce these laws and have developed
varying models. All, however, enforce
either State or local laws, designate an
agency responsible for enforcement, and
choose a method of enforcing that best
meets their needs. Some have
conducted research to evaluate the
effectiveness of their efforts. The
following are examples of how local
models differ on these characteristics.

Type of law: Slightly more than half
of the localities enforce State laws while
the others have enacted and are
enforcing local laws. Several localities
enforce the State law prohibiting the
sale of tobacco to minors, but have
enacted and enforce local ordinances
restricting vending machines.

Research suggests that the effect of
enacting and implementing local
ordinances varies. Preliminary analyses
of a study, which compared Marquette
County, Michigan to a county with no
access law, indicates that passing a law
does not significantly change the
perceived difficulty of buying tobacco,
knowledge of the legal age or smoking
rates among youth.8 However, the
previously mentioned study by Drug
Free Youth, conducted in 95
communities in 38 States, found that
passage of an ordinance has some effect
on sales to minors. Stores in cities with
ordinances sold to minors about 48
percent of the time; stores in cities
without ordinances sold to them about
82 percent of the time.®

Designated Enforcer: In 23 localities,
local police enforce the law. In another
21 localities, local health officials
enforce the law, and in the remaining
localities licensing or regulatory
agencies are responsible for
enforcement. A few localities have
coordinated efforts between the health
department and police.

Opinions differ as to who should
enforce youth access laws. State
respondents most frequently designate
health departments. The majority of
these respondents believe that health
departments are more concerned about
tobacco than are police. One comments,
“It is not a public safety issue, but rather
a health issue."” However, other State
respondents consider police the best
enforcers. Most of these respondents
believe it is more appropriate for the
police to enforce because as one says,
“enforcement is their business." Still
others believe licensing and other
regulatory agencies should be
responsible; since these departments

would issue the license to sell tobacco,
they would have authority to suspend it.

Method of Enforcement: Localities
enforce their law differently.

They enforce access by using stings,
observing buys, responding to
complaints by the public or a
combination of these mechanisms.
Frequently, localities conduct an initial
sting to document that minors can easily
buy tobacco and use this information to
attract the media, educate retailers and
raise community awareness. Twenty-
one localities have conducted stings for
such educational purposes.

However, re appears to indicate
that education alone is not enough. A
study in Santa Clara, CA reports that
while a retailer education campai
reduced sales to minors, one yearﬁter
sales rebounded as a result of no
enforcement.10

Other localities enforce the law more
extensively. Twenty-one localities
conduct stings or observed buys and
penalize violators. They issue fines and/
or suspend the vendor’s license. Some
have taken vendors or clerks to court.
Several respondents in these localities
believe the only way to get compliance
is to penalize vendors. Many comment
that if vendors are threatened with
suspension of their license to sell
tobacco they will comply.

The remaining localities conduct
stings or buys, but do not issue
violations. They usually warn the
vendors or clerks who sell tobacco
illegally to minors. Some believe
initially warning vendors is only fair,
but in the future plan to issue
violations.

Others believe conducting observed
buys without issuing violations
sufficiently alerts vendors and
discourages them from selling to
minors,

Research suggests that regular stings
and violations can be effective in
reducing youth access and, in some
cases, smoking. In Woodridge, Illinois,
police conduct regular stings and issue
criminal violations to vendors. As a
result, tobacco sales to minors decreased
from 70 percent to 5 percent.
Experimentation and regular use of
cigarettes by minors reportedly
decreased 50 percent.11 Another study
conducted in Everett, Washington
suggests that a local ordinance enforced
by the threat of fines and license
revocation reduced sales to minors and
significantly reduced tobacco use among
girls.12

Other studies indicate that
enforcement decreases sales to minors
significantly. In Solano County,
California, { 1 police in two towns
conduct stings twice a year and issue

citations. Researchers report that while
originally 71 percent of vendors sold to
minors, only 24 percent sold after
citations were issued.13 Likewise, in
Sponkane County, Washington local
health departments conduct regular
stings but do not issue violations.
Researchers here show that passing a
local regulation and conducting regular
views decreased sales to about 27
percent.14
A study, conducted in Bollingbrook,
Illinois, suggests frequent checks are
nece: to maintain compliance. In
1989 and 1990, when observed buys
were conducted quarterly, only 18
percent of stores were noncompliant. In
1991, buys were conducted less
frequently and 35 percent were
noncompliant.1s
ing youth possession laws, we
identified a few localities that enforce
youth possession laws to reduce youth
access. Some localities in North Dakota,
Wyoming and Minnesota issue
violations for {)ossassion of tobacco by
minors. In Gillete, Wyoming, for
example, police issue violations to
minors to discourage youth from using
tobacco. Here, the police initially
wanted to stop teens from loitering and
they decided to enforce the law against
possession of tobacco by minors. They
now work successfully with schools to
educate and reduce access and tobacco
use among youth. They believe
possession laws limit peer pressure and
send a consistent message to youth to
stop using tobacco.,
pinions differ as to whether
possession should be made illegal.
Some respondents want minors to share
the blame with vendors. They believe
that possession and sale laws send an
appropriate message to both youth and
vendors and will effectively reduce
youth smoking. However, other
respondents believe that youth should
not be blamed and that vendors selling
to minors is the issue,

Vending Machine Restrictions Are the
Most Common Initiative

Restricting tobacco vending machines
is the most commonly observed way
States and localities limit youth access
to tobacco. In addition to their State
laws prohibiting the sale of tobacco to
minors, 21 States and Washington DC
have passed laws that restrict vending
machines in some manner.

States have adopted different types of
vending machine restrictions. Nine
States and Washington DC restrict the
placement of vending machines to aress
inaccessible to minors, such as bars,
liquor stores, work areas and private
clubs. Five States require that vending
machines be supervised by the owner or




Federal Register / Vol.

58, No. 164 / Thursday, August 26,

1993 / Proposed Rules 45171

an employes, or that the machines be
equipped with a locking device that can
be released once the age of the person
using the machine is verified. Seven
States combine these approaches by
restricting the placement and/or
requiring supervision. In five of these
States localities have enacted éven
stricter local vending machine
ordinances.

Over 140 localities in 19 States have
enacted local ordinances limiting
vending machines. Nearly one-third of
these localities have banned vending
machines altogether. The remaining
localities have limited placement and/or
required supervision or locking of
vending machines.

All State respondents interviewed
agree that vending machines should be
limited in some way. One respondent
expressed the beliefs of many when he
said, “‘Ban all vending machines, they
are easy access (for minors).” Others
believe that localities should “put
vending machines only in places that
can be monitored or just get rid of them
altogether.”

Vending machine bans and placement
restrictions require minimal
enforcement. One State respondent
comments, “vending machines are the
only part (of youth access laws) that are
enforceable.” Often, localities can
enforce vending machine restrictions by
initially reviewing their placement and
sending a follow-up notice to vendors
not in compliance. Another State
respondent said, a “letter can usually
get rid of vending machines."”

Ordinances that call for supervision
or locking devices are not as easily
enforced. Supervision of vending
machines requires the same
enforcement efforts as over the counter
sales and are therefore, generally not
being enforced. Additionally, a recent
study in Minnesota concludes that
“compliance with locking device laws is
a problem.” The study suggests that
locking devices require additional
enforcement to ensure compliance and
may not be effective as vending machine
bans, The author of the study also notes
the importance of restricting vending
machines, stating “it is hard to get over-
the-counter merchants to take the age-
of-sale laws seriously when they know

that cigarettes are available in vending
machines freely."s

Conclusion

Our finding that most States are not
enforcing their laws limiting youth
access to tobacco is a major concern
given the requirements of Pub. L. 102~
321. While we found that most States
have laws that prohibit the sale of
tobacco to minors, they must move
aluickly to enforce their laws to avoid

e potential federal penalty on their FY
1994 ADAMHA Blac.Ee Grant funds.

State Options

The models that exist at the State and
local level present different successful
options for enforcing youth access laws.
Most often they include stings and
vending machine restrictions. Each
State must develop and implement its
own enforcement program to reduce
youth access and youth smoking. This
report, however, describes several steps
that can be taken by the States that can
reasonably be expected to reduce
tobacco usage by youth. The States can:
—Designate an enforcer
—Ban vending machines
—Enact provisions of the model law
—Educate communities and vendors
—Post signs
—Conduct stings

Federal Options

HHS has already taken steps to
provide guidance to the States to assist
them with their efforts to reduce the
extent to which tobacco products are
available to underage youth by
developing and disseminating the
Model law. However, as the Department
implements the new law requiring that
States ban the sale and distribution of
tobacco products to anyone under the
age of 18 and to enforce their laws, there
may be other ways for the Department
to provide leadership and direction to
the States. The Department can:
—Provide technical assistance to the

States
—Monitor States activities
—Conduct research on effective

enforcement models
—Develop criteria
—Collect baseline data
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Legend

State: The name of the State in abbreviation.

Agﬁe: The age at which a person may purchese tobacco products.

Sale: Type. of sale law. CR indicates the law is criminal and CV indicates the law is civil. **indicates that the law may be enforced
as a civil law or a criminal law, :

Possession: Possession by & minor. Y indicates that it is illegal for a minor to possess tobacco products.

Purchase: Purchase by & minor. Y indicates that it is illegal for a minor to purchase tobacco products.

License: Licenses for vendors, Y indicates that vendors must have licenses to sell tobacco ucts,

Signs: Signs at the point of sale. Y indicates that a sign at the point of sale must be present.

Vending machines: Vending machine restrictions. S indicates that vending machines (vi) have to be supervised by an employee.
P indicates that v ero restricted in placement (to greas where miners are not present). B indicates that vin have fo be supervised
and/or restricted in placement. L indicates that vm nvust have locking devices.

Graduated penaities: Y indicates that there is a set graduated scale of penalties for each offense.

Fines: Y indicates that fines may be a penalty for n lance.

Jaik: Y indicates that jeil time may be penalty for noncomplfance.

Revocation: Revocation of license. Y indicates that the revocation of a vendor’s license may be a penalty for noncompliance.

Enforcer: Enforcer of law. Y indicates that the enforcer is stated in the law. )

Preemption: Preemption clause. Y indicates that there is a preemption clause not allowing localities to create stricter laws regarding
youth access.
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List of Subjects in 45 CFR Part 96

Alcohol abuse, Alcoholism,
Confidentiality, Drug abuse, Health
records.

For the reasons set out in the
preamble, the Secretary proposes to
amend part 96 of title 45 of the Code of
Federal Regulations, as set forth below.

Dated: August 12, 1993,
Assistant Secretary for Health.
Dated: August 19, 1993.
Donna E. Shalala,
Secretary.

PART 26—BLOCK GRANTS

1. The authority citation for 45 CFR
part 96, subpart L continues to read as
follows:

Authority: 42 U.S.C. 300x~21 to 300x-35
and 300x-51 to 300x-64

§96.122 [Amended]
2. Subpart L is amended to add
§96.122(f)(6) to read as follows:

(ﬂtii

(6) For the first applicable year for
which the State is applying for a grant,
a copy of the statute enacting the law as
described in § 96.130(a), a description of
the strategies to be utilized by the State
for enforcing such law during the fiscal
year for which the grant is sought, and,
ifthe State desires, a description of the
activities undertaken during the
previous fiscal year to enforce any law
against the sale or distribution of
tobacco products to minors that may
have existed; and for subsequent fiscal
years for which the State is applying for
agrant, the annual report as required by
§96.130(d) and any amendment to the
law described in § 96.130(a).

§96.123 [Amended]

3. Subpart L is amended to add
59[6j123.(a)(5) to read as follows:

a * -

(5) the provisions of § 96.130 relating
to the sale of tobacco products to minors
iue being carried out as prescribed by
aw,

4. Subpart L is amended to add
§96.130 as follows:

§96.130 State law regarding sale of
ma&ceo products to individuals under age

() The Secretary may make a grant to
8 State only if the State has the
following;

(1) Except as provided in paragraph
(6)(2) of this section, the State shall for
fiscal year 1094 and subsequent years,

have in effect a law providing that it is
unlawful for any manufacturer, retailer,
or distributor of tobacco products to sell
or distribute any such product to any
individual under the age of 18 through
any sales or distribution outlet,

(2) In the case of a State whose
legislature does not convene a regular
session in fiscal year 1993, and in the
case of a State whose legislature does
not convene a regular session in fiscal
year 1994, the requirement described in

ph (a)(1) of this section as a
congf'ﬁon of a receipt of a Block Grant
shall apply only for fiscal year 1995 and
subsequent fiscal years.

(b) For purposes of this section, the
term first applicable fiscal year means
fiscal year 1995, in the case of any State
described in paragraph (a)(2) of this
section, and fiscal year 1994, in the case
of any other State. The term “outlet” is
any location which sells at retail or
otherwise distributes tobacce products
to consumers including (but not limited
to) locations that sell such products
over-the-counter or through vending
machines.

(c) For the first applicable fiscal year

and for subsequent fiscal years, the State

(directly or through local governments
or private entities) will, at a minimum,
enforce the law described above as
follows:

(1) The State shall conduct annual,
random and targeted, unannounced

inspections of both over-the-counter and

vending machine outlets. The random

inspections shall cover a range of outlets

(not preselected on the basis of prior
violations) to measure overall levels of
compliance as well as to identify
violations. Random, unannounced

ins‘i)ections shall be conducted annually

and shall be conducted in such a way
as to ensure a scientifically sound
estimate of the success of enforcement
actions being taken throughout the
State. Thus, the State shall give due
consideration to the methodological
design of the inspection effort and the
adequacy of the sample design. The
sample shall reflect the distribution of
the population of those under 18
thmugﬁout the State and the
distribution of outlets throughout the
State, The sample shall further reflect
that, because of location (e.g. near
schools) or other factors, some outlets
are more likely to be used by minors.
States are to ensure that the inspections
occur at times when minors are likely to
purchase tobacco products. Targeted
inspections shall focus on outlets which
have a history of prior violations.

(2) The State shall have in place other
well-designed procedures for reducing
the likelihood or prevalence of
violations, such as, for exampls, a

tobacco sales or distribution licensing
system similar to that used for alcoholic
sales, a graduated schedule of penalties
for illegal sales or distribution
culminating in loss of license, controls
on tobacco vending machines in
locations accessible to youth,
publication of the names of outlets
making illegal sales, or use of local
enforcement to supplement central
enforcement.

(d) The State shall annually submit to
the Secretary with its application a
report which shall include the
following:

(1) A detailed description of the
State's activities to enforce the law
required in paragraph (a) of this section
during the fiscal year preceding the
fiscal year for which that State is
seeking the grant;

(2) A detailed description regarding
the overall success the State has
achieved during the previous fiscal year
in reducing the availability of tobacco
products to individuals under the age of
18, including the results of the
unannounced inspections as provided
by paragraph (c)(1) of this section for
which the results of over-the-counter
and vending machine outlet inspections
shall be reported separately;

(3) A detailed description of how the
unannounced inspections were
conducted and the methods used to
identify outlets; and

(4) The strategies to be utilized by the
State for enforcing such law during the
fiscal year for which the grant is sought.

(e) The annual report required under
paragraph (d) of this section shall be
made public within the State and public
comment shall be obtained and
considered by the State prior to its
submission to the Secretary.

(f) Before making a Block Grant to a
State, the Secretary shall make a
determination as to whether the State
has maintained compliance with this
section. In making this determination,
the Secretary will consider the
following factors:

(1) Except as provided by paragraph
(f)(2) of this section, the State must
demonstrate that its random,
unannounced inspections were
conducted in a scientifically sound
manner and the results of the random,
unannounced inspections submitted by
the State in its annual report must show
that the percentage of the sampled
distributors that made illegal sales do
not exceed:

(i) More than fifty (50) percent during
the first applicable fiscal year;

(ii) More than forty (40) percent
during the second applicable fiscal year;
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(iii) More than thirty (30) nt the availability of tobacco products to enforcement activities under this
during the third applicable } year; minors, the composition of the outlets section. However, the Block Grant funds
and inspected as to whether they were over-  which States are permitted to use for

(iv] More than twenty (20] percent the-counter or vending machine outlets, administrative purposes may be used for
during the fourth applicable year and and the State’s plan for improving the enforcement. Block Grant program
subsequent fiscal years. enforcement of the law in the next fiscal f,,,dg may be used to provide technica)

(2) If a State is not in substantial ear. : = gt -
compliance with paragraph (f)(1) of this 4 (8) H, after notice to the State and an as':':mmmf;ogo“m@ m:h': 1!::11 mz"
section, the Secretary, in extraordinary  oppertunity for & hearing, the Secrstary fa i WA rrlgvided G
circumstances, may consider a number  determines that the State is net in gs 1258 )(6), incl dP vidi
of factors, including scientifically sound compliance with this section, the § 22 (a)(8), inc o8 e
survey data showing that the State is Secretary will reduce the ameount of the guidance on Bmm“’. COUIRENY
making significant progress toward allotment in such amounts as is approaches in enforcing the law.
reducing use of tobacco products by wired bg.sacnon 1926 of the PHS Act. [FR Doc. 93-20444 Filed 8-25-93; 8:45 am|
children and youth, data showing that m%l] The State shall not expend the BILLING CODE 4160-20-0
the State has progressively decreased Block Grant program funds for
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DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of the Assistant Secretary for
Public and Indian Housing

[Docket No. N-33-3642; FR-3505-N-01]

Community Development Block Grant
Program for indian Tribes and Alaskan
Native Villages; Notice of Fund
Avallability

AGENCY: Office of the Assistant
Secretary for Public and Indian
Housing, HUD.

ACTION: Notice of Fund Availability for
Fiscal Year 1993. .

SUMMARY: This Notice of Fund
Availability (NOFA) announces HUD's
funding for the Community
Development Block Grant Program for
Indian tribes and Alaskan native
villages for Fiscal Year 1993. In the
body of this document is information
concerning the following:

(a) The purpose of the NOFA, and
information regarding eligibility,
available amounts, and selection
criteria;

(b) Application processing, including
how to apply and how selections will be
made; and

(c) A checklist of steps and exhibits
involved in the application process.
DATES: Applications may be mailed to
HUD, provided that they are postmarked
no later than midnight on the deadline
date: November 9, 1993. Applications
that are physically delivered to HUD
must be received by the appropriate
HUD Field Office (FO) no later than 4:30
p.m. November 9, 1993. Application
materials will be available from each
field OIP.

FOR FURTHER INFORMATION CONTACT:

Ap{)licants should contact the HUD

Field Office serving their geographic

area.

Isaac Pimentel, Chicago Regional Office,
Office of Indian Programs, Housing
and Community Development
Division, 77 West Jackson Blvd.,
Chicago, Illinois 60604. Telephone
(312) 353-1683.

Jules Valdez, Oklahoma City Office,
Indian Programs Division, CPD
Branch, Murrah Federal Building, 200
NW 5th St., Oklahoma City, OK
73102-3202. Telephone (405) 231—
5968,

Gloria Dale Lewis, Denver Regional
Office, Office of Indian Programs,
Housing and Community
Development Division, Executive
Tower Bldg., 1405 Curtis St., Denver,
CO 80202-2349. Telephone (303)
844-6481.

Gerald Hammon, Office of Indian
Programs, Region IX, CPD Division,
Two Arizona Center, Suite 1650, 400
N. Fifth Street, Phoenix, Arizona
85004-2361. Telephone (602) 379-
4197,

Robert Barth, Office of Indian Programs,
CPD Division, Program Management
Team, (San Francisco) Phillip Burton
Federal Bldg. and U.S. Courthouse,
450 Golden Gate Ave., P.O. Box
36003, San Francisco, CA 94102—
3448. Telephone (415) 556-9200.

Jeanne McArthur, Seattle Regional
Office, Office of Indian Programs, CPD
Division, Federal Office Building, 909
First Avenue, Suite 200 , Seattle, WA
98104-1000, Telephone (206) 553—
0760.

Colleen Craig, Anchorage Office, CPD
Division, 949 E. 36th Avenue, Suite
401, Anchorage, AK 99508—4135.
Telephone (907) 271—4684.

With general program questions,
contact Dom Nessi, Office of Native
American Programs, Office of Public
and Indian Housing, Department of
Housing and Urban Development, Room
4140, 451 Seventh Street SW,
Washington, DC 20410. Telephone (202)
708-1015. The Telecommunications
Device for the Deaf (TDD) number is
(202) 708-2565. (These are not toll-free
numbers.) _
SUPPLEMENTARY INFORMATION:

Paperwork Requirements

The information collection
requirements contained in this notice
have been approved by the Office of
Management and Budget, under section
3504(h) of the Paperwork Reduction Act
of 1980 (44 U.S.C. 3501-3520), and have
been assigned OMB control number
2506-0043.

Contents

I. Purpose and Substantive Description

A. Authority
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(4) Loans to Subrecipients
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1. Rating and Ranking System

2. Overall Thresholds

a. Applicant-Specific Thresholds—
Capacity and Performance

(1) Capacity

(2) Performance

b. Community Development
Appropriateness

(1) Costs are Reasonable

(2) The Project is Appropriate for the
Intended Use

(3) Project is Usable/Achievable
within Two Years

3. Tiebreakers

4, General Definitions

5. Project Definitions, Thresholds and
Selection Criteria

a. Housing

(1) Definition

(2) General Thresholds
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(a) Thresholds

(b) Applicant Guidance

(c) Grant Limits

(d) Selection Criteria

(i) Project Need and Design

(ii) Planning and Implementation
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(4) Land to Support New Housing

(a) Thresholds ¥

(b) Applicant Guidance

(c) Selection Criteria

(i) Project Need

(ii) Planning and Implementation

(5) New Housing Construction/Direct
Homeownership Assistance

(a) New Construction

(i) Thresholds

(ii) Selection Criteria

(A) New Construction under Section
248

(B) Project Need and Design

(C) Planning and Implementation

(D) Leveraging

(b) Direct Homeownership

(i) Thresholds

(ii) Selection Criteria

(A) Project Need and Design

(B) Planning and Implementation

(C) Leveraging

b. Community Facilities

(1) General Thresholds

(2) Infrastructure

(a) Applicant Guidance

(b) Selection Criteria

(i) Project Need and Design

(ii) Planning and Implementation

(iii) Leveraging
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(b) Selection Criteria
(i) Project Need and Design
(ii} Planning and Implementation
(iii) Leveraging
c. Public Services
(1) Thresholds
(2) Selection Criteria
(a) Need and Design
{b) Planning and Implementsation
g: )w Development
3 velo
(1) Thresholds
(2) Applicant Guidance
(3) Selection Criteria
(a) Project Viah;&ltl
(b) Parmanent Time Job Creation
(c) Additional Considerations
11. Application Process ,
11, Checklist of Application Submission

Requirements
IV. Corrections to Deficient
Applications
V. Other Matters
A. Pederalism Executive Ordex
B. Family Exscutive Order
C. Registration of Consultants
D. Prohibition of Advance Disclosure
of Funding Decisions
1. Purpose and Substantive Description:

A. Authority

Title 1, Housing and Community
Development Act of 1974, as amendead
(42 U.8.C. 5301 et seq.); sec. 7(d) of the
Department of Housing and Urban
Development Act (42 U.S.C. 3535(d)); 24

CFR Part 571.
B. Funding

Amendments to Title 1 of the Housing
and Community Development Act of
1874 have required that the sllocation
for Indian Tribes be on a competitive
basis in accordance with selection
criterie contained in a regulation
promulgated by the Secretary after
notice and public comment. The interim
regulation containing the selection
criteria was issued April 7, 1992.

The Department has determined that
only quality Indian Commumity
Development Block Grant (ICDBG)
projeets are to be funded. Section
571.100(b}{2) prohibits HUD field
offices (PO} from funding applications
that do not meet a serious need or
which do not impact on the needs
identified in the application.
Accordingly, even if funds were
available to fund a project based on its
rating, if that project did not meet these
criteria, it would nof be funded. The
funds would be used to fund the next
highest ranking project or could be
carried forward to the next funding
cycle, if none of the lower ranking
projects met a sericus need or impacted
on the needs identified in the

application. All grant funds awarded in

accordance with this NOFA are subject
to the requirements of 24 CFR 571.

Documentation and Public Access
Requirements; Applicant/Recipient
disclosures: HUD Reform Act

Documentation and public access
requirements. HUD will ensure that
documentation and other information
regarding each application submitted
pursuant to this NOFA are sufficient to
indicate the basis upon which
assistance was provided or denied. This
material, including any letters of
squon, will be made available for

ublic inspection for & five- period

eginning not less than 30 days after the
award of the assistance. Material will be
made available in accordance with the
Freedom of Information Act (5 US.C.
552) and HUD's implementing
regulations at 24 CFR part 15. In
addition, HUD will include the
recipients of assistance pursuant to this
NOFA in its quarterly Federal Register
notice of all recipients of HUD
assistance awarded on a competitive
basis. (See 24 CFR 12.14(a] and 12.16(b},
and the notice published in the Federal
Register on January 16, 1992 (57 FR
1942), for further information on these
documentation and public access
re%uirements.)

isclosures. HUD will make available

to the public for five years all applicant
disclosure reports (HUD Form 2880)
submitted in connection with this
NOFA. Update reports {also Form 2880)
will be made available along with the
applicant disclosure reports, but in no
case for a period generally less than
three years. All reports - both applicant
disclosures and updates ~wiil be made
available in accordance with the
Freedom of Information Act (5 U.S.C.
552) and HUD's implementing
regulations at 24 CFR part 15. (See 24
CFR subpart C, and the notice published
in the Federal Register on January 16,
1992 (57 FR 1842), for further
information on these disclosure
requirements.)

1. Allocations. The requirements for
allocating funds to field offices
responsible for pr administration
are found at 24 CFR 571.101. Following
these requirements, the allocation for
FY 1993 is as follows:

CRARE0S A s S $ 2,965,000
(8] SE1LTV, 7 EPE— v 7,538,000
Denver 6,302,000
Phoenix 17,809,000
SAHE ...vov.. e isssbraoiativesones 2,182,000
ADChOTAZD ..ivevervrerermsisasasnninene 3,204,000

g L PNIE UL N Jo -  $40000,000

2. Grant Ceilings. The authority to
establish grant ceilings is found at 24

CFR 571.100(b). These grant
established for FY 1993 funding at the

ceilings are

following levels:
Fleid Of- Population Ceifing
fices
P Y U — —  $300,000
(Chi-
cago}.
Region 6 | 5,001+ ...oooevciiceiies 500,000
(oK
City).
1,001-5,000 400,000
1,000 or fess ......... 300,000
Region 8 | ALL i =% 800,000
(Den-
ver).
Region 9 | 50,001+ ...cccee e - 5,000,000
(Phoe-
nix).
10,501-50,000 ...... 2,500,000
9,001-10,500 ........ 2,000,000
7,501-8,000 .......... 1,500,000
6,001-7,500 .......... 1,000,000
3,001-4 500 .......... €50,000
1,501-3,000 ... 550000
11,500 .oocccrenne 450,000
Region | ALL ..o % 270,000
10
(Se-
attle).
ADChOr= " FALL .iiivcaroisiveiens 500,000
age.

3. Imminent Threots. The criteria for
grants to alleviate or remove imminent
threats to health or safety that require
immediate solution are described at
Subpart E of Part 571. The following
field offices are seiting aside funds for
imminent threats:

Region 9 (Phoenix) $400,000. These
funds will be available until the
Phoenix Office receives its FY 1994
ICDBG allocation.

Seattle $250,000. These funds will be
available until Seattle completes the
rating and ranking process for funds
distributed under this NOFA.

Anchorage $500,000. These funds will
be available until the Anchorage Office
receives its FY 1994 ICDBG gllocation.
C. Eligibility of Activities

Activities that ere eligible for CDBG
funds are identified at 24 CFR Part 570
Subpart C. Both the National Affordsble
Housing Act (NAHA) (P.L. 101-625) and
the Housing and Commumity
Development Act of 1992 (the 1992 Act)
(P.L. 102-550) amended Title I of the
Housing and Community Development
Act of 1974 (HCD Act). Various
amendments made by these two recent
acts are applicable, as described below,
to the funds made available under this
NOFA.

1. Program Income. Section 804 of the
1992 Act deletes any consideration of
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whether the grantee is still participating
in the CDBG program in determining the
applicability of CDBG requirements to
the use of program income.

2. Microenterprise and Small Business
Development. Section 807(c) of the 1992
Act degnes a small business as one that
meets the criteria set forth in section
3(a) of the Small Business Act (15 USC
632(a)) and defines a microenterprise as
a commercial enterprise having five or
fewer employees, one or more of whom
owns the enterprise.

This section er directs HUD in
the provision of assistance under
§570.203(b) to for-profit
microenterprises and small businesses
not to consider the use of CDBG funds
for training, technical assistance, and
other support costs provided to such
entities to be planning or administrative
costs.

The section also directs HUD not to
consider CDBG funds to be for a
planning or administrative activity
when used to pay costs to develop the
capacity of the grantee or a subrecipient
to provide training, technical assistance
or other support services to small
businesses or microenterprises.
Consequently, since these activities are
not to be considered as planning or
administrative activities, they are
subject to compliance with the national
objective requirements.

3, Lump Sum Drawdowns. The use of
lump sum drawdowns for residential
rehabilitation has been reauthorized by
section 909 of the NAHA for CDBG
funds appropriated after Fiscal Year
1992,

4, Eligible Activities.

a. Changes Affecting Existing
Categories

(1) Assistance to For-profit
Businesses. Section 806(b) of the 1992
Act amends Section 105(a) of the HCD
Act so that CDBG assistance to for-profit
businesses shall not be limited to
activities for which no other forms of
assistance are available, or to activities
that could not be accomplished but for
that assistance.

(2) Direct Homeownership Assistance.
NAHA amended Section 105(a) of the
HCD Act to add as an eligible activity
direct assistance to facilitate and expand
homeownership among persons of low-
and moderate-income. Under this
provision, CDBG funds may be used to:
subsidize interest rates and mortgage
principal amounts for low- and
moderate-income homebuyers; finance
the acquisition by low- and moderate-
income homebuyers of housing that is
occupied by homebuyers; acquire
guarantees for mortgage financing
obtained by low- and moderate-income
homebuyers from private lenders

(except that assistance under Title I of
the HCD Act may not be used by
recipients or subrecipients to directly
guarantee such mortgage financing);
provide up to 50 percent of the
downpayment required from low-and
moderate-income buyers; and pay
reasonable closing costs normally
associated with the purchase of a home
incurred by a low- and moderate-
income homebuyer. While this
provision was set to expire on October
1, 1993, it has been extended to October
1, 1994, by section 807(b) of the 1992
Act.

(3) Code Enforcement. Section 807(e)
of the 1992 Act adds private
improvements or services undertaken in
an area to the activities that may be
considered together with code
enforcement in order to determine
whether CDBG funds may be used to
pay for the code enforcement in that
area,

(4) Loans to Subrecipients. Section
807(d) of the 1992 Act amends section
105(a)(14) of the HCD Act to authorize
CDBG assistance to be provided for such
activities in the form of loans, both
interim and long-term, as well as grants.

(5) Neighborhood-based Nonprofit
Organizations. Section 807(f) of the
1992 Act amends section 105(a)(15) of
the HCD Act to add nonprofit
organizations serving the development
needs of communities in nonentitlement
areas as eligible entities to carry out
CDBG activities.

b. New Categories of Eligibility

(1) Nonprofit Capacity Building,
Section 807(a)(4) of the Housing and
Community Development Act of 1992
makes sligible the provision of technical
assistance to public or nonprofit entities
to increase the capacity of such entities
to carry out sligible neighborhood
revitalization or economic development
activities, and makes clear that such use
of funds is not to be considered as a
planning or administrative cost of the
program, Prior to the amendment, such
a use of funds has only been eligible
under § 570.205 and therefore subject to
the cap on planning and administration
at § 570.200(g). While nonprofit capacity
building is now eligible under the new
provision and not subject to a
percentage limitation, it should be noted
that any such use of funds under the
new authority must be shown to meet
one of the national objectives. This may
be difficult in some cases since it
appears that all activities carried out by
the nonprofit using the added capacity
will need to be considered for that

purpose.

u(;% Institutions of Higher Education.
Section 807(a)(4) of the 1992 Act makes
it eligible for the grantee to provide

CDBG funds to institutions of higher
education to carry out activities
otherwise eligible for CDBG assistance,
provided it can be determined that the
institution has demonstrated capacity to
carry out such activities,

g{Acquisin'on by Tax Foreclosure.
Section 807(a)(4) of the 1992 Act makes
eligible the use of CDBG funds to make
essential repairs and to pay operating
expenses necessary to maintain the
hagitability of housing units acquired
through tax foreclosure proceedings in
order to prevent abandonment an
deterioration of such housing in
primarily low- and moderate-income
neighborhoods.

(4) Microenterprises. Section 807(a)(4)
of the 1992 Act establishes a new
category of eligibility under which
CDBG funds may be used to provide
assistance to public and private
organizations, agencies, and other
entities (including nonprofit and for-
profit entities) to enable such entities to
facilitate sconomic development by:

» providing credit (including
providing direct loans and loan
guarantees, establishing revolving loan
funds, and facilitating peer lending
programs) for the establishment,
stabilization, and expansion of
microenterprises;

e providing technical assistance,
advice, and business support services
(including assistance, advice, and
support relating to developing business
plans, securing funding, conducting
marketing, and otherwise engaging in
microenterprise activities) to owners of
microenterprises and persons
developing microenterprises; and

¢ providing general support (such as
peer support programs and counseling)
to owners of microenterprises and
persons developing microenterprises.

(5) Housing Services, Section
807(a)(4) of the 1992 Act establishes a
new category of eligibility for housing
services, Such activities include
housing counseling, energy auditing,
preparation of work specifications, loan
processing, inspections, tenant
selection, management of tenant-hased
rental assistance, and other services
related to assisting owners, tenants,
contractors, and other entities,
participating or seeking to participate in
housing activities authorized under the
CDBG program or the HOME program.
Activities that are carried out under this
provision are to be subject to the 20
percent limitation on administrative

exFenses.
t is important to note that almost all
of these activities are currently eligible
in the CDBG program when carried out
in conjunction with rehabilitation (see
24 CFR 570.202(b)(9)), and thereby not
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subject to the administrative cap on
expenditures.

6) Lead-Based Paint Hazards. Section
1012 of the 1992 Act amends section
105(a) by stating that CDBG funds may
be used for lead-based paint hazard
evaluation and reduction, as defined in
section 1004 of the Residential Lead-
Based Paint Hazard Reduction Act of
1992. It should be noted that
§ 570.202(a)(iv) currently authorizes
inspection and abatement of lead-based
paint in conjunction with CDBG-
assisted rehabilitation. Moreover,

§ 570.205 authorizes evaluation of lead-
based paint hazards within the grantee’s
jurisdiction generally. Until the
regulations are modified to incorporate
this new provision, grantees may use
the new authority to fund lead-based
paint inspection of houses whether or
not rehabilitation of the houses will be
CDBG-funded. The new authority may
also be used to fund large scale
evaluation of lead based-paint hazards
in the grantee's jurisdiction (assuming
that it is an approved activity in the
Indian Community Development Block
Grant application), outside of the 20
percent limitation on planning and
administration cost, if the grantee can
demonstrate that the evaluation
addresses a CDBG national objective.

c. Changes Concerning National
Objectives—Low/Mod Jobs Presumption.
Section 806(e) of the 1992 Act amends
section 105(c) of the HCD Act by adding
a subparagraph (4) which states that, for
purposes of determining whether an
activity involves the employment of
persons the majority of whom are low-
and moderate-income persons, a person
may be presumed to be a low- or
moderate-income person if they reside
in a census tract where not less than 70
percent of the residents are low- and
moderate-income persons.

D. Applicant Eligibility

To apply for funding in a given fiscal
year, an applicant must be eligible as an
Indian tribe or Alaskan native village, or
as a tribal organization by the
application submission date.

“Tribal organizations’ are permitted
to submit applications under 24 CFR
571.5(b) on behalf of eligible tribes or
villages when one or more eligible tribe
or village authorize the organization to
do so under concurring resolutions. The
Tribal organization must also be eligible
under the Indian Self-Determination
Act. If a tribe or tribal organization
claims that it is a successor to an
eligible entity, the FO must review the
documentation to determine whether it
is in fact the successor entity.

Due to the unique governmental
structure of Alaskan Native Villages

there is on occasion more than one
group that could be recognized as the
governing body of an eligible entity as
set forth at 24 CFR 571.5.

On December 29, 1988, the Bureau of
Indian Affairs (BIA) published a Federal
Register Notice entitled “Indian Entities
Recognized and Eligible to Receive
Services From the United States Bureau
of Indian Affairs”, This Notice included
an alphabetical listing of all Alaskan
entities eligible to receive funding and
services from the Bureau of Indian
Affairs. Each entity listed qualified
under one of the nine criteria set forth
in the Notice. The Notice stated that an
entity which qualified under criteria 1,
2, 3,4, or 9 is also an “Indian tribe"
under the definition of that term used
for the purposes of the Indian Self-
Determination Act. The criteria are:

1. “Tribes" as defined or established
under the Indian Reorganization Act
(IRA) as supplemented by the Alaska

Native Act.
2. Alaska Native Villages defined in or

established pursuant to the Alaska
Native Claims Settlement Act (ANCSA).

3. Village corporations defined in or
established pursuant to ANCSA.

4, Regional corporations defined in or
established pursuant to ANCSA.

9. Tribes which have petitioned to be
acknowledged and have been
determined to exist as tribes pursuant to
25 CFR Part 83. (A BIA regulation)

The hierarchy for funding priority
continues to be the IRA Village Council,
then the Traditional Village Council,
followed by the Village Corporation and
the Regional Corporation. Since there
may only be one application submitted
for an ICDBG grant for each area within
the jurisdiction of an entity eligible
under 24 CFR 571.5, if a Village
Corporation or Regional Corporation
submits an application for an ICDBG
grant for activities in the jurisdiction of
one or more eligible tribes or villages, it
must include a concurring resolution
from each such tribe or village
authorizing the submittal of the
application. Each such resolution must
also indicate that the tribe or village
does not itself intend to submit a ICDBG
aprlication for that funding round.

f possible, questions regardin
eligigility determinations and related
documentation requirements should be
referred to the Anchorage FO prior to
the deadline for submitting an
application. (See 24 CFR 571.5 for a
complete description of eligible
applicants.)

E. Selection Criteria/Rating Factors
1. Rating and Ranking System

Prior to the rating process, field
offices will screen applications to

ensure that they meet the acceptance
criteria in 24 CFR 571.301(a). Field
offices will review each application that
passes the screening to ensure that each
proposed project meets all of the
requirements in 24 CFR 571.302(a), as
implemented by this NOFA.

he field office will determine the
proper category and component (e.g.,
Housing Rehabilitation) under which to
rate each project. Each component is
worth 100 points, which is the
maximum that a project can receive.

All projects that meet the acceptance
criteria and threshold requirements will
be reviewed and rated by a field office
rating team of at least three voting
members. The rating team will normally
consist of representatives from the
Indian CDBG staff. Voting members may
be selected from other HUD divisions,
such as the non-CPD portion of the
Office of Native American Programs,
and non-Indian CPD. The rating panel
may solicit technical advice from
experts such as attorneys, economists
and cost analysts, Experts may be voting
or non-voting members.

After each of the applications has
been rated, the projects will be ranked
in order of the point totals they
received, regardless of the rating
category or component under which the
points were awarded. Projects will be
selected for funding based on their
ranking, in accordance with the
requirements of § § 571.100(b) and
571.302(c).

2. Thresholds

The ICDBG regulation (24 CFR Part
571) contains two types of general
thresholds: those that relate to
applicants, and those that address
overall community development
appropriateness. Project-specific
definitions and thresholds will be
addressed within the pertinent project
selection criteria categories.

Applicant thresholds focus on the
administrative capacity of the applicant
to undertake the proposed project(s),
and on its past performance in the
ICDBG and Housing programs. An
applicant that has participated in the
ICDBG program previously must have
performed adequately. In cases of
previously documented deficient
performance, the applicant must have
taken appropriate corrective action to
improve its performance prior to
submitting an ICDBG application o
HUD.

In order for the project(s) contained in
applications that have passed the initial
screening tests outlined in section
571.301 to be rated and ranked, field
offices must determine that the
proposed project(s) meets the
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community development
eppro&l;:teness thresholds and (a) has
costs are reasonable, (b) is
appropriate for the intended use, and (c)
will normally be completed within two
years.

If an applicant fails to meet the
app{icam-speciﬁc thresholds, its
application cannot be accepted for
rating and ranking. Pmiect(’:) that do not
meet the community development
appropriateness or project-specific
thresholds will not be considered for
funding.

a. Applicant-Specific Thresholds—
Capacity and Performance

(1) Capacity. The field office will
assume, absent evidence to the contrary,
that the applicant possesses, or can
obtain the managerial, technical or
administrative capability necessary to
carry out the proposed project(s). The
application should address who will
administer the project(s) and how the
applicant plans to handle the technical
aspects of executing the project(s). If the
field office determines, based on
substantial evidence, that the applicant
does not have or cannot obtain the
capacity to undertake the proposed
project(s), the project(s) will be rejected
from further consideration.

(2) Performance. If an applicant has
participated in the ICDBG Program
previously, the field office shall
determine whether the applicant has
performed adequately in grant
administration and management. Where
an applicant was found to be performing
inadequately, the field effice shall
determine whether the applicant is
following a schedule to correct
performance, to which the applicant
and HUD have agreed. In cases of
previously doeumented deficient
performance, the field office must
determine that the applicant has taken
appropriate corrective action to improve
its performance.

(a) Community Development. The
applicant is presumed to be performing
adequately unless the field office makes
a performance determination to the
contrary by monitoring.

(b) Housing assistance. The applicant
is presumed not to have taken actions to
impede the provision of housing
assistance for low- and moderate-
income members of the tribe or village.
Any action that is known to HUD to
prevent or obstruct the provision or
operation of assisted housing for low
and moderate income persons shall be
evaluated in terms of whether it
constitutes inadequate performance by
the applicant.

In addition, tribes have certain
responsibilities and obligations to

Indian Housing Authorities (IHAs),
outlined in Article VIII of HUD's Model
Tribal Ordinance. In instances where a
tribe has established or joined an IHA,
and has obtained housing assistance
from HUD, its compliance with the
resolution set forth in Article VIII will
be a performance consideration.

Applicants will not be held
accountable for the poor performance of
Indian Housing Authorities (IHAs).
However, if inadequate performance is
found to be a direct result of the
applicant’s action or inaction, the
application will be rejected from further
consideration. Applicants whe are
members of “umbrella” IHAs will be
judged only on their individual
performance and will not be held
accountable for the poor performance of
other tribes that are represented by the
THA.

In the case of tribes that have not
established or are not members of
housing authorities, HUD will consider
in making its determination, whether
the tribe received CDBG funds for the
provision of new housing, and if so: (i)
whether the proposed units were
constructed; (ii) whether housing
assistance was provided to the
beneficiaries identified in the
application, and if not, why not; (iii)
whether the tribe followed the
provisions of its housing plan and
procedures; and (iv) whether there were
sustained complaints from tribal
members regarding provision and/or
distribution of CDBG housing
assistance.

(c) Audits. This threshold requires the
applicant to meet the following
performance criteria:

(i) The applicant cannot have an
outstanding ICDBG obligation to HUD
that is in arrears, or it must have agreed
to a repayment schedule. An applicant
that has an outstanding ICDBG
obligation to HUD that is in arrears, or
one that has not agreed to a repayment
schedule, will be disqualified from the
current competition and from
subsequent competitions, until the
obligations are current. If a grantee that
was current at the time of application
submission becomes delinquent during
the review period, the application may
be rejected.

(ii) The applicant cannot have an
overdue or unsatisfactory response to an
audit finding(s). If there is an overdue
or unsatisfactory response to an audit
finding(s), the applicant will be
disqualified from current and
subsequent competition until the
applicant has taken final action
necessary to close the audit finding(s).
The field office directer may provide
exceptions to this disqualification in

cases where the applicant has made a
good faith effort to clear the audit
finding(s). Only when a satisfactory
arrangement for repayment of the debt
has been made, and payments are
current, will an exception be granted
when funds are due HUD.

b. Community Development
Appropriateness.

The following criteria must be met by
all applicants:

(1fgosts are reasonable. The project(s)
must be described in sufficient detail so
that HUD can determine: (a) that costs
are reasonable; and (b) that the funds
requested from the CDBG program and
all other sources are adequate to
complete the proposed activity(ies)
described in tﬁe application.

(2) The project(s) is appropriate for
the intended use.

(3) The project(s) is usable or
achievable in a timely manner, generally
within a two-year period. The applicant
must indicate its timetable for project
implementation and completion. A
period of more than two years is
acceptable in certain circumstances,
which are beyond the applicant's
control. Far example, a construction
season may be limited by severe
weather, or extra time may be required
to coordinate different funding dates for
other entities assisting the same projec!

3. Tiebreakers

When rating results in a tie among
projects, field offices shall approve
projects that can be fully funded over
those that cannot be fully funded. When
that does not resolve the tie, the
following factors should be used in the
order listed to resolve the tie:

a. Chicago Office

(1) The application that benefits the
highest percentage of low-and moderate-
income persons.

(2) The application that benefits the
most low-and moderate-income persons

b. Oklahoma City Office

(1) The application that benefits the
highest percentage of low-and moderate-
income persons.

(2) The applicant with the fewest
active grants.

(3) The application that benefits the
most low-and moderate-income persons

c. Denver Office

(1) The application that benefits the
highest percentage of low-and moderate-
income persons.

(2) The application that benefits the
most low-and moderate-income persons

d. Phoenix Office

(1) The applicant with the fewest
active grants,

(2) The applicant that has not
received a block grant over the longest
period of time.
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(3) The application that benefits the
highest percentage of low-and moderate-
income persons.

e. Seattle Office

(1) The applicant that has not
received a block grant over the longest
period of time.

(2) The applicant that has received the
fewest CDBG dollars since the inception
of the program.

(3) The application that benefits the
highest percentage of low-and moderate-
income persons.

f. Anchorage Office

(1) The applicant that has not
received a block grant over the longest
period of time.

(2) The application that benefits the
highest percentage of low-and moderate-
income persons.

(3) The application that benefits the
most low-and moderate-income persons.

4, General Definitions

Adopt. To approve by formal tribal
resolution, as defined at 24 CFR Part
571.4.

Assure. To comply with a specific
NOFA requirement. The applicant
should state its compliance or its intent
to comply in its application.

Document. To supply supéaorting
written information and/or data in the
application, which satisfies the NOFA
requirement.

Leverage. Resources the grantee can
use in conjunction with CDBG funds to
achieve the objectives of the project.
Resources include, but are not limited
to: tribal trust funds, loans from
individuals or organizations, state or
federal loans or guarantees, other grants,
as well as noncash contributions and
donated services. Funds from any
source must be documented by a written
commitment and may be contingent on
approval of the CDBG award. Resources
will be counted only if they are
currently available or will be available
within 3 months of grant notification. If
delays in the Federal funding process
preclude an agency from making a firm
funding commitment, resources will be
counted if the agency issues a written
statement indicating that it is extremely
likely that the applicant will be funded
within 6 months of the date of grant
notification. Donated services will be
accepted, provided: (1) the costs are
demonstrated and determined necessary
and directly attributable to the actual
development of the project; and (2)
comparable costs and time estimates are
submitted which support the donation.

Project Cost. Totarcost to implement
the project. Project cost includes both
CDBG and non CDBG funds.

Tribe. Indian tribe, band, group or
nation, including Alaskan Indians,

Aleuts, Eskimos and Alaskan native
villages.

5. Project Definitions, Thresholds and
Selection Criteria

a. Housing

(1) Definition—Section 8 standards.
Standards contained in the Section 8
Housing Assistance Payments Program—
Existing Housing (24 CFR 882.109).

(2) General Thresholds. Households
that have been evicted from HUD
housing within the past five years may
not be assisted, except in emergency
situations, which will be reviewed by
field offices on a case-by-case basis.

(3) Rehabilitation

(a) Thresholds

(i) All applicants for housing
rehabilitation grants shall adopt
rehabilitation standards and
rehabilitation policies, prior to
submitting an application.

(ii) Any units to be rehabilitated must
be the permanent non-seasonal
residence of the occupant(s). The
resident(s) must live in the unit at least
nine months per year.

(iii)) Housing units slated for eventual
replacement may only receive repairs
essential for health and safety.

(iv) The applicant shall provide an
assurance that it will use project funds
to rehabilitate HUD assisted units only
where thé tenant/homeowner’s
payments are current or the tenant/
homeowner is current in a repayment
agreement that is subject to approval by
the field office. The field office may
grant exceptions on a case-by-case basis,
to the requirement that beneficiaries be
current to permit housing rehabilitation
in emergency situations.

(v) Houses that have received
comprehensive rehabilitation assistance
from any CDBG or federal grant within
the past 8 years cannot receive CDBG
funds to make the same repairs if the
repairs are needed as a result of abuse
or neglect.

(b) Applicant Guidance. The
following requirements apply to all
successful applicants for rehabilitation
funds provided for under this NOFA.
All single family units to be
rehabilitated must be occupied by low-
and moderate-income households. If a
structure contains two units, at least one
must be occupied by a low-or moderate-
income household. If a structure
contains more than 2 units, at least 51
percent of the units must be occupied
by low-and moderate-income
households. When two or more rental
buildings being assisted are or will be
located on the same or contiguous
properties, and the buildings will be
under common ownership and

management, thé grouped buildings
may be considered a single structure for
the purpose of calculating low- and
moderate-income occupancy. Low- and
moderate-income tenants occupying a
rehabilitated dwelling shall pay no more
than 30 percent of their household
income in rent.

(c) Grant limits. Rehabilitation grant
limits for each field office jurisdiction
are as follows:

(i) Region 5 (Chicago)
(ii) Region 6 (OK City)
(iii) Region 8 (Denver)
(iv) Region 9 (Phoenix)
(v) Region 10 (Seattle)
(vi) (Anchorage)

18,000

Lesser of $35/
square feet
or $25,000

(d) Selection Criteria. Applicants for
housing rehabilitation projects will be
rated based on the following:

(i) Project Need and Design (45
points)

(A) The percentage of CDBG funds
committed to bring the housing up to
standard condition as defined by the
applicant. Standard condition is defined
as adoption of standards at least as
stringent as Section 8. Exceptions,
which must be approved by the field
office, may be made when local
conditions make the use of Section 8
standards infeasible. For example, units
may be too remote to make the
provision of electricity and running
water economically feasible, or Section
8 standards may not be met for historic
preservation reasons. In all cases, to be
considered in standard condition, a
home must be in safe, sanitary, and
physically sound condition with all
systems performing their intended
functions.

Administrative and technical
assistance expenditures are excluded in
computing the percentage of CDBG
funds committed to bring housing up to
standard condition. The percentage of
CDBG funds not used to bring housing
up to standard condition should be used
for emergency repairs, demolition of
substandard units, planning related to
the particular project or another purpose
closely related to the housing
rehabilitation project.

Percentage of CDBG Funds Com-

mitted to bring housing up to stand- | Points
ard condition

1 91-100% 25
2 B1-80% ... e 10
0

(B) The applicant’s selection criteria
give priority to the neediest households.
“Neediest” is defined as households
whose current residences are in the
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greatest disrepair in the project area, or
very low-income households.

1 YES (10 points)

2 NO (0 points) -

(C) Documentation of project nead
with a housing survey of all of the units
to be rehabilitated with CDBG funds.
This survey should include standard
housing data on each unit surveyed
(e.g., age, size, type, rooms, type of
heating). The survey should show the
number of standard units, the number of
substandard units suitable for
rehabilitation with the deficiencies
listed for each unit, and the number of
substandard units unsuitable for
rehabilitation. A definition of “‘suitable
for rehabilitation’ should be included.
At a minimum, this definition should
not include units that need only minor
repairs, or units that need such major
repairs that rehabilitation is structurally
or financially infeasible.

Submission of acceptable survey of
deficiencies.

1 YES (10 points)

2 NO (0 points)

(ii) Planning and Impiementation (45
points)

(A) Rehabilitation Policies
including:

1 Adopted rehabilitation standards.
Adopted rehabilitation standards should
be at least equal to Section 8 standards
except that the field office can approve
lesser standards as provided in
Paragraph LE.5.a.(3)(d)(i). Tribes may
submit their request for lesser standards
prior to the application due date. If the
request is submitted with the
application, applicants should not
assume automatic approval from the
field office.

* YES (5 points)

* NO (0 points)

2 Rehabilitation selection criteria.
Rehabilitation selection criteria include
property selection standards, cost limits,
type of financing (e.g., loan or grant),
homeowner costs and responsibilities,
procedures for selecting households to
be assisted, and income verification
procedures.

* MAXIMUM (11 points)

The application contains all the
selection criteria listed above,

* MODERATE (5 points)

The application does not contain all
the selection criteria listed above, but a
sufficient number to enable the project
to proceed effectively; OR the
application contains all the selection
criteria listed above, but in insufficient
detail.

« UNSATISFACTORY (0 points)

The submission does not meet the
MODERATE criteria.

3 Project planning documents and
applicable policies and procedures.
Project planning documents include
surveys, time schedules, and work
priorities. Policies and procedures
include: inspections, contractor
payment (an inspection to ensure the
work is successfully completed before
the contractor is paid), household
involvement in the rehabilitation (e.g.,
helping select the contractor and signing
off on inspections), contractor selection,
contractor forms, complaints, contract
or dispute resolution, and repayment
provisions for early sale, (i.e., before 5
years).

e MAXIMUM (5 points)

The application contains all the
policies and procedures listed above,
and they will enable the project to be
effectively implemented,

e MODERATE (3 points)

The application contains some but not
all of the policies and procedurss listed
above, and they are sufficient for the
project to proceed effectively.

¢ UNSATISFACTORY (0 points)

The submission does not meet the
MODERATE criteria.

(B) Post rehabilitation maintenance
policies, including counseling and
training homeowners on maintenance.

1 MAXIMUM (7 points) *

The policy contains a well-planned
counseling and training program.
Training will be pmﬁed for assisted
househalds, and provision is made for
households unable to do their own
maintenance (e.g,, elderly and
handicapped). The policy includes
follow-up inspections after
rehabilitation is completed to ensure the
unit is being maintained.

2 MODERATE (4 points)

The policy contains a well-planned
homeownership maintenance training
and counseling program.

3 UNSATISFACTORY (0 points)

The submission does not meet the
MODERATE criteria.

(C) Quality of cost estimates. Cost
estimates have been prepared by a
qualified individual.

1 MAXIMUM (12 points)

Costs must be decumented on a per
unit basis and must be justified.
Applicants must include work write-ups
based on tribal ifications or
estimates by a qualified individual.
Work write-ups state what needs to be
done to correct the deficiency (e.g.,
provide an oil heater to correct a
deficiency of an inadequate heating
system). The tribal specifications state
the quality and the dimensions of the

improvements (e.g., the heating unit
must be capable of putting out x BTU's
in order to heat the unitto a
temperature of 70 degrees when the
outside temperature is 0 degrees).

2 HIGH ( 8 points)

Cost estimates developed by a
qualified individual have been prepared
on each dwelling unit to be rehabilitated
to determine the total rehabilitation
cost. Costs to rehabilitate each house are
documented by a deficiency list.

3 MODERATE (3 points)

A qualified individual has prepared
cost estimates only for the project based
on surveys, but not for individual units.

4 UNSATISFACTORY (0 points)

The submission does not meet the
criteria in paragraph 3.

(D) Cost effectiveness of the
rehabilitation program. This measures
the efficiency of the expenditures that
are made for housing rehabilitation,
considering the needs of the unit.
Projects should propose rehabilitation
that is needed to bring units up to
standard in the most efficient manner
and at a reasonable cost. Cost savings
may be realized through efforts such as
energy conservation, or a partnership or
affiliation with technical experts to
develop an innovative approach.

1 Rehabilitation project is cost
effective (5 points)

2 Rehabilitation projact is not cost
effective (0 points)

(iii) Leveraging (10 points)

Points under this component will be
awarded based on the definition of
“leverage’ under General Definitions,
and the following breakdown:

Non-CDBG % of Project Cost
25 and over

15-19
10-14 .

(4) Land to Support New Housing

(a) Thresholds

(i) The net usable acres acquired must
not exceed the amount of property
needed to construct the proposed
houses utilizing prudent site design.

(ii) Housing assistance needs must be
clearly demonstrated, for example, with
a survey or an IHA-approved waiting
list.

(b) Applicant Guidance

The HUD FO may not enter into a
contract with a successful applicant for
funds provided under this NOFA if the
following circumstances exist. -

(i) There can be no outstanding
reasons why the IHA cannot receive
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housing units from HUD if units are to
be provided by HUD Indian Housing.

(1i) Where a dwelling(s) currently

exists on the land to be acquired, and
the tribe plans to use that unit for
housing for qualified houssholds, the
applicant must submit with the
application a proposed plan that
contains a method for selecting the
recipient(s), housing maintenance and a
description of the type of housing being
acquired. If the unit(s) can be
rehabilitated or can be occupied without
rehabilitation, the unit(s) must meet
tribal or Section 8 standards, whichever
is higher.

[iils) If the CDBG funding cycle is
before the Housing Development
funding cycle (for%wusing projects
proposed to be constructed with HUD
Traditional Indian Housing
Development funds), successful
applicants in Land Acquisition for
Housing will be issued a contract for the
full amount of the grant. The contract
will contain a condition that until the
project receives Housing Development
approval, CDBG funds may be expended
only to secure an option. If the IHA is
not selected for Housing Development
Program funds, the balance of the CDBG
grant will be canceled.

(iv) If it can be demonstrated that a
commitment has been made by the
Bureau of Indian Affairs (BIA) under the
Home Improvement Program (HIP) for
funding new housing construction, the
2-year time period for project
completion may be extended to be
consistent with the commitment
identified. The commitment should
indicate that the funds committed will
be used to build housing on the land to
be acquired.

(c} Selection Criteria.

Applications for land purchase will
be selected based on the following:

(i) Project Need (40 Points)

(A) MAXIMUM {40 points)

The applicant has no suitable land to
construct new housing end needed
amenities (e.g., water and sewer) for
new housing.

(B] HIGH (30 points)

The applicant has land suitable for
housing construction and infrastructure,
but the land is officially dedicated ta
another purpose,

(C) MODERATE (25 points)

The applicant will be acquiring land
to construct new housing and to provide
needed amenities (e.g., water amr sewer)
to both new housing and existing
housing,

(D} LOW (15 points)

The applicant will be acquiring land
to construct amenities (e.g., water and
sewer) for existing housing.

(E) UNSATISFACTORY (0 points)

The submission does not meet the
criteria in h d.

(i) Planning and Implementation (60

oints)

(A) Suitability of land to be
acquired. A preliminary investigation
has been conducted by a qualified entity
independent of the applicant {e.g., BIA
or IHS). Based on the preliminary
investigation, the land appears to meet
all applicable requirements, soil
conditions appear to be suitable for
individual and/or community septic
systems, if appropriate, and the land has
adequate drainage and access to waler,
electricity and community sewer
collaction systems. Land has adequate
access, and appears to comply with
environmental requirements. Land is
available at a reasonable price. Future
land development costs are expacted to
be consistent with other area
subdivision costs. {(Subdivision costs
include the cost of constructing each
unit, plus the land, water and sewer
service, electrical service and roads
required to serve the subdivision.] The
site complies with all applicable
requirements.

1 YES (18 points)

2 NO (0 points)

(B) Housing resources are committed
at the time of project application.

1 Conditional commitment or
approvable application submitted. (5
points)

2. No Conditional commitment or
approveble application submitted. (0
points] -

(C) Availability/accessibility of
supportive services and employment
opportunities. Upon completion of
construction, fire and police protection,
road accessibility and utilities will be
available to the site, and medical and
social services, schools, employment
opportunities, and shopping will be
accessible from the site, i.e., according
to the community’s established norm.

1 YES (8 points)

2 NO (0 points)

(D) Commitment that families will
move into the new housing.

1 Documented commitment from
families that they will move into new
housing. (5 points)

2 No documented commitment. (0
points)

(E) Land can be taken into trust or
provisions have been made for taxes and
fees. There must be a written assurance

from the BIA that the land will be taken
into trust within one year, or the
applicant must be able to show the
finasncial capability and commitment to

ay the property taxes and fees on the

and for the foreseeable future. This

commitment should teke the form of &
resolution by the governing body
indicating that the applicant will pay or
guarantee that all taxes and fees on the
land will be paid.

1 Documentation that land can be
taken into trust or provisions made for
taxes and fees. (4 points)

2 Inadequate or no documentation.
(0 points)

(F} A plan for any infrastructure
needed to support housing to be
developed. This includes a conditional
commitment for funds to develop
necessary water, sewer, slectricity and
roads to support the housing to be
developed.

1 Financial commitment provided or
infrastructure is in place. (10 points)

2 A plan, but no financial
commitment, is in place. (5 points)

3 No financial commitment or plan.
(0 points)

(G) The extent to which the
proposed site meets the applicant’s
housing needs. The application shows
that the tribe has examined and assessed
the appropriateness of alternative sites.
The applicant submits comparable sales
that show the cost is reasonabls.

1 YES (10 points)

2 NO (0 points)

(5) New Housing Construction/Direct
Homeownership Assistance

(a) New Construction

(i) Thresholds

(A) New housing construction can
only be implemented through a
nonprofit organization that is eligible
under Section 571.202 or a nonprofit
organization serving the development
needs of the communities of
nonentitlement areas or as otherwise
eligible under Section 570.207(b)(3).

(B) All applicants for new housing
construction grants must document the
following in their application:

1 No other housing is available in
the immediate reservation area that is
suitable for the families to be assisted.

2 No other funding sources can meet
the needs of the household(s) to be
served.

3 Rehabilitation of the unit occupied
by the family to be housed is not
economically feasible, or the family to
be housed is currently in an
overcrowded unit (sharing unit with
other household(s), or the family to be
housed has no current residence.

(C) All applicants for housing
comstruction grants shall adopt
construction standards and construction
policies, prior to submitting an
application. Applicants must identify
the building code they will use to
construct the unit(s). The building code
may be a locally adopted tribal building
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code or a nationally recognized model
code, If the code is a locally adopted
code, it must regulate all of the areas
and subareas identified in 24 CFR
200.925(b), and it must be reviewed and
approved by the HUD field office, If the
code is recognized nationally, it must be
the latest edition of one of the codes
incorporated by reference in 24 CFR
200.925(c).

(D) Any units to be constructed must
be the permanent non-seasonal
residences of the recipient, The
residents must live in the unit at least
nine months per year.

(E) The applicant shall assure that it
will use project funds to construct units
only where the tenant’s/homeowner’s
payments are current or the tenant/
homeowner is current in a repayment
agreement that is subject to approval by
the field office. The field office may
grant exceptions, on a case-by-case
basis, to the requirement that
beneficiaries be current to permit new
construction, in emergency situations.

(ii) Selection Criteria

(A) New construction under Section
248 of the National Housing Act will be
rated under the Direct Homeownetship
Assistance Selection criteria, The New
Construction thresholds will be used for
Section 248 New Construction.

(B) Project Need and Design (45
points)

1 The applicant either is not a
member of an IHA, or the umbrella IHA
to which it belongs has not provided
assistance to the applicant in a
substantial period of time, or the IHA
serving the applicant has not received
HUD Public and Indian Housing new
construction or modernization
assistance in a substantial period of
time, due to a lack of funds. The period
of time during which the IHA serving
the applicant does not receive funding
for inadequate or poor performance by
the applicant does not count towards
the period of time that no assistance has
been provided by HUD.

e No assistance from IHA for 10
years or longer. (15 points)

e No assistance from IHA for 6-9.9
years. (10 points)

¢ No assistance from IHA for 0-5.9
years. (0 points)

2 Adopted housing construction
policies and plan. The plan should
include a description of the proposed
subrecipient and its relationship to the
tribe. In addition, the policies and plan
should include:

¢ A selection system that gives
priority to the neediest households.
Neediest shall be defined as households
whose current residences are in the
greatest disrepair, or very low-income

households, or houssholds without
permanent housing.

* A system effectively addressing
long-term maintenance of the
constructed units,

e Estimated costs and identification
of the responsible entity for paying
utilities, fire hazard insurance and other
normal maintenance costs,

~ e Policies governing ownership of
the units, including the status of the
land. ;

¢ Description of a comprehensive
plan or approach being implemented by
the tribe to meet the housing needs of
its members.

» Policies governing disposition or
conversion to non-dwelling uses of
substandard units that will be vacated.

- Acceptable policies and plan. (20
points) '

- Unacceptable policies and plan. (0
points)

3 Beneficiary identification (all
beneficiaries are low- and moderate-
income.)

* Beneficiaries to be housed are
identified. (10 points)

» Beneficiaries are not identified. (0
points)

(C) Planning and Implementation
(45 points)

1 Occupancy Standards. The
proposed housing will be designed and
built according to adopted reasonable
standards that govern the size of the
housing in relation to the size of the
occupying family (minimum and
maximum number of persons allowed
for the number of sleeping rooms); the
minimum and maximum square footage
allowed for major living spaces
(bedrooms, living room, kitchen and
dining room).

¢ Applicant has adopted reasonabie
occupancy standards. (10 points)

» Applicant has no occupancy
standards or standards are
inappropriate. (0 points)

2 Site Acceptability. This includes
consideration of land control, access,
utilities, infrastructure, physical
characteristics, and whether the site is
held in trust.

The applicant has control of the land.
The applicant has written assurance
from the BIA that the land is (or will be)
taken into trust within one year, or the
applicant must be able to show the
financial capability and commitment to
pay the property taxes and fees on the
land for the foreseeable future. This
commitment should take the form of a
resolution by the governing body within
one year of the application deadline
indicating that the applicant will pay or
guarantee that all taxes and fees on the
land will be paid.

A preliminary investigation has been
conducted by a qualified entity
independent of the applicant (e.g., BIA
or IHS). Based on the preliminary
investigation, the land appears to meet
all applicable requirements, soil
conditions appear to be suitable for
individual and/or community septic
systems, if appropriate, land has
adequate drainage and accessibility to
water, electricity and community sewer
collection systems. Land has adequate
access, and appears to comply with
environmental requirements.

* YES (15 points)

¢ NO (0 points)

3 Energy Conservation Design. The
project is designed so that energy
consumption will meet or exceed state
conservation standards for similar units
in the same general area. Special design
features and methodology should be
described in detail.

» YES (5 points)

e NO (0 points)

4 Housing Survey, The survey
should include all of the units in the
service area for the new housing, The
survey should include standard housing
data on each unit surveyed (e.g., age,
size, type, rooms, type of heating), as
well as the components listed below.

i Total number of existing housing
units in the community.,

i Number of occupied units.

iii  Number of vacant units (line A
minus line B),

iv. The number of standard units.

v The number of substandard units
suitable for rehabilitation with the
deficiencies listed for each unit. A
definition of “suitable for
rehabilitation” should be included.

vi The number of substandard units
unsuitable for rehabilitation.

vii - Number of vacant units that are
in standard condition available and
affordable to low-and moderate- income
families.

viii  Number of Indian/native
families living with other families
resulting in overcrowded conditions.

ix Number of Indian/native families
living in units which are below standard
and that are not cost effective to
rehabilitate,

x Number of homeless Indian/native
families.

xi Number of families living in
below standard conditions

(Lines viii, plus ix, plus x equal line
X1.)

s Acceptable survey. (10 points)

* Unacceptable survey. (0 points)

5 Cost effectiveness of new housing
construction, This measures the
efficiency of the expenditures. Projects
should provide new units in the most
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efficient manner and st a ressonable
cost. Cost savings may be realized
through efforts such as the use of cost
effective construction technigues, a
partnership or affiliation with technical
experts to develop an innovative
approach, or a repayment provision.

¢ New Housing Construction is Cost
Effective (5 points)

e New Housing Construction is not
Cast Effective (0 points)

(D) Leveraging (10 points).
Applicants must provide documentation
of the amount and sources of additional
funds. Sources may include private
contributions including equity and
loans, applicant and other non-CDBG
governmental funding.

Points
10

Non-CDBG % of Project Cost
25,800 OVBE siiicinsensshosmrasiodeniaseaseons =

(b) Direct Homeownership Assistance

(i) Thresholds

(A) No other fundingsources can
meet the needs of the household(s) to be
served.

(B) The unit occupied by the family
to be housed does not meet Section 8
standards, and rebabilitating the unit is
not economically feasible, or the family
to be housed eurrently is in an
overcrowded unit (sharing unit with
other household(s}, or the family to be
housed has no current residence.

(C) Any units to be occupied must
be the permanent non-seasonal
residences of the recipient. The
residents must live in the unit at least
nine months per year.

(D) The applicant shall assure that it
will use project funds to provide direct
homeownership assistance only where
the tenant’s payments are current or the
tenant is current in a repayment
agreement that is subject to approval by
the field office. The field office may
grant exceptions, on a case-by-case
basis, to the requirement that
beneficiaries be current to permit direct
homeownership assistance in
emergency situations.

(ii} Selection Criteria

(A) Project Need and Design (45
points)

1 Adopted housing policies and
plan. The plen should include a
description of the proposed subrecipient
(if applicable) and ifs relationship te the
tribe. In addition, the policies and plan
should include: :

¢ A sslection system that gives
priority to the neediest
qualifiedhoussholds. Neediest may be

defined as households whosecurrent
residences are in the grestest disrepair,
very low- income households, or
households without permanent housing.

e Description of a comprehensive
plan or approach being implementedby
the tribe to meet the housing needs of
its members.

¢ Policies governing disposition or
conversion to nan-dwelling uses of
substandard units that will be vacated.

o A system effectively addressing -
long-term maintenance of theunits.

» Estimated costs of utilities, fire
hazard insurance and other normal
maintenance costs.

o Policies governing ownership of
the units, including the status of the
land.

¢ The units will meet Section 8
standards or another standard approved
by the field office.

i The policies and plan are
acceptable and contain all of the items
listed above. (30 points)

ii The policies and plan contain enly
the first three items listed above, snd
they are acco?table. (20 points)

ifi The policies and plan contain
only the last four items listed ahove and
they are aocemble. (10 points)

iv The policies and plan do not meet
the criteria of paragraphs i, ii, or jii. (0
points)

2 Beneficiary identification. (All
beneficiaries are low and moderate
income.)

o Beneficiaries are identified. (15
points)

« Beneficiaries are not identified. (0
points)

(B} Planning and Implementation
{45 points)

1 Occupancy Standards. The
housing units will meet adopted
reasonable standards that govern the
size of the housing in relation to the size
of the occupying family (minimum and
maximum number of persons allowed
for the number of sleeping rooms}; and
the minimum and maximum square
footage allowed for major living spaces
(bedrooms, living room, kitchen and
dining room).

« Applicant has appropriate
occu standards. (13 points)

« Applicant has no occupancy
standards or standards are
inappropriate. (0 points)

2 Site Acceptability. This includes
consideration of land control, access,
utilities, infrastructure, physical
characteristics, whether the site is held
in trust, and availsble services, such es
fire and police protection.

The applicant or prospective
homeowner has control of the land.
Applicant has a written assurance from
the BIA that the land is (or will be)

taken into trust within one year, or the
applicant must be able to show the
financial capability and commitmsnt to
pay the p taxes and fees an the
land for the foreseesble future.

A preliminary investigation has been
conducted by a qualified entity
independent of the applicant (e.g., BIA
or IHS). Based on the (Fm
investigation, the land appears to meet
all applicable requirements, soil
conditions appear to be suitable for
individual and/or community septic
systems, if appropriate, land has
adequate drainage and accessibility to
water, electricity and community sewer
collection systems. Land has adequats
access, and appears to comply with
environmental requirements.

¢ YES (20 points)

¢ NO (0 points)

3 Energy Conservation Design. The
project is designed so that energy
consumption will be no greater than
that of similar units in the same general
area. Special design features and
methodology should be described in
detail.

¢ YES (6 points)

e NO (0 points)

4 Cost effectiveness of program. This
measures the efficiency of the
expenditures that are made for direct
homeownership. Cost savings may be
realized through efforts such as the uss
of cost effective construction
techniques, a partnership ar affiliation
with technical experts to devalop an
innovative approach, provision of the
Jeast amount of assistance necessary for
each homeowner to acquire the unit, or
a provision for the homecwner to repay
the tribe.

» YES (6 points)

¢ NO (0 points)

(C} Leveraging (10 points). Points
under this compenent will be awarded
based on the definition of “leverage”
under General Definitions, and the
following breakdown:

Non-CDBG % of Project Cost Points

1

b. Community Facilities

(1) General Thresholds. The applicant
shall describe the problem, the
proposed project and the anticipated
impact on the tribe/village if the
problem is not solved immediately.

(2) In cture

{a} Applicant Guidance
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(i) For all projects which include
provision of water, waste water
treatment or solid waste disposal
facilities, the applicant shall include
with the application evidence that the
project has been submitted to the Indian
Health Service (IHS) for review and
comment.

(ii) If the project consists of new or
existing community water system
improvements (defined as serving more
than 25 persons or 15 households), the
applicant must provide evidence that
the project has been submitted to the
Environmental Protection Agency (EPA)
for review and comment. Community
water systems serving fewer than 25
persons or 15 households are eligible for
CDBG funding, but do not require EPA
review.,

(b) Selection Criteria

(i) Project Need and Design (60
points)

(A) Meets an essential community
development need by addressing a basic
need that is critical to the orderly
development of the community and to
the provision of basic human services.
(Example: water/sewer, waste disposal)

1 Permanent solution. The project
offers a long-term solution. (17 points)

2 Health and safety intermediate
solution. The project responds to a
health or safety problem by offering a
solution which is not permanent (e.g,,
providing potable water from
elsewhere). (15 points)

3 Intermediate solution. The project
responds to a problem which is not
related to health or safety by offering a
solution which is not permanent (e.g.,
providing a gravel road to a reservation
where no road exists). (12 points)

4 Inadequate solution. (0 points)

(B) Benefits the neediest segment of
the population, as identified below.
Applications must include tribal, BIA,
IHS or other documentation that:

1 MAXIMUM (22 points)

90 percent or more of the beneficiaries
are low and moderate income (80
percent of area income),

2 MODERATE (13 points)

75-89.9 percent of the beneficiaries
are low and moderate income.

3 UNSATISFACTORY (0 points)

Less than 75 percent of the
beneficiaries are low and moderate
income.

(C) Provides infrastructure that does
not currently exist for the area to be
served OR replaces an existing facility
that no longer functions adequately to
meet the current needs OR eliminates or
substantially reduces a health or safety
Kmblem. If the project addresses a

ealth and safety problem, the applicant

must provide documentation consisting
of a signed study or letter from a reliable
independent authority (e.g., state health
officials, state fire marshals, BIA, IHS,
EPA) verifying that: (1) a threat to health
and safety exists which has caused or
has the potential to cause serious
illness, injury, disease or death; and (2)
the threat can be substantially
eliminated if the CDBG project is
funded.

1 MAXIMUM (21 points)

The infrastructure does not exist or no
longer functions, or does not meet
health and safety standards. (Examples:
there is no sewage treatment plant;
paved roads do not exist or must be
reconstructed due to severe
deterioration.)

2 MODERATE (15 points)

The infrastructure no longer functions
adequately or does not meet current
needs. (Example: capacity of existing
sewage treatment plant is insufficient to
meet the demands of area residents.)

3 UNSATISFACTORY (0 points)

The infrastructure does not meet the
criteria of 1 or 2.

(ii) Planning and Implementation (30
points)

(A) A viable plan for maintenance
and operation. The tribe must adopt a
maintenance plan addressing
maintenance, repair and replacement of
items not covered by insurance, and
operating resources, if applicable. The
applicant must submit this plan. The
plan must identify a funding source to
assure that the facility will be properly
maintained and operated. The
resolution must identify the total annual
dollar amount the tribe will commit, as
well as the source and availability of
funds, including evidence that funds
will be available within sixty days of
project completion. If an entity other
than the Tribal Council commits to pay
for maintenance and operation, that
entity must submit a letter of
commitment which identifies the
res(fonsibilities the entity will assume
and the amount of funds that will be
provided annually to the project, Points
will only be awarded if the field office
is able to determine that the entity is
financially able to assume the costs of
maintenance and operation.

1 YES (15 points)

2 NO (0 points)

(B) An appropriate and effective
design, scale and cost. The applicant
shows that it has proposed the most

appropriate and cost effective approach *

to address its identified need(s). The
applicant shows that it has considered
initial construction and lifetime
operation costs, as well as the use of

existing facilities and resources, and
alternatives, including method of
implementation and cost. If only one
approach is feasible, the applicant
should explain why.

1 YES (15 points)

2 NO (0 points)

(iii) Leveraging (10 points). Points
under this component will be awarded
based on the definition of ““leverage”
under General Definitions, and the
following breakdown:

Non-CDBG % of Project Cost

(3) Buildings

(a) Thresholds. Tribes proposing a
facility which would provide health
care services must assure the facility
meets IHS requirements.

(b) Selection Criteria. Applications for
Community Facilities will be evaluated
based on the following:

(i) Project Need and Design (60
points)

(A) Benefits the neediest segment of
the population, as identified below.
Applications must include tribal, BIA,
IHS or other documentation that:

1 MAXIMUM (28 points)

90 percent or more of the beneficiaries
are low and moderate income (80
percent of area median).

2 MODERATE (18 points)

75-89.9 percent of the beneficiaries
are low and moderate income.

3 UNSATISFACTORY (0 points)

Less than 75 percent of the
beneficiaries are low and moderate
income.

(B) Provides a building that serves a
function that does not currently exist
either within or outside (nearby) the
community or reservation OR replaces
an existing facility that no longer
functions adequately to meset current
needs. (Examples: health clinic;
subsistence food processing facility,
Alaska.)

1 MAXIMUM (15 points)

The building does not exist or does
not meet health and safety standards.

2 MODERATE (12 points)

The building no longer functions
adeguately or does not meet current
needs.

3 UNSATISFACTORY (0 points)

The building does not meet the
criteria of 1 or 2.

(C) Provides multiple uses or
multiple benefits, or has services
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available 24 hours a day. The
application must show that the
proposed facility will house more than
one broad category of activity. ‘“‘Broad
category” means a single activity or
group of activities which serves a
particular group of beneficiaries (e.g.,
senior citizens) or meets a particular
need (e.g., literacy). No one category of
activity will occupy more than 75
percent of the available space for more
than 75 percent of the time. The use of
space must be actually committed and
documented in writing. Multipurpose
buildings do not automatically mest
these criteria, nor do buildings that
provide a variety of activities for one
client group.

1 YES (3 points)

2 NO (0 points)

(D) Meets an essential community
development need by addressing a basic
need that is critical to the orderly
development of the community and to
the provision of basic human services;
OR eliminates or substantially reduces a
health or safety problem. If the project
addresses a health or safety problem, the
applicant must provide documentation
consisting of a signed study or letter
from a reliable independent authority
(e.g., state health officials, state fire
marshals, BIA, IHS, EPA) verifying that:
(1) a threat to health and safety exists
which has caused or has the potential to
cause serious illness, injury, disease or
death; and (2) the threat can be
substantially eliminated if the CDBG
project is funded.

1 YES (14 points)

2 NO (0 points) d

(ii) Planning and Implementation (30
points)

(A) A viable plan for maintenance
and operation. The tribe must adopt a
maintenance plan addressing
maintenance, repair and replacement of
items not covered by insurance, and
operating resources, if applicable. The
applicant must submit this plan. The
plan must show that adequate funds are
available for future replacements and
identify a funding source to assure that
the facility will be properly maintained
and operated. The adopted resolution
must identify the total annual dollar
amount the tribe will commit, as well as
the source and availability of funds,
including evidence that funds will be
available within sixty days of project
completion. If an entity other than the
Tribal Council commits to pay for
maintenance and operation, that entity
must submit a letter of commitment
which identifies the responsibilities the
entity will assume and the amount of
funds that will be provided annually to
the project. Points will only be awarded

if the field office is able to determine
that the entity is financially able to
assume the costs of maintenance and
operation.

1 YES (15 points)

2 NO (0 points)

(B) An appropriate and effective
design, scale and cost. The applicant
documents that it has proposed an
appropriate and cost effective approach
to address its identified need(s). The
applicant documents that it has
considered initial construction and
lifetime operation costs, as well as the
use of existing facilities and resources,
and alternatives including, method of
implementation and cost. If only one
approach is feasible, the applicant
should explain why.

1 YES (15 points)

2 NO (0 points)

(iii) Leveraging (10 points). Points
under this component will be awarded
based on the definition of “leverage”
under General Definitions, and the

following breakdown:
Non-CDBG % of Project Cost Points
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c. Public Services

(1) Thresholds

(a) Public services activities may
comprise no more than 15 percent of the
total grant award. Such projects must
therefore be submitted with one or more
other projects, which must comprise at
least 85 percent of the total grant award.
A public service project will be funded
only if both the public service project
itself and the other project(s) with
which it is submitted rank high enough
to be funded.

(2) Selection Criteria. Applications for
Public Services will be evaluated based
on the following:

(a) Project Need and Design (45
points)

(i) Meets an essential community
development need by addressing a basic
need that is critical to the orderly
development of the community and to
the provision of basic human services.

(A) YES (15 points)

(B) NO (0 points)

(ii) Benefits the neediest segment of
the population, as identified below.
Applications must include tribal, BIA,
IHS or other documentation that:

(A) MAXIMUM (27 points)

90 percent or more of the beneficiaries
are low and moderate income (80
percent of area median).

(B) MODERATE (16 points)

75-89.9 percent of the beneficiaries
are low and moderate income.

(C) UNSATISFACTORY (0 points)

Less than 75 percent of the
beneficiaries are low and moderate
income.

(iii) Provides a service(s) that will
eliminate or substantially reduce a
health or safety problem. The applicant
must provide documentation consisting
of a signed study or letter from a reliable
independent authority (e.g., state health
officials, state fire marshals, BIA, IHS,
EPA) verifying that: (1) a threat to health
and safety exists which has caused or
has the potential to cause serious
illness, injury, disease or death; and (2)
the threat can be substantially
eliminated if the CDBG project is
funded.

(A) YES (3 points)

(B) NO (0 points)

(b) Planning and Implementation (45

oints)

(i) A viable plan for continuing
provision of the service(s). The tribe
must adopt a plan to address continuing
provision of the service(s). The
applicant must submit this plan. The
plan must identify a funding source to
assure that the public service(s) will be
properly carried out. The resolution
must identify the total annual dollar
amount the tribe will commit, as well as
the source and availability of funds,
including evidence that funds will be
available within sixty days of project
completion.

(A) YES (15 points)

(B) NO (0 points)

(ii) An appropriate and effective
design, scale and cost. The applicant
shows that it has proposed an
appropriate and cost effective approach
to address its identified need(s). The
applicant shows that it has considered
initial and long-term costs, as well as
the use of existing services and
resources, or has submitted an analysis
from a qualified authority addressing
alternatives, method of implementation
and cost. If only one approach is
feasible, the applicant should explain
why.

(A) YES (15 points)

(B) NO (0 points)

(iii) An innovative method of using
the public service to resolve the
problem (e.g., original treatment
methods, program delivery system, or
use of technology).

(A) YES (15 points)

(B) NO (0 points)
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(c) Leveraging (10 points). Points
under this component will be awarded
based on the definition of “leverage”
under General Definitions, and the
following breakdown:

Non-CDBG % of Project Cost Points

(i) 25+ 1
(il) 20-24 3

(i) 15189
(iv) 10-14
(v) 5-9
(vi)0-4 ...

D. Economic Development

(1) Thresholds

{a) Economic development assistance
may be provided only when a financial
analysis is done which shows public
benefit commensurate with the
assistance to the business can
reasonably be expected to result from
the assisted project, and the project has
a reasonable chance of success. The
applicant shall demonstrate the need for
grant assistance by providing
documentation to support a
determination that the assistance is
appropriate to implement an economic
deve]o ment project.

All economic development
pm)ects must meet one of the national
objectives. A general claim of cash flow
or benefit to the tribe as a whole does
not demonstrate low- and moderate-
income benefit.

(2) Applicant Guidance. The
apphcant shall submit a project

J)lion This description should
mclu the following information:

(a) The product or service: what the
enterprise will do or produce.

(t) The location and physical
facilities: regional, local and site-
specific location; description of existing
and proposed facilities. If land is to be
acquired for the specific economic
development project, the applicant must
either submit evidence that the land
will be taken into trust, or demonstrate
compliance with zoning and other local
requirements, and show that the tribe or
the entity operating the business, has
the ability to pay all required taxes on
that land.

(c) Key production factors:
requirements relating to utilities,
transportation access, special technical
and/or equipment requirements, market,
raw materials, and labor force.

(d) Jobs/labor available: justification
that the number of permanent full time
equivalent jobs.proposed to be created
or retained by the project (full and part-
time) is realistic; evidenoe that the
project can support job costs/salaries.

(e) The developmental entity:
identification of entity to be used (e.g.,

local development corporation, tribe/
village, private developer, joint
venture).

(f) Equipment: projects that include
the purchase of equipment must
demonstrate the appropriateness and
cost effectiveness of purchasing versus
leasing. The use of lease financing is
encouraged wherever possible to help
contain development costs.

(8) Financial information: applicants
shall submit a detailed cost summary,
evidence of funding sources, and five
year operating or cash flow financial
projections. For existing businesses,
financial statements for the most recent
three year period shall be submitted.
Financial statements include the
balance sheet, income statement and
statement of retained earnings. For new
start-up businesses, current financial or
net worth statements on the principal
business owners or officers are needed
unless the tribe or Alaskan Native
Village will be the owner of the
business.

(h) Economic strategy and objectives:
the applicant shall demonstrate how the
proposed project will meet the tribe’s/
village's economic development strategy
and objectives (e.g., to create or retain
permanent, private sector jobs or
provide a product and service needed
and affordable to native members).

(3) Selection Criteria. Applications for
Economic Development projects will be
evaluated based on the following:

(a) Project Viability (55 points)

The application will be rated on the
adequacy and quality of the following
subparts:

(i) Market analysis

(A) MAXIMUM (10 points)

An independent third party
feasibility/market analysis, generally not
older than two years, which identifies
the market and demonstrates that the
proposed activities are highly likely to
capture a fair share of the markst.

(B) MODERATE (6 points)
Feasibility/Market Analysis which
identifies the market and demonstrates

that the proposed activities are
reasonably likely to capture a fair share
of the market.

(C) LOW (0 points)

The submission does not meet the
criteria in paragraph b.

(ii) Management capacity

(A) MAXIMUM (10 points)

A management team with quelifying
specialized training or technical/
managerial experience in the operation
of a similar business has been
identified. If the grant is approved, the
business will hire the identified team or
persons with similar training and

experience. Applicants must submit job
descriptions of key management
positions as well as resumes showing
qualifying specialized technical/
managerial training or experience of the
identified management team.

(B) MODERATE (6 points)

A management team with qualifying
general business training or experience
will be hired if the gnm is approved.
Applicants must submit job descriptions
of key management positions.

(C) UNSATISFACTORY (0 points)

The submission does not meet the
criteria in paragraph b

(iii) Organization

(A) MAXIMUM (8 points)

1 The tribe or entity that will
operate the business has anon-going
successful business enterprise. The
applicant mustdescribe this enterprise
and provide documentation of
itshealthy financial condition (e.g.,
audited financial statements for the pas!
three years); and

2 The tribe or entity that operates
the business has an acceptable business
management system for project
development and operation.

(B) MODERATE (5 points)

The tribe or entity that-will develop
and operate the business has an
acceptable business management system
for project development and operation.

(C) UNSATISFACTORY (0 points)

The submission does not meet the
criteria in paragraph b.

(iv) Viability of the Business
(excluding microenterprises). The
viability of an economic development
project will be determined by an
analysis of financial and other project
related information. Components of the
financial analysis are: costs, sources of
funds, cash flow projections and
financial statements. The applicant
must submit: a detailed cost summary,
evidence of funding sources; five year
operating or cash flow financial
projections; and business financial
statements for the most recent three year
period. For start-up businesses, that are
not owned by the grantee, current
financial or net worth statements on
principal business owners or officers are
needed. Financial statements include
the balance sheet, income statement and
statement of retained earnings.

The information derived from the
analysis will be reviewed and compared
to local or national industry standards
to assess reasonableness of development
costs, financial need, profitability, and
risk as factors in determining overall
project viability. In determining
whether a project is viable, the field
office will also consider current and
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projected market conditions and
profitability measures such as cash flow
return on equity, cash flow return on
total assets and the ratio of net profit
before taxes to total assets. Sources of
industry standards include Marshall
and Swift Publication Company, Robert
Morris Associates, Dun and Bradstreet,
the Chamber of Commerce, etc. Local
standards may also be used.

(A) MAXIMUM (15 points)

Based on the analysis, the project has
excellent prospect of achieving viability,

(B) MODERATE (7 points)

The project has an average prospect of
achieving viability.

(C) LOW (0 points)

The project has a minimal prospect of
achieving viability.

(v) Viability of the Microenterprise.
Microenterprises employ five or fewer
employees, including the entrepreneur.
The viability of a microenterprise will
ba determined by an analysis of
financial and other project related
information. Components of the
financial analysis are: costs, sources of
funds, cash flow projections and
financial statements. The applicant
must submit: a detailed cost summary,
evidence of funding sources; five year
operating or cash flow financial
projections and monthly projections
until the cash flow is positive; and
business financial statements for the
most recent three year period. For start-
up businesses, current financial or net
worth statements on principal business
owners or officers are needed. Financial
statements include balance sheet,
income statement and statement of
retained earnings.

In determining whether a project is
viable the field office will also consider
current and projected market conditions
and profitability measures such as net
profit to total assets ratio, as well as
other information that the field office
has that will have an effect on the
project’s potential viability.

(A) MAXIMUM (15 points)

1 The project will generate income
for the entrepreneur, over a minimum of
five years, at or above 125 percent of the
annual county average individual
income; and

2 Based on the analysis, the project
has excellent prospect of achieving
viability.

(B) MODERATE (7 points)

1 The project will generate income
for the entrepreneur at or above 100
percent of the annual county average
individual income; and

2 The project has an average
prospect of achieving viability.

(C) UNSATISFACTORY (0 points)

The submission does not meet the
criteria in paragraph (B) above.

(vi) Leveraging. Points under this
component will be awarded based on
the definition of “leverage” under
General Definitions, and the following
breakdown:

Non-CDBG % of Total Project Cost | Points
30%+ 12
20-29% = 8
O O s o sisenessassde b ersirtnsassntnsnae 4
1088 than 10% <....ivuiiissscisscssisensssassons 0

(b) Permanent Full-Time Equivalent
Job Creation. Provide total number of
permanent full-time jobs expected to be
created and/or retained as a result of the
project. Provide a summary of job
descriptions and skills required.
Identify the number and kind(s) of jobs
expected to be available to lew-and
moderate-income persons. (30 points)

(i) CDBG cost per job

(A) MAXIMUM (13 points)

$15,000 or less

(B) MODERATE (10 points)

$15,001-25,000

(C) LOW (7 points)

$25,001-35,000

(D) UNSATISFACTORY (0 points)

$35,001+

(ii) CDBG cost per job targeted to low-
and moderate-income persons.

(A) MAXIMUM (13 points)

$15,000 or less

(B) MODERATE (10 points)

$15,001-25,000

(C) LOW (7 points)

$25,001-35,000

(D) UNSATISFACTORY (0 points)

$35,001+

(iii) Quality of jobs targeted to low-
and moderate-income persons.

(A) The jobs offer wages and benefits
comparable to area wages and benefits
for similar jobs, provide opportunity for
advancement, and teach a transferable
skill; OR

(B) The employer commits to
provide training opportunities (submit a
description of planned training
program).

1 YES (4 points)

2 NO (0 points)

(c) Additional Considerations (15
points). A project must meet three of the
following criteria to receive 15 points.
Maximum 15 points.

(i) Use, improve or expand members’
special skills. Special skills are those
that members have developed through
education, training or traditional
cultural experiences (e.g., technical
expertise in electronic assembly; making
traditional native crafts).

(A) YES (5 points)

(B) NO (0 points)

(ii) Provide spin-off benefits beyond
the initial economic development
benefits to employees or to the
community (e.g., create new investment
opportunities in the area; provide a
consumer product or service not
currently available on or near the
reservation, or provide an available
consumer product or service at a
significant reduction in cost).

(A) YES (5 points)

(B) NO (0 points)

(iii) Provide special opportunities for
residents of federally-assisted housing
(e.g., employ residents for maintenance
services).

(A) YES (5 points)

(B) NO (0 points)

(iv) Provide benefits to other
businesses owned by Indians or Alaska
natives (e.g., increase their sales).

(A) YES (5 points)

(B) NO (0 points)

(v) Loan Repayment/Reuse of CDBG
funds. If the business is not tribally
owned, at least 50% of the CDBG
assistance to the business will be repaid
to the grantee within a 10 year period.
If the business is tribally owned, the
tribe agrees within a 10 year period to
use funds equal to 50% of the CDBG

assistance for eligible activities that
meet a national objective. These funds
should come from the profits of the
tribally owned business,

(A) YES (5 points)

(B) NO (0 points)

II. Application Process

A. An application package may be
obtained from the HUD Field Offices of
Indian Programs in the following
geographic locations:

Region V.

Chicago Regional Office, Office of
Indian Programs, Housing and
Community Development Division, 77
Waest Jackson Blvd., Chicago, Illinois
60604. Telephone: (312) 353-1684 (all
states east of the Mississippi River, plus
Iowa and Minnesota)

Region VI.

Oklahoma City Office, Indian
Programs Division, CPD Branch, Murrah
Federal Bldg., 200 N.W, 5th Street,
Oklahoma City, OK 73102-3202.
Telephone: (405) 231-5968 (Louisiana,
Kansas, Oklahoma, and Texas, except
Waest Texas)

Region VIII.

Denver Regional Office, Office of
Indian Programs, Housing and
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Community Development Division, CPD
Staff, Executive Tower Bldg., 1405
Curtis Street, Denver, CO 80202-2349.
Telephone: (303) 844-6481 (Colorado,
Montana, Nebraska, North Dakota,
South Dakota, Utah and Wyoming)

Region IX.

Indian s Office, Region IX,
CPD Division, Two Arizona Center,
Suite 1650, 400 N. Fifth Street, Phoenix,
Arizona 85004—-2361. Telephone: (602)
379-4197 (Arizona, New Mexico,
Southern California, West Texas)

Indian Programs Office, CPD Division,
Program Management Team (San
Francisco), Phillip Burton Federal Bldg.
and U.S. Courthouse, 450 Golden Gate
Ave., P.O. Box 36003, San Francisco,
CA 94102-3448. Telephone: (415) 556~
9200 (Northemn California and Nevada)

Region X.

Seattle Regional Office, Office of
Indian Programs, CPD Division, Federal
Office Building, 909 First Avenue, Suite
200, Seattle, WA 98104-1000.
Telephone: (206) 220-5271 (Idaho,
Oregon, Washington)

Anchorage Office, CPD Division, 949
E. 36th Avenue, Suite 401, Anchorage,
AK 99508-4135. Telephone: (907) 271~
4684 (Alaska)

B. Completed applications should be
submitted to the appropriate HUD Field
Office, listed above, from which
application information and packages
were obtained,

C. Applications may be mailed to
HUD, provided that they are postmarked
no later than midnight on the deadline
date: November 9, 1993. Applications
that are physically delivered to HUD
must be received {y the appropriate °
HUD Field Office no later
November 9, 1993.

III. Checklist of Pre-application and
Application Submission Requirements

A. Citizen participation. Prior to
submitting an application, the applicant
shall certify, by an official tribal
resolution, that it has:

1. Furnished residents with
information concerning amounts of
funds available and the range of
activities to be undertaken;

2. Held one or more public meetings
to obtain the views of residents;

3. Developed and published or posted
a community development statement
which gives affected residents an
opportunity to review it and comment
on it;

4. Given residents an opportunity to
raview and comment on the applicant’s
performance under any active
community development block grant;

an 4:30 p.m.

5, Considered public comments and,
if the applicant deems it appropriate,
modified the application accordingly;
and

6. Made the modified application
available to residents.

B. Applicants shall submit an
application to the appropriate field
office. In accordance with the
requirements of Section 571.300(f) the
application should include:

1. Standard Form 424;

2. Community Development
Statement which includes:

a. Components that address the
relevant selection criteria

b. A brief description or an updated
description of community development
needs;

c. A brief description of proposed
projects to address needs, including
scope, magnitude, and method of
im é)lementing the project.

. A schedule for implementing the
project (form HUD—4125);

e. Cost information by project,
including specific activity costs,
administration, planning, and technical
assistance, total HUD share (form HUD-
4123); and

3. A map showing project location, if
appropriate;

4. If the proposed project will result
in displacement or temporary
relocation, include a statement that
identifies (a) the number of persons
(families, individuals, businesses and
nonprofit organizations occupying the
property on the date of the submission
of the application (or date of initial site
control, if later); (b) the number to be
displaced or temporarily relocated; (c)
the estimated cost of relocation
payments and other services; (d) the
source of funds for relocation; and (e)
the organization that will carry out the
relocation activities.

5. Citizen Participation. Certify, in the
form of an official tribal resolution, that
citizen participation requirements of
section 571.604 have been met;

6. Form HUD-2880, Applicant/
Recipient Disclosure/Update Report, as
required under Subpart C of 24 CFR part
12, Accountability in the Provision of
HUD Assistance.

IV. Corrections to Deficient
Applications

HUD will not accept unsolicited
information from the applicant
regarding the application after the
ap}pllicaﬁon deadline has ¢

UD may advise applicants of

technical deficiencies in applications
and permit them to be corrected. A
technical deficiency would be an error
or oversight which, if corrected, would
not alter, in either a positive or negative

fashion, the review and rating of the
application. Examples of curable
tecgmical deficiencies would be a failure
to submit proper certifications or failure
to submit an application containing an
original signature by an authorized
official. The field office also may, at its
discretion, request informationto
resolve inconsistencies or ambiguities in
the application.

will notify applicants in writing
of any curable technical deficiencies in
applications. Applicants will have 14
calendar days from the date of HUD's
correspondence to reply and correct the
deficiency. If the deficiency is not
corrected within this time period, HUD
will reject the application as
incomplete.

V. Other Matters

A. Environmental Statement. A
Finding of No Significant Impact with
respect to the environment has been
made in accordance with HUD
regulations at 24 CFR Part 50, which
implement section 102(2)(C) of the
National Environmental Policy Act of
1969. The Finding of No Significant
Impact is available for public inspection
between 7:30 a.m. and 5:30 p.m.
weekdays in the Office of the Rules
Docket Clerk, Office of the General
Counsel, Department of Housing and
Urban Devel%pment. Room 10278, 451
Seventh Strest, S.W., Washington, D.C.
20410.

B. Federalism Executive Order. The
General Counsel, as the Designated
Official under section 6(a) of Executive
Order 12612, Federalism, has
determined that this NOFA will not
have substantial, direct effects on states,
on their political subdivisions, or on
their relationship with the Federal
Government, or on the distribution of
power and responsibilities between
them and other levels of government.
While the NOFA will provide financial
assistance to Indian tribes and Alaskan
native villages, none of its provisions
will have an effect on the relationshi
between the Federal Government an
the states or their political subdivisions.

C. Family Executive Order. The
General Counsel, as the Designated
Official for Executive Order 12606, The
Family, has determined that the policies
announced in this NOFA would not
have the potential for significant impact
on family formation, maintenance and
general well-being and thus is not
subject to review under the Order.

D. Registration of Consultants.
Section 13 of the Department of Housing
and Urban Development Act contains
two provisions dealing with efforts to
influence HUD's decisions with respect
to financial assistance. The first imposes
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disclosure requirements on those who
are typically involved in these efforts --
those who pay others to influence the
award of assistance or the taking of a
management action by the Department
and those who are paid to provide the
influence. The second restricts the
payment of fees to those who are paid
to influence the award of HUD
assistance, if the fees are tied to the
number of housing units received or are
based on the amount of assistance
received, or if they are contingent upon
the receipt of assistance.

Section 13 was implemented by final
rule published in the Federal Register
on May 17, 1991 (56 FR 22912). If
readers are involved in any efforts to
influence the Department in these ways,
they are urged to read the final rule,
particularly the examples contained in
Appendix A of the rule.

Any questions regarding the statute
described above should be directed to
the Director, Office of Ethics, Room
2158, Department of Housing and Urban
Development, 451 Seventh Street, S.W.,
Washington, D.C. 20410. Telephone:

(202) 708-3815; TDD/Voice, (This is not
a toll-free number.) Forms necessary for
compliance with the rule may be
obtained from the local HUD office.

E. Prohibition of Advance Disclosure
of Funding Decisions. HUD's regulation
implementing section 103 of the
Department of Housing and Urban
Development Reform Act of 1989 was
published May 13, 1991 (56 FR 22088)
and became effective on June 12, 1991.
That regulation, codified as 24 CFR Part
4, applies to the funding competition
announced today. The requirements of
the rule continue to apply until the
announcement of the selection of
successful applicants.

HUD employees involved in the
review of the applications and in the
making of funding decisions are
restrained by Part 4 from providing
advance information to any person
(other than an authorized employee of
HUD) concerning funding decisions, or
from otherwise giving any applicant an
unfair competitive advantage. Persons
who apply for assistance in this
competition should confine their

inquiries to the subject areas permitted
under 24 CFR part 4.

Applicants who have questions
should contact the HUD Office of Ethics
(202) 708-3815. (This is not a toll-free
number.) The Office of Ethics can
provide information of a general nature
to HUD employees, as well. However, a
HUD employee who has specific
program questions, such as whether
particular subject matter can be
discussed with persons outside the
Department, should contact his or her
Regional or Field Office Counsel, or
Headquarters counsel for the program to
which the question pertains.

Authority: 42 U.S.C, 5301, et seq.; 42
U.S.C. 3535(d); 24 CFR part 571.

Dated: August 10, 1993.
Joseph Shuldiner,

Assistant Secretary for Public and Indian
Housing.

[FR Doc. 93-20655 Filed 8-25-93, 8:45 am|]
BILLING CODE 4210-33-F
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 201

[Docket No. 90N-0200]

RIN 0905-AA06

Warning Statements Required for
Over-The-Counter Drugs Containing

Water-Soluble Gums as Active
Ingredients

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule requiring specific warning and
direction statements in the labeling of
all over-the-counter (OTC) drug
products containing as active
ingredients water-soluble gums,
hydrophilic gums, and hydrophilic
mucilloids, including, but not limited
to, agar, alginic acid, calcium
polycarbophil, carboxymethylcellulose
sodium, carrageenan, chondrus,
glucomannan ((B-1,4 linked)
polymannose acetate), guar gum, karaya
gum, kelp, methylcellulose, plantago
seed (psyllium), polycarbophil,
tragacanth, and xanthan gum. The
warning and direction statements will
alert users of these products to consume
adeguate fluid and to avoid using such
products if the person has previously
experienced any difficulty in
swallowing. FDA is issuing this final
rule after evaluating reports of
esophageal obstruction and
asphyxiation involving OTC drug
products containing water-soluble gums
as active ingredients, Water-soluble
gums as active ingredients have been
used in OTC antidiarrheal, laxative, and
weight control drug products, They are
currently used primarily in OTC
laxative drug products and are under
review in the ongoing rulemaking for
OTC laxative drug products as part of
FDA's OTC drug review. FDA has
determined that implementation of
specific warning and direction
statements for these ingredients should
not await completion of the OTC drug
review process. Therefore, the warning
and direction statements will now be
required to support the safe use of OTC
drug products containing water-soluble
gums as active ingredients. The warning
and direction statements will be
incorporated into the pertinent OTC
drug monographs as the rulemakings for
these drug products are completed.

EFFECTIVE DATE: February 28, 1994.

FOR FURTHER INFORMATION CONTACT:
William E, Gilbertson, Center for Drug
Evaluation and Research (HFD-810),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-594-5000.
SUPPLEMENTARY INFORMATION: In the
Federal Register of October 30, 1990 (55
FR 45782), FDA groposed to amend 21
CFR rart 201, subpart G, Specific
Labeling Requirements for Specific Drug
Products, to require a warning for all
OTC drug products containing water-
soluble gums as active ingredients. The
agency proposed the following warning:
(Select one of the following, as
appropriate: “Take” or “Mix”) “this
product with at least 8 ounces (a full
glass) of water or other fluid. Taking this
product without adequate fluid may
cause it to swell and block your throat
or esophagus and may cause choking,
Do not take this product if you have
ever had difficulty in swallowing or
have any throat problems. If you
experience chest pain, vomiting, or
difficulty in swallowing or breathing
after taking this product, seek
immediate medical attention.” The
agency considered this warning
necessary because water-soluble gums
used as active ingredients in certain
orally-administered OTC drug products
have been associated with esophageal
obstruction and asphyxiation. -

Water-soluble gums have primarily
been used in OTC bulk laxative and
weight control drug products. The
ingredients involved are natural or
semisynthetic hydrocolloid gums
including, but not limited to, agar,
alginic acid, calcium polycarbophil,
carboxymethylcellulose sodium,
carrageenan, glucomannan 1, guar gum,
karaya gum, kelp 2, methylcelﬁxllose,
plantago seed (psyllium} 3,
polycarbophil, polycarbophil calcium,
tragacanth, and xanthan %um. The
ingredients polycarbophil and calcium
polycarbophil are also used in OTC
antidiarrheal drugl products.

Because of the hydrophilic nature of
water-soluble gums, when water is
added to the gum it swells and increases

1 Glucomannan is the commonly used name for
the glucose/mannose polymer{B-1,4 linked)
polymannose acetate.

2The that evaluated this ingredient as part
of FDA's OTC drug review designated it “‘sea kelp."
However, “kelp” is the official name for this
ingredient in the “USAN and the USP dictionary of
drug names, 1992."

3 The panel that evaluated the ingredients
“‘plantago ovata husks, plantago seeds, psyllium
hemicellulose, psyllium hydrophilic mucilloid,
psyllium seed, and psyllium seed husks" as part of
FDA'’s OTC drug review designated these
ingredients as “psyllium."” However, *‘plantago
seed" is the official name for these ingredients in
the “USAN and the USP dictionary of drug names,
1992."

in bulk. If inadequate water is added, a
viscous, semi-solid mass forms, The rate
and degree of swelling, as well as the
viscosity and adhesiveness of the mass,
vary from product to product depending
on the amount of gum present. When
orally-administered OTC drug products
containing a high level of one of these
gums are used by individuals who have
difficulty in swallowing, or when such
products are taken with an inadequate
amount of water or other fluid, there is
a risk that the product will swell and
form a viscous adhesive mass that can
block the throat or esophagus. The type
and degree of adverse effects are
influenced by the amount of fluid taken
with the product.

As discussed in the proposed rule (55
FR 45782 at 45783 to 45784), esophageal
obstruction and asphyxiation associated
with the ingestion of water-soluble
gums have been reported in the
literature since the 1930’s, although
such reports were relatively rare.
However, in recent years FDA has
become aware of an increased number
of reports. FDA is aware of at least 191
cases of esophageal obstruction and 8
cases of asphyxia associated with orally-
administered OTC laxative and weight
control products containing these
ingredients between 1970 and May,
1992. Death occurred in 18 of these
cases (Refs. 1 and 2).

As part of FDA's OTC drug review,
water-soluble gums were reviewed as
OTC bulk laxatives by the Advisory
Review Panel on OTC Laxative,
Antidiarrheal, Emetic, and Antiemetic
Drug Products (Laxative Panel) and as
OTC weight control drug products by
the Advisory Review Panel on OTC
Miscellaneous Internal Drug Products
(Miscellaneous Internal Panel).

The Laxative Panel, in its report
published in the Federal Register of
March 21, 1975 (40 FR 12902), classified
five water-soluble gums in Category I
(safe and effective)—
carboxymethylcellulose sodium, karaya
gum, methylcellulose, polycarbophil,
and psyllium. Three additional water-
soluble gums were classified in Category
III (insufficient effectiveness data)
—agar, carrageenan, and guar gum. In its
discussion of these bulk laxative
ingredients, the Laxative Panel
acknowledged the risk of esophageal
obstruction from water-soluble gums (40
FR 12902 at 12907) and specifically
noted with respect to psyllium:

Esophageal, gastric, small intestinal and
rectal obstruction due to the accumulation of
mucilaginous derivatives of psyllium
preparations have been described on several
occasions. The common denominator in most
cases has been insufficient water intake or
underlying organic disease which resulted in
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compromise of the intestinal lumen, (40 FR
12908).

The Laxative Panel recommended that
labeling for bulk laxative ingredients
stress the importance of adequate fluid
intake, i.e., 8 ounces (0z) of liquid, with
each dose.

After reviewing the recommendations
of the Laxative Panel and considering
public comments received following
publication of its report, FDA published
a tentative final monograph on OTC
laxative drug products in the Federal
Register of January 15, 1985 (50 FR
2124). The risk of esophageal
obstruction from certain bulk laxative
ingredients, including water-soluble
gums, and the need for adequate fluid
intake (8 0z) with each dose of these
ingredients was again discussed in
comments 36 and 37 of the tentative
final monograph (50 FR 2124 at 2131
and 2132).

In an amendment to the tentative final
monograph on OTC laxative drug
products, gublished in the Federal
Register of October 1, 1986 (51 FR
351386), FDA proposed that bulk laxative
ingredients be administered in divided
doses rather than a single daily dose.
This action was taken because it was
noted that; “* * * the maximum daily
dose of some bulk laxatives is so large
that it may poss a risk of esophageal
obstruction if taken at one time,” (51 FR
35138). In response to these proposals,

a major manufacturer of psyllium-
containing bulk laxatives commented in
support of FDA's recommendation
regarding adequate fluid intake (8 oz)
with each dose of a bulk laxative. This
manufacturer recommended that all
bulk laxatives bear the following
warning (Ref. 3):

Bulk forming agents have the potential to
block the esophagus, particularly in the
presence of esophegeal narrowing or when
consumed with insufficient fluid. Patients
with ﬁhageal narrowing should not use
this uct. If you observe symptoms of

esophageal blockage, lncludluéchest pain/
pressure, regurgitation and difficulty
swallowing, seek immediate medical
attention.

In the Federal Register of November
7,1990 (55 FR 46914), FDA published
a final rule establishing that certain
active ingredients in OTC drug products
are not generally recognized as safe and
effective or are misbranded. Among the
ingredients listed in this final rule
under active ingredients for bulk
laxative drug products were agar,
carrageenan (degraded), carrageenan
(native), and guar gum. No substantive
comments or new data had been
submitted to support the reclassification
of any of these ingredients to
monograph status. The final rule stated

that the listed active ingredients should
be eliminated from OTC drug products
by May 7, 1991, regardless of whether
further testing was undertaken to justify
future use, and regardless of whether
the relevant OTC drug monographs had
been finalized by that date. Therefore,
on or after May 7, 1991, no OTC laxative
drug product containing any of these
four water-soluble gum active
ingredients could be initially introduced
or initially delivered for introduction
into interstate commerce unless it was
the subject of an approved application.

In its report on Sg‘c weight control
drug products, published in the Federal
Register of February 26, 1982 (47 FR
8466), the Miscellaneous Internal Panel
classified the water-soluble gums alginic
acid, carboxymethylcellulose sodium,
carrageenan, chondrus+4, guar gum,
karaya gum, methylcellulose, psyllium,
sea kelp, and xanthan gum in Category
III. The Miscellaneous Internal Panel
noted, with respect to
carboxymethylcellulose sodium and
methylcellulose, that occasional cases of
esophageal obstruction have occurred
when these ingredients are chewed or
swallowed without liquid (47 FR 8466
at 8477 and 8478). While concluding
that the water-soluble gums listed above
are safe, the Miscellaneous Internal
Panel recommended that directions for
these products state: “Take a full glass
of water (8 ounces) with each dose,” (47
FR 8477 to 8479).

In the Federal Register of October 30,
1990 (55 FR 45788), the agency
published a notice of proposed
rulemaking stating that certain
ingredients in OTC weight control drug
products are not generally recognized as
safe and effective and are misbranded.
Among the ingredients proposed as
nonmonograph were the water-soluble
gums, alginic acid,
carboxymethylcellulose sodium,
carrageenan, chondrus, guar gum,
karaya gum, kelp, methylcellulose,
plantago seed, and xanthan gum. The
agency determined that no substantive
comments or additional data had been
submitted to the OTC drug review to
support any of these ingredients as
being generally recognized as safe and
effective in OTC weight control drug
products.

In the Federal Register of March 6,
1991 (56 FR 9312), the agency issued a
clarification of this October 30, 1990,
notice of proposed rulemaking. The
purpose of this clarification was to make
clear that the addition of the proposed

4 Chondrus was classified in Category Ill as a
separate ingredient by the Miscellaneous Internal
Panel; however, chondrus is but one of several
sources of carrageenan.

warning statement in product labeling
was not a sufficient basis to permit the
continued marketing of OTC weight
control drug products containing guar
gum.

In the Federal Register of August 8,
1991 (56 FR 37792), FDA issued a final
rule establishing that certain active
ingredients in OTC weight control drug
products are not generally recognized as
safe and effective or are misbranded.
Among the ingredients subject to this
final rulemaking are the water-soluble
gums alginic acid,
carboxymethylcellulose sodium,
carrageenan, chondrus, guar gum,
karaya gum, kelp, methylcellulose,
plantago seed, and xanthan gum, On or
after February 10, 1992, no OTC drug
product containing any of these active
ingredients for weight control use could
be initially introduced or initially
delivered for introduction into interstate
commaerce unless it was the subject of
an approved application.

Although many drug products
containing these water-soluble gums can
no longer be initially introduced or
initially delivered for introduction into
interstate commerce, laxative drug
products containing the water-soluble
gums carboxymethylcellulose sodium,
karaya gum, methylcellulose,
polycarbophil, and psyllium may
continue to be marketed. In addition,
water-soluble gums may be present as
active ingredients in other than laxative
and weight control drug products, e.g.,
polycarbophil in antidiarrheal drug
products. Accordingly, the agency is
requiring these new warning and
direction statements at this time,
without waiting for the completion of
any OTC drug review rulemakings
related to such products.

In response to the proposed rule
requiring a warning in the labeling of all
OTC drug products containing water-
soluble gums as active ingredients, nine
manufacturers, one drug manufacturers’
association, one individual, one health
department, and six professional
associations submitted comments.
Copies of the comments received are on
public display in the Dockets
Management Branch, Food and Drug
Administration, rm. 1-23, 12420
Parklawn Dr., Rockville, MD 20857.
Additional information that has come to
the agency’s attention since publication
of the proposed rule is also on public
display in the Dockets Management
Branch.

References

(1) Department of Health and Human
Services, FDA, Adverse Drug Reaction
Reports for the years 1971 to 1992, in OTC
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Dockets nt Branch

Manageme: 3
(2) Adverse Drug Reaction Reports,
Reference No. 7 in OTC Volumse 20 TFR,
Docket No. 90N-0200, Dockets Management
Branch.
(3) Comment No. 008100, Docket No. 78N—
036L, Dockets Management Branch,

I. The Agency’s Conclusions on The
Comments

1. One comment supported the intent
of the proposed warning for OTC drug
products conmnh:g water-soluble
gums, stating that there is sufficient
evidence to mandate the inclusion of a
warning for these products. Another
comment stated that the warning
requirement is appropriate and is
preferable to FDA’s October 30, 1880,
proposal (55 FR 45788) to ban the use
of guar gum in OTC weight control drug
products, The comment added that the
warning would allow consumers to
continue using products they wish to
use, while eliminating the potential for
safety hazards in connection with such
products.

The agency notes that this current
rulemaking does not allow the use of
guar gum in OTC weight control drug
products even with the accompanying
warning label. Since this comment was
submitted, the agency published a
clarification notice (March 6, 1991, 56
FR 9312) and a final rule for OTC
weight control drug products (August 8,
1991, 58 FR 37792), in which it
concluded that certain active
ingredients, including guar gum, in OTC
weight control drug products are not
gonerally recognized as safe and
elfective and are misbranded.
Accordingly, use of the warning and
direction statements provided for in this
finel rule is not a basis for the continued
use of guar gum or any other water-
soluble gums as an active ingredient in
OTC weight control drug products. As
noted above, the warning and direction
statements must appear on all OTC drug
products containing a water-so!ub;e
gum as an active inFredient, including
OTC bulk-forming laxative drug
products containing
carboxymethylcellulose sodium, karaya
gum, methylcellulose, psyllium, or
polycarbophil as an active ingredient.

2. Three comments stated that a
warning is not necessary for water-
soluble gum products because adverse
reactions were reported by only a very
small percentage of product users. Two
comments suggested that the situation
could be hendled by manufacturers
identifying the water-soluble gum
ingredients on the product label so that
the subpopulation of sensitive
mndividuals can avoid these products.
The comments stated that this approach

is consistent with the FDA’s long-term
policy regarding the identification of
ingredients as means of
notifying sensitive individuals who may
react to certain i ients. Two
comments noted that even though many
common foods (e.g., milk, eggs, nuts,
shellfish) cause adverse reactions,
which range from mild to life-

threatening, in subgroups of the

Bcpulauon. they are not required to
ave warning labels.
that listing

The agency a

ingredients on the product label is
necessary and often sufficient to alert
consumers who are sensitive to certain
ingredients. In the present case,
however, the problem presented is not
one of the sensitivity of a subsst of the
population but of vulnerability to
serious adverse outcomes in all
members of the population who use the
drugs incorrectly. The purpose of the
warning for drug products containing
water-soluble gums is to ensure that
consumers know how to use the
products safely, specifically, in a way
that avoids esophageal obstruction.
Merely identifying the water-soluble
gum ingredient(s) on the product label
would not alert consumers to the
problem or to the remedy. Foods are
discussed in comment 3,

3. One comment, which agreed with
the need for a warning statement for
OTC drug products containing water-
soluble gums, recommended that the
agency also address food products that
contain approximately the same amount
of these ingredients per serving as is
used in a dose of certain OTC drug
products. The comment mentioned a
cereal product that contains 3.5 to 3.7
grams (g) of psyllium per serving, and
an OTC laxative drug product
containing 3.8 g of psyllium per dose.
The comment was concerned that
individuals taking both the OTC
laxative drug product and one or more
servings of such a cereal would increase
their odds of having esophageal or
bowel obstruction.

The agency is aware that there are
many food products on the market
containing water-soluble gums. The
agency is concerned about the potential
hazards of these ingredients, whether

resent in or food products, and

as established standards for a number
of water-soluble gums used as food
additives. For example, the use of
psyllium as an optional ingredient in
certain frozen desserts at levels not
exceeding 0.5 parcent was provided for
in a final rule establishing standards of
identity for frozen desserts published by
the agency in 1960 (25 FR 7126, July 27,
1960). Maximum usage levels also have
been set for guar gum (21 CFR

184.1339), agar-agar (21 CFR 184.1115),
karaya gum (21 CFR 184.1348), and gum
tragacanth (21 CFR 184.1351). The
percentage of water-solubls gums
allowed in food products is generally
low, and the agency has not seen any
problems of esophageal obstruction or
asphyxiation associated with the use of
water-soluble gums at these levels in
food products.

Although water-soluble gums used in
food products are not included in this
rulemaking, the agency will continues 1o
evaluate and monitor these ingredients
when they are used in any products
marketed for human consumption.
Appropriate waminfu will be proposed
if a need to do so is found to be
necessary.
4. Several comments suggested that
the proposed warning for OTC drug
products containing water-soluble gums
should apply only to products in & dry
or unhydrated form. One comment
mentioned that the cases of esophages|
obstruction discussed in the proposed
rule (55 FR 45782 at 45783) referred 10
gums in tablet form and agreed that the
proposed warning is appropriate for this
type of product. However, the comment
contended thet insufficient evidence
exists to mandate the proposed warning
for OTC drug products containing
water-soluble gums in powder form
which ere dissolved in 8 oz of water
prior to ingestion. The comment argued
that little evidence exists that such
water-based products, when taken
according to the label directions by
individuals without esophageal or
throat problems, pose a risk of
asphyxiation or esophageal obstruction,

he agency agrees that water-soluble,
gum-containing products that are
marketed in a fully hydrated form (e.g.,
in a solution) do not pose any
significant risk of causing esophageal
obstruction and that the wamfng
statement is not necessary for those
groducts. The problem with esophageal

lockage associated with the use of

water-soluble, gum-containing OTC
drug products has been limited to those
products marketed in the unhydrated
form. Products that are marketed in &
dry or incompletely hydrated stste
(intended to be dissolved in water by
the consumer prior to ingesting, or taken
with water or other liquid), whether in
tablet (see comment 5), capsule,
powder, or other form, have the
potential for causing abstruction if the
product is taken with inadequate fluid
or if it is taken by individuals with
swallowing or other throat problems.
The agency acknowledges that the
dosage forms involved in the cases of
esophageal obstruction due to guar gun.
which were discussed in the proposed
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rule (55 FR 45782 at 45783), were
tablets. However, a number of cases of
esophageel obstruction due to other
water-soluble gums have involved
different dosage forms (e.g., powderad
forms of psyllium, and granular forms of
psyllium, karaya gum, and tragacanth)
(see 55 FR 45783 and 45784: specifically
references 7 through 10, 13, 15, and 16).
Although dry forms of water-soluble
gums could be hydrated according to
label directions, prior to ingestion, and
safely used by most consumers, the
agency believes a warning will decrease
the extent to which these products
could be misused by some individuals
with possible adverse consequences.
Further, the agency does not have any
data to show how much time is
necessary to fully hydrate these
products after mixing them with water.
The agency therefore concludes that it is
eppropriate to require the warning for
all dosage forms of OTC drug products
containing water-soluble gums as active
ingredients in dry or incompletely
hydrated form, including those intended
to be hydrated by the consumer (i.e.,
with label directions to dissolve the
product in water). The agency has
included this information in new
§201.319(b). Those OTC drug products
marketed in a completely hySrated form
will not require the warning.

5. One comment agreed that the
proposed warning is appropriate for
OTC drug products containing water-
soluble gums in tablet form, but
contended that the warning would be
inaccurate for two-piece, hard-shell
capsules that require significant
exposure to fluid before dissolving. The
comment claimed such an environment
does not exist in the throat and therefore
the risk is moot. The comment added
that virtually all reports of esophageal
blockage cited by the agency in the
proposal (55 FR 45782 at 45783)
involved tablets. The comment
recommended that the warning be
modified for water-soluble gums
marketed in two-piece, hard-shell
capsules to read as follows:

Take this product with at least 8 ounces (a
full glass) of water or other fluid. If you
experience chest , vomiting, or difficulty
in swallowing or thing after taking this
product, seek immediate medical attention.

The comment concluded that this
approach would encourage industry to
adopt the safest known dosage forms
and would minimize potential
consumer confusion and loss of
confidence in the safety of many other
OTC drug products offered as capsules
and tablets.

As discussed in comment 4, the
agency is aware of numerous cases of

esophageal obstruction due to various
dosage forms of water-soluble gum OTC
drug products (i.e., teblets, granules,
powder). Although capsules may be a
safer dosage form than tablets for
administering water-soluble gums, the
agency believes capsules could also be
potentially hazardous if they are
chewed or otherwise broken before or
during ingestion. For instance, a
consumer who has difficulty
swallowing may chew the capsule to
allow for greater ease in swallowing,
thereby releasing the capsule contents
in the throat or esophagus. Because of
the small size of the released particles,
greater hydration and greater swelling
could occur from the broken capsule
than from a tablet. Therefore, because
esophageal obstruction could occur
when capsules are broken, the agency
believes that safer consumer use would
result by having the same warnings for
capsules as other dosage forms
containing water-soluble gums.
Accordingly, the warning in

§ 201.319(b) is being required for all
dosage forms (e.g., capsules, granules,
powders, tablets, wafers) of unhydrated
water-soluble gums when used as active
ingredients in OTC drug products.
However, the agency will consider
exempting a water-soluble gum product
from the warning statements on the
basis of data demonstrating that no
swelling occurs for that particular
ingredient in a specific dosage form or
formulation. Such requests for
exemption from the warning should be
submitted in the form of a citizen
petition as provided in § 10.30 (21 CFR
10.30). However, the mere submission
of a citizen petition does not allow an
exemption from the required warning
while the citizen petition is being
evaluated.

6. Four comments objected to the
pro%osad warning statements being
applicable to psyllium, calcium
polycarbophil, and methylcellulose dry
powder. Two comments contended that
the proposed warnings should not apply
to psyllium on the basis of a 1982
evaluation by the Select Committee of
GRAS Substances (a group of leading
food experts). This Committee reviewed
60 years of data on psyllium and stated
(Ref. 1):

There is no evidence in the available
information on psyllium seed husk gum that
demonstrates, or suggests reasonable grounds
to suspect, a hazard to the public when it is
used at levels that are now current or that
might reasonably be expected in the future.

One comment stated that calcium
polycarbophil is not a soluble fiber and
does not swell appreciably in the upper
gastrointestinal tract. The comment

contended that, based on the drug's
chemical characteristics and reported
adverse drug reactions, esophageal
obstruction due to swelling of the
product is not an adverse reaction
associated with calcium polycarbophil.
Another comment contended that the
proposed warnings are not appropriate
for the methylcellulose dry powder
formulation used in its product because
there is no evidence that this
formulation causes esophageal
obstruction. The comment submitted
results of some simple in-vitro
comparison tests carried out by mixing
methylcellulose-based formulations and
ground psyllium-based formulations
with grossly underrecommended
quantities of water and observing the
resulting properties of the mixtures. The
comment argued that, even when
dispersed in inadequate amounts of
water, its methylcellulose formulation
does not form a gel that could cause
esophageal obstruction. The comment
requested a hearing on this issue.

he comments’ arguments that the
proposed warnings should not apply to
specific water-soluble gums are not
persuasive. Because ingestion of water-
soluble gums with inadequate amounts
of fluid or by individuals with difficulty
in swallowing could potentially cause
esophageal obstruction, the agency
believes that the warning statements are
necessary to ensure the safe use of these
drug products. Swelling and increased
bulk are known results of adding water
to a water-soluble gum. Even though
different formulations and types of
gums vary in their swelling volume, the
degree of swelling remains uncertain.
Although the in-vitro tests indicated a
difference in the viscosities of
methylcellulose-based formulations and
ground psyllium-based products, no
data were submitted to indicate how
these results would apply to the in-vivo
situation, where variables such as
individual body temperature, additional
food intake, or esophageal motility
might affect the ingredients. The agency
concludes that it cannot accept
contentions of no evidence of a hazard
as a basis for exempting specific water-
soluble gum ingredients from the
warning requirement. As noted in
comment 5, the agency will consider an
exemption from the required warning,
The agency concludes that, without
adequate data at this time, insufficient
justification exists to grant a hearing.

Reference

(1) “Evaluation of the Health Aspgcts of
Oat Gum, Okra Gum, Quince Seed Gum, and
Psyllium Seed Husk Gum as Food
Ingredients,” Report of the Select Committee
on GRAS Substances, Life Sciences Research
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Office, Faderation of American Societies for
Experimental Biology, Bethesda, MD, 19882,

7. Several comments contended that
proposed § 201.319(b) is too broadly
worded in that it requires the warning
statement on eny roducts
containing wster-soluble gums. The
comments that the warning be
revised to clarify its application only to
those drug products containing water-
soluble gums as active ingredients. The
comments stated that the warning was

not necessary on drug products
contain water-soluble gums in small

quantities as inactive I.n'fmdienu
because such products do not pose a
risk of esophageal obstruction. Several
comments mentioned that water-soluble
gums are used as uuspendln'%ragems in
many liquid drug products for both
prescription and OTC use, and claimed
there is no risk of esophageal
obstruction associated with those
products, One comment added that
certain water-soluble gums have been
used as a tablet disintegrant for more
than 25 years with no known adverse
incidents,

The agency concurs that the warning
should be clarified to state its
application only to those OTC drug
products containing water-soluble gums
as active ingredients. Many currently
marketed products contain water-
soluble gums as inactive ingredients
used as suspending agents, binders,
tablet disintegrants, etc. The agency is
not aware of any reports showing%at
the amount of a water-soluble gum used
as an inactive ingredient produces the
potential for esophageal ction and
thus poses a threat to consumer safety.
Accordingly, the agency is revising the
language in the heading in § 201.319 to
read: § 201.319 Water-soluble gums,
hydrophilic gums, and hydrophilic
mucilﬁuds {including * * *) as active
ingredients; required warnings and
directions, and paragraph (b) of
§201.319 to read: “Any drug products
for human use containing a water-
soluble gum, hydrophilic gum, or
hydrophilic mucilloid as an active
ingredient in an oral dosage form when
marketed in a dry or incompletaly
hydrated form as described in paragraph
(a) of this section are misbranded within
the meaning of section 502 of the
Federal Food, Drug, and Cosmetic Act
unless their labeling bears the following
warnings and directions in bold print
and capital letters: * * *."

8. Three comments contended that the
concerns raised by the proposed
warning statements for OTC drugs
containing water-soluble s could be
adequately addressed under “Directions
for Use.” One comment mentioned that

the first statement of the proposed
warning currently exists under
“Directions for Use" for OTC bulk-
forming laxatives. Another comment
stated that the directions for use found
on its product label (both descriptive
and pictorial) adequately convey
appropriate product use, which is
supported by actual consumer
experience. The comment mentioned
the very low incidence rate of serious
esophageal blockage reports for its
products, which are mixed with liquid
prior to ingestion. The comment
requested an oral hearing if the agency
disagrees with its position and
maintains that the warning is warranted
(for its product).

Two comments suggested adding the
following sentence to the “Directions for
Use™; “Taking this product without
enough liquid may cause choking.” One
of the comments stated that the term
*“choking” encompasses several of the
other proposed consequence terms of
the warning and thus would eliminate
the need for the part of the proposed
warning that states: “If you experience
chest pain, vomiting, or difficulty in
swallowing or breathing after taking this
product, seek immediate medical
attention.” The comment recommended

that the proposed waming atpf)ea: under
the “Directions for Use” as follows:

(Select one of the following, as appropriate:
“Take" or “Mbx") “this product with at least8
ounces (a full glass) of liquid. Taking this
product without enough liquid may ceuse
choking.”

Three comments suggested an
alternative to the proposed warning in
the form of an “instructive warning,"”
which states: “VERY IMPORTANT—
Take {or mix) this product with at least
8 ounces (a full glass) of water or other
fluid.”

The agency has considered the
comments' recommendations and agrees
that information conveying the proper
use of OTC water-soluble, gum-
containing drug products should be
included under the “Directions” section
of the product’s labeling (see also
comment 9). Therefore, the agency is
establishing a “Directions” section in
§201.319 that states: “(Selsct one of the
following as appropriate: “TAKE’ or
‘MIX’) “THIS PRODUCT (CHILD OR
ADULT DOSE) WITH AT LEAST 8
OUNCES (A FULL GLASS) OF WATER
OR OTHER FLUID. TAKING THIS
PRODUCT WITHOUT ENOUGH
LIQUID MAY CAUSE CHOKING. SEE
WARNINGS."” This new direction
statement will be required in the
labeling of OTC water-soluble, gum-
containing drug products upon the
effective date of this final rule. At a later

date, when the final rules for OTC
laxative and antidiarrheal drug products
are published, the warnings an
directions included under § 201.319
will be incorporated into the labeling of
bulk laxative drug products in §334.52
and antidiarrheal products in

§ 335.50, respectively.

The egency concludes that critical
information alerting the consumer about
the possible consequences of not taking
these products correctly should be
appropriately placed in both the
“Warnings” and the “Directions”
sections of the products’ labeling. The
agency believes that the ficance of
the information will be emphasized if it
appears in both sections of the labeling.
Further, because of possible adverse
reactions that can occur if the product
is not taken correctly, the agency
considers it very important that
consumers’ attention also be directed to
the warning information. Therefore, to
help draw attention to the warning
statement, the agency is also adding the
phrase “SEE WARNINGS" at the end of
the “Directions” in § 201.319, to read:
“(Select one of the following as
appropriate: ‘TAKE’ or ‘MIX') “THIS
PRODUCT (CHILD OR ADULT DOSE)
WITH AT LEAST 8 OUNCES (A FULL
GLASS) OF WATER OR OTHER FLUID.
TAKING THIS PRODUCT WITHOUT
ENOUGH LIQUID MAY CAUSE
CHOKING. SEE WARNINGS."”

The agency denies one comment’s
request for a hearing at this time
because of a lack of adequate data
showing that the warning is not
warranted for a specific product.
However, as noted in comment 5, the
agency will consider requests for an
exemption from the warning, submitted
in the form of a citizen petition as
provided in § 10.30. Interested rart.ies
must provide documentation of the
safety and low incidence rate of
esophageal blockage for their specific
product(s) in the citizen petition.

9. One comment contended that the
proposed warning is inaccurate, overly
broad in scope, and would not serve
properly to warn consumers. The
comment pointed out that the
requirement to state “at least 8 ounces
(a full glass) of water or other fluid”
does not take into account the lower
recommended dosages for some of these
ingredients for chil 6 to under
12, The comment stated that lesser
amounts of liquid are appropriate for
those users, and the warning should be
modified to recognize the different
dosages for these products.

The purpose of the wamning is to
ensure safe and effective use by both
adults and children of OTC drug
products containing water-soluble gums

e . ' B e T P e o Vi ke | ot i’ O Sl B
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g5 active ingredients; specifically, to
prevent esophageal blockage that could
result from teking or mixin% these drugs
with inadequate amounts of water or
from use by individuals with
swallowing aitficulties. Although the
maximum single dose of water-soluble
gums for children (ages 8 to under 12)
generally equals one-half the maximum
single dose for adults, the minimum
single dose for children is frequently the
same as that for adults. For instances, in
the tentative final monograph for OTC
laxative drug products, the agency
proposed that the minimum single dose
of psyllium as a bulk forming laxative
for both adults and children (ages 6 to
under 12) is 2.5 g (51 FR 35136 at
35137). Similarly, for methylcellulose
and sodium carboxymethylcellulose the
proposed minimum single dose for
adults and children is 0.45 g. Thus,
because a child (age 6 to under 12)
would take the same minimum single
dose as an adult, the child would need
to consume the same amount of fluid to
avoid swelling and possible blockage
problems. Therefore, the directions
staternent included in this final rule
state that the same amount of fluid (at
least 8 0z) should be taken with both
chlilcli;isn'a and r:gult’s doses of water-
soluble ucts.

10. A%ga of comments suggested
revising the third and fourth sentences
of the proposed warning, which state:

DO NOT TAKE THIS PRODUCT IF YOU
HAVE EVER HAD DIFFICULTY IN
SWALLOWING OR HAVE ANY THROAT
PROBLEMS, IF YOU EXPERIENCE CHEST
PAIN, VOMITING, OR DIFFICULTY IN
SWALLOWING OR BREATHING AFTER
TAKING THIS PRODUCT, SEEK
IMMEDIATE MEDICAL ATTENTION.

The comments described these
statements as “‘unduly alarming,”
“without sufficient justification, " “not
sasily understood,” “too strongly
worded,” “too broad and too vague,”
and “‘ambiguous.” Several of the
comments contended that the phrase “if
you have ever had difficulty in
swallowing or have any throat
problems” could apply to almost all
consumers because nearly everyone at
some time has had a sore throat (from
@ cold, cough, minor irritation, or
smoking) that resulted in difficulty in
swallowing. Several comments .
expressed concern that if peaple take
the warning literally, the market for
water-soluble, gum-containing OTC
drug products would be severely
damaged. The comments mentioned
that many of the water-soluble gums are
dlready generally recognized as safe as
food ingredients, and that these
groducts are currently being used safely

y millions of people.

Two comments argued that the
statement about difficulty in swallowing
or throat problems should be eliminated
or, if retained, modified to refer only to
persons with diagnosed swallowing
problems or a history of throat
problems. Another comment suggested
modifying the statement to read: Do
not t s product if you have
esophageal narrowing or dysfunction.”

Two comments suggested revising the
proposed warning statement to direct
individuals with throat problems to seek
the advice of a doctor prior to using the
product. One comment suggested the
following;: “'If you have been diagnosed
with a condition that causes difficulty
in swallowing, consult a doctor before
using this product.” The other comment
suggested different wording, as follows:
“If you have been diagnosed with
esophageal narrowing or have difficulty
swallowing, consult a doctor before
taking this product.”

The agency agrees that the third
sentence of the proposed warning could
be revised to make the statement more
specific. Individuals who haye had
swallowing difficulties in the past due
to minor sore throat, colds, or coughs
need not be excluded from taking water-
soluble gum drug products; however,
individuals with medically-related
swallowing problems must be warned to
avoid these products. The agency does
not believe a statement advising
consumers with swallowing difficulties
to seek the advice of a doctor before
taking this type of product is
appropriate because water-soluble, gum-
containing products should not be taken
by those individuals. Further, the
agency does not believe that the terms
“esophageal narrowing’ or “esophageal
dysfunction’ should be used in the
warning because they are too technical.
The agency believes that the term
“difficulty in swallowing” is better
understood by consumers. The agency
also is not including the term
““diagnosed” in the warning statement
because individuals could have throat

roblems without the problems having
geon diagnosed by a pgysician. None of
the comments requested a specific
revision in the fourth sentence of the
warning. If chest pain, vomiting, or
difficulty in swallowing occur after
taking a water-soluble gum-containing
drug product the agency finds it
appropriate to alert consumers to seek
immediate medical attention.
Accordingly, in this final rule, the third
sentence of the warning statement is
revised and the fourth sentence remains

as proposed, to read:
DO NOT TAKE THIS PRODUCT IF YOU
HAVE DIFFICULTY IN SWALLOWING. IF

YOU EXPERIENCE CHEST PAIN,
VOMITING, OR DIFFICULTY IN
SWALLOWING OR BREATHING AFTER
TAKING THIS PRODUCT, SEEK
IMMEDIATE MEDICAL ATTENTION.

11. One comment stated that if this
final rule becomes effective before the
monographs for OTC laxative and
weight control drug products, it must
provide adequate time for
manufacturers to develop and
implement new labeling. The comment
recommended that the effective date of
any final rule be at least 12 months after
the date of publication in the Federal
Register, and that consideration be
given to requests for limited extensions
based on extenuating circumstances.

A final rule on OTC weight control
drug products containing water-soluble
gum active ingredients was published in
the Federal Register of August 8, 1991
(56 FR 37792). All water-soluble gum
active ingredients were found to be not
generally recognized as safe and
effective for this use, A final rule for
OTC laxative and for OTC antidiarrheal
drug products will not be published
until after this final rule for water-
soluble gums becomes effective. The
final rules for OTC laxative and
antidiarrheal drug products may include
several water-soluble gum active
ingredients. Drug products containing
these active ingredients will need to be
relabeled to bear the directions and
warning statements required by this
final rule (21 CFR 201.319) before the
final monographs for OTC laxative and
antidiarrheal chu products become
effective. Normally, when a monograph
is published, the agency provides a 12-
month period for any n
reformulation, relabeling, and stability
testing that needs to be done. In the
current situation, no reformulation or
stability testing needs to be done. The
only required action is relabeling to add
several additional statements. The
agency recognizes that in order for
manufacturers to comply with this final
rule for OTC drug products containing
water-soluble gums, new labels will
have to be written, ordered, received,
and incorporated into the
manufacturing process. However, this
required relabeling relates to a safety
problem, for which the agency has
determined that a shorter deadline tnan
the customary 12 months should be
established. Therefore, this final rule
will be effective 6 months after the date
of publication in the Federal Register.
The agency believes that 6 months is
sufficient time for most manufacturers
to bring their products into compliance
with this final rule, which affects only
the labeling of the product. Therefore,
any OTC drug product that is subject to
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this rule that is initially introduced or
initially delivered for introduction into
mtmmmmml &ri t.:;t “th

re orre , after the
ef;::ﬁve date of the rule must be in
com&lianca with the rule regardless of
the date the product was manufactured,
initially introduced, or initially
delivered for introduction into interstate
commerce. Manufacturers are
encouraged to comply voluntarily with
this rule at the earliest possible date.
Roﬁuests for a limited extension of time
will be considered by the agency only

if extenuating circumstances are
adequately documented. Any such
requests should be sent to the Food and
Drug Administration, Division of Drug
Labeling Compliance (HFD-310), 7520
Standish Pl., Rockville, MD 20855.

II. Summary of Significant Changes
From The Proposed Rule

1. The agency has clarified § 201.319
to state that the warning and direction
statements apply only to OTC drug
products containing a water—soluble
gum as an active ingredient. (See
comment 7.)

2. The agency has revised § 201.319(b)
to indicate that the warning and
direction statements are required only
for water-soluble gum products
marketed in a dry or incompletely
hydrated form. (See comments 4 and 5.)

3. The agency is deleting the first
sentence of the warning proposed in
§ 201.319(b) and is, instead, adding
“Directions” in § 201.319(b) that state:
(Select one of the following, as
appropriate: “TAKE" or “MIX") “THIS
PRODUCT (CHILD OR ADULT DOSE)
WITH AT LEAST 8 OUNCES (A FULL
GLASS) OF WATER OR OTHER FLUID.
TAKING THIS PRODUCT WITHOUT
ENOUGH LIQUID MAY CAUSE
CHOKING. SEE WARNINGS.” (See
comment 8.) These directions indicate
that the same amount of fluid (at least
8 ounces) should be mixed or taken
with the product by an adult as well as
a child. (See comment 9.)

4. The agency is revising the third
sentence of the warning statement
proposed in § 201.319 to read: “DO NOT

TAKE THIS PRODUCT IF YOU HAVE
DIFFICULTY IN SWALLOWING.” (See
comment 10.)

III. The Agency’s Final Conclusions on
The Snfxz of Water-Soluble Gums in
Orally- OTC Drug
Products

Based on availablgnevidenoo. the
agency is issuing a final rule requiring
apecx%c warning and direction
statements in the labeling of all OTC

drug products for human use containing
a water-soluble gum, hydrophilic gum,

or hydrophilic mucilloid as an active
ingredient when marketed in a dry or
incompletely hydrated form to include,
but not limited tb, the following dosage
forms: capsules, granules, powders,
tablets, and wafers. Esophageal
obstruction and asphyxiation due to
orally-administered OTC drug products
containing water-soluble gums,
hydrophilic gums, and hydrophilic
mucilloids as active ingredients are
significant health risks when these
sroducts are taken without adequate

uid or when they are used by
individuals with esophageal narrowing
or dysfunction, or with difficulty
swallowing. Therefore, the agency is
requiring specific warning and direction
statements for all OTC drug products
containing water-soluble gums as active
ingredients prior to the completion of
rulemakings for certain classes of OTC
drug products that contain these
ingredients. These ingredients include,
but are not limited to, agar, alginic acid,
calcium polycarbophil,
carboxymethylcellulose sodium,
carrageenan, chondrus, glucomannan
((B-1,4 linked) polymannose acetate),
guar gum, karaya gum, kelp,
methylcellulose, plantago seed
(psyllium), polycarbophil, tragacanth,
and xanthan gum, (NOTE: Although
some of these ingredient names are no
longer official, they do appear in the
labeling of some products. Therefore,
the agency is including all ingredient
names, whether official or not, in this
final regulation.)

Because of the potential serious
health risk involved, the warning and
direction statements must appear in
bold print and in capital letters. The
required statements are as follows:

“WARNINGS: TAKING THIS PRODUCT
WITHOUT ADEQUATE FLUID MAY CAUSE
IT TO SWELL AND BLOCK YOUR THROAT
OR ESOPHAGUS AND MAY CAUSE y
CHOKING. DO NOT TAKE THIS PRODUCT
IF YOU HAVE DIFFICULTY IN
SWALLOWING. IF YOU EXPERIENCE
CHEST PAIN, VOMITING, OR DIFFICULTY
IN SWALLOWING OR BREATHING AFTER
TAKING THIS PRODUCT, SEEK
IMMEDIATE MEDICAL ATTENTION."

DIRECTIONS: (Select one of the following,
as appropriate: “TAKE" or “MIX") “THIS
PRODUCT (CHILD OR ADULT DOSE) WITH
AT LEAST 8 OUNCES (A FULL GLASS) OF
WATER OR OTHER FLUID. TAKING THIS
PRODUCT WITHOUT ENOUGH LIQUID
MAY CAUSE CHOKING. SEE WARNINGS."

The warning and direction statements
in § 201.319 will be incorporated into
the labeling contained in the
monographs for OTC laxative and
antidiarrheal drug products, or any
othier applicable monograph, as the
monographs are finalized. The agency
concludes that it would be an

unacceptable health risk to delay

implementation of these warning and
direction statements until these
rulemakings are completed.
Manufacturers are encouraged to
comply with this final rule at the
earliest possible date.

No comments were received in
response to the agency's request for
specific comment on the economic
impact of this rulemaking (55 FR 45782
at 45784). The agency has examined the
economic consequences of this final
rule in conjunction with other rules
resulting from the OTC drug review. In
a notice published in the Federal
Register of February 8, 1983 (48 FR
5806), the agency announced the
availability of an assessment of these
economic impacts. The assessment
determined that the combined impacts
of all the rules resulting from the OTC
drug review do not constitute a major
rule according to the criteria established
by Executive Order 12291. The agency
therefore concludes that no one of these
rules, including this final rule for
specific warning and direction
statements for OTC drug products
containing water-soluble gums as active
ingredients, is a major rule.

The economic assessment also
concluded that the overall OTC drug
review was not likely to have a
significant impact on a substantial
number of small entities as defined in
the Regulatory Flexibility Act (Pub. L.
96-354). That assessment included a
discretionary regulatory flexibility
analysis in the event that an individual
rule might impose an unusual or
disproportionate impact on small
entities. However, this particular
rulemaking for OTC drugs containing
water-soluble gums as active ingredients
is not expected to pose such an impact
on small businesses. The final rule will
impose direct one- time costs associated
with changing product labels, but that
cost is estimated to total less than $1
million. Manufacturers will have 6
months in which to implement this
relabeling. Therefore, the agency
certifies that this final rule will not have
a significant economic impact on a
substantial number of small entities.

The agency has determined under 21
CFR 25.24(c)(8) that this action is of
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 201

Drugs, Labeling, Reporting and
recordkeeping requirements.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 201 is
amended as follows:

PART 201—LABELING

1. The authority citation for 21 CFR
part 201 is revised to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 508, 510, 512, 530-542, 701,
704, 721 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 357, 358, 360, 360b, 360gg—
360ss, 371, 374, 379e); secs. 215, 301, 351,
361 of the Public Health Service Act (42
U.S.C. 218, 241, 262, 264).

2, Section 201.319 is added to subpart
G to read as follows:

§201.319 Water-soluble gums, hydrophilic
gums, and hydrophilic mucilioids
(including, but not limited to agar, alginic
acid, calcium polycarbophil,
carboxymethyicelluiose sodium,

chondrus, glucomannan ((B-

(a) Reports in the medical literature
and data accumulated by the Food and
Drug Administration indicate that
esophageal obstruction and
asphyxiation have been associated with
the ingestion of water-soluble S,
hydrophilic gums, and hydrophilic
mucilloids including, but not limited to,
agar, alginic acid, calcium

polycarbophil, carboxymethylcellulose
sodium, carrageenan, chondrus,
glucomannan ((B-1,4 linked)
polymannose acetate), guar gum, karaya
gum, kelp, methylcellulose, plantago
seed (psyllium), polycarbophil,
tragacanth, and xanthan gum.
Esophageal obstruction and
aspgyxiatlon due to orally-administered
drug products containing water-soluble
s, hydrophilic gums, and

ydn:ﬁhylic mucilloids as active
ingredients are significant health risks
when these products are taken without
adequate fluid or when they are used by
individuals with esophageal narrowing
or dysfunction, or with difficulty in
swallowing, Additional labeling is
needed for the safe and effective use of
any OTC drug product for human use
containing a water-soluble gum,
hydrophilic gum, or hydrophilic
mucilloid as an active ingredient when
marketed in a dry orincompletely
hydrated form to include, but not
limited to, the following dosage forms:
capsules, granules, powders, tablets,
and wafers.

(b) Any drug products for human use
containing a water-soluble gum,
hydrophilic gum, or hydrophilic
mucilloid as an active ingredient in an
oral dosage form when marketed in a
dry or incompletely hydrated form as
described in paragraph (a) of this
section are misbranded within the
meaning of section 502 of the Federal
Food, Drug, and Cosmetic Act unless
their labeling bears the following
warnings and directions in bold print
and capital letters:

“WARNINGS: TAKING THIS
PRODUCT WITHOUT ADEQUATE
FLUID MAY CAUSE IT TO SWELL
AND BLOCK YOUR THROAT OR
ESOPHAGUS AND MAY CAUSE
CHOKING. DO NOT TAKE THIS
PRODUCT IF YOU HAVE DIFFICULTY
IN SWALLOWING. IF YOU
EXPERIENCE CHEST PAIN,
VOMITING, OR DIFFICULTY IN
SWALLOWING OR BREATHING
AFTER TAKING THIS PRODUCT, SEEK
IMMEDIATE MEDICAL ATTENTION."

“DIRECTIONS:” (Select one of the
following, as appropriate: “TAKE" or
“MIX") “THIS PRODUCT (CHILD OR
ADULT DOSE) WITH AT LEAST 8
OUNCES (A FULL GLASS) OF WATER
OR OTHER FLUID. TAKING THIS
PRODUCT WITHOUT ENOUGH
LIQUID MAY CAUSE CHOKING. SEE
WARNINGS.”

(c) After February 28, 1984, any such
OTC drug product initially introduced
or initially delivered for introduction
into interstate commerce, or any such
drug product that is repackaged or
relabeled after this date regardless of the
date the product was manufactured,
initially introduced, or initially
delivered for introduction into interstate
commerce, that is not in compliance
with this section is subject to regulatory
action.

Dated: August 19, 1993.
Michaeel R. Taylor,
Deputy Commissioner for Policy.
{FR Doc. 93-20695 Filed 8-25-93; 8:45 am|
BILLING CODE 4180-01-F
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DEPARTMENT OF HEALTH AND interaction precaution: “If you are not comments added that FDA has used
HUMAN SERVICES sure whether or not you are taking a similar language in the past.
tetracycline product, contact your The agency agrees that pharmacists’
Food and Drug Administration physician or pharmacist.” Interested professional knowledge, ready
persons were invited to file written availability, and willingness to provide
21 CFR Part 331 comments to the proposed amendment  advice make them an excellent source of
[Docket No. 85N-0049] on or before December 18, 1879. information, particularly relating to
RIN 0905-AA06 On November 15, 1982, FDA received drug interactions, for consumers taking
a petition (Docket No. 82P-0360/CP) 3‘,’}," i Omeag:;:lsd&nd imﬁgum
: . In som , the st may
ik e Produ(:‘ts Fios Ovgeaie: feguﬁnmgf'é‘?gng to th?{ things.mtl‘;a tcttl;e hawga access to the consug:er's complets
Counter Human Use; Amendment Of  labelingo antacid drug produ .
Antacid Final Monograph include a precaution concerning the medical profile and be able to offer
interaction between antacids and the medication counseling when a
AGENCY: Food and Drug Administration, prescription drug digoxin. After questionable situation arises.
HHS. evaluating the comments to the The agency believes, howsver, that
ACTION: Final rule. . proposed amendment (44 FR 60328), the :;3‘;; ?:féhpg;‘;?;:r::;iss'&‘l% i;p
SUMMARY: The Food and Drug F:;ggﬁgﬂgg?ﬁé%‘g: g:mth a  Aalsohelp consumers determine whether
Administration (FDA) is issuing a final | "bor of other drugs, in the Federal the prescription drug they are teking
rule to amend the final monograph for Register of July 30 1986 (51 FR 27342) interacts with an antacid. Information
over-the-counter (OTC) antacid drug FDA proposed that a different drug *  about such interactions appears in
products to require that all antacid drug  jnigraction precaution be included in references, such as the “Physicians’
products contain the statement: “Drug 4.0 labeling of all OTC antacid drug Desk Reference,” that are available to
Interaction Precaution: Antacids may products, as follows: “Antacids may these health professionals. In
interact with certain prescription drugs. joiero 4 with comoin’ prescription drugs developing warning and drug
If you are presently taking a prescription ¢ you are presently taking a prescripti on iDteraction precaution statements for
drug, do not take this product without- drug, do not take this product without other OTC drug products, the agency
checking with your physician or other checi(ing with your physician.” has previously considered the most
health professional.” FDA is issuing this . +oractad persons were invit(;d to file appropriate wording to damgnate who
final rule after considering public written comments or objections by could provide consumers with
comments on the agency’s proposed September 29, 1986, information concerning OTC drugs. The

regulation and all new data and ’ agency _deterir.n_inad that “health
information that have come to the In response to this notice of proposed  ;rofessional” is the preferred term,

: ; ‘ lemaking, seven professional i :
agency’s attention. This final rule is T P ecause this term does not restrict
o% thg};ngoing review of OTC drug e associations, three manufacturers, three  congymers from other available sources
ducts conducted by FDA. academic institutions, two of information. (See, for example, the
L by e ¥ harmaceutical trade organizations, two : $ >
EFFECTIVE DATE: August 26, 1994. v i icati : pregnancy-nursing warning for OTC
. pharmaceutical publications, and one drugs in 21 CFR 201,63 and the

T ORI TN S individual submitted comments. Copies  proposed drug interaction precaution
William E. Gilbertson, Center forDrug  of the comments are on publicdisplay  for monoamine oxidase inhibitor drugs
Evaluation and Research (HFD-810), in the Docksets Management Bran (57 FR 27658, 27662, and 27666 (June
Food and Drug Administration, 5600 (HFA-305), Food and Drug 19, 1992)). 1
Fishers Lane, Rockville, MD 20857, Administration, rm. 1-23, 12420 z'\ccordingly. in this final rule, the
301-594-5000. Parklawn Dr., Rockville, MD 20857. agency is revising the drug interaction
SUPPLEMENTARY INFORMATION: In the Additional information that has come to  precaution statement in §331.30(d) to
Federal Register of June 4, 1874 (39 FR  the agency’s attention since publication = read as follows: “Antacids may interact
19862), FDA issued a final monograph of the proposed rule is also on public with certain prescription drugs. If you
for OTC antacid drug products that ' display in the Dockets Management are presently taking a prescription drug,
e:ﬁtab}ished conditions unl?er which - Branch. do not take this product without

ese products are generally recogniz : checking with your physician or othes
as safe and effective and not é'ﬂxe Ag&ncy’s o g i - health p%ofessignal.g 5
misbranded. Section 331.30(d)(1) (21 v 2. Two comments contended that
CFR 331.38(d)(1)) of the monograph 1. Many comments requested that the physicians and their staffs would be
currently requires that the labeling of wording of the proposed warning be overburdened by patient inquiries
OTC aluminum-containing antacid drug revised to include the “pharmacist” 8s  regarding possible OTC antacid-
products include the following drug another health professional that prescription drug interactions, many of
interaction precaution: “Do not take this consumers could check with about which may be “trivial, clinically
product if you are presently teking a possible drug interactions. The insignificant, or nonexistent.” Another
prescription antibiotic drug containing  comments mentioned several reasons comment stated that the warning
any form of tetracycline.” In the Federal for including pharmacists as a source of language is so broad that it fails to
Register of October 19, 1979 (44 FR information and advice: their distinguish between known interactions
60328), the agency proposed to amend  professional knowledge, ready and mersly conjectural ones, The
the antacid monograph to require that availability, and willingness to provide  comment considered the warning to be
this drug interaction precaution also be - advice without charging expensive a public service message to remind
included on the labeling of antacid drug  professicnal fees. The comments patients to keep physicians apprised of
products containing calcium or contended that pharmacists have access  all medications being consumed, The
magnesium. The proposed amendment  to the patients’ full medical profileand comment concluded that while this is a
also would have required the following  consumers are likely to purchase laudable goal, it is not a proper use of
additional statement as part of the drug  antacids from pharmacies. Two limited OTC drug labeling space.
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The agency has determined that an
antacid drug interaction precaution is
necessary due to the large number of
interactions that could occur between
antacids and prescription drugs.
Antacids can alter the rate of absorption,
bioavailability, and/or renal elimination
of a number of drugs (see discussion in
comment 5). While the language in the
precaution could be considered overly
broad, the agency’s goal is to alert
consumers without resorting to a
confusing and burdensome list of all
known interactions.

The agency does not believe that
physicians and their staffs will be
overburdened as a result of the new
precaution, Information regarding
interactions of prescriptien drugs with
other drugs (prescription or OTC)
should be provided as part of the
physician-patient consultation when
prescription drugs are prescribed.
However, in some instances, patients
may not be taking an OTC antacid at the
time a prescription drug is prescribed.
Later, the patient may have a need for
an OTC antacid. In these instances, the
drug interaction precaution is intended
to alert patients to check with their
physician before taking the antacid. The
agency believes that this process is an
essential part of good health care, and
that most physicians and their staffs
would not consider such inquiries to be
burdensome.

3. Four comments contended that if a
drug interaction merits & warning, then
the proper vehicle for the warning
would be the approved labeling for the
prescription drug in question. The
comments argued that the information is
best provided when the medication is
prescribed by the physician as part of
the physician-patient consultation. Two
of the comments mentioned that
information about possible drug
interactions is also provided by the
pharmacist at the time the prescription
is filled. 3

The agency agrees that when
clinically significant drug interactions
occur, the labeling of the prescription
drug in question is an appropriate place
to state that information. However, the
prescription labeling is not the only
appropriate place where such
information can be provided. Also,
having this information in the OTC drug
product labeling serves to remind
patients who may have forgotten their
physicians’ or pharmacists’ instructions
and is intended to help prevent
unnecessary drug interactions from
occurring.

The agency's general policy is that
when an interaction between a
prescription drug and an OTC drug is
significant enough to be included in the

approved labeling of the prescription
drug product, a similar corresponding
warning should be included in the
labeling of the OTC drug product. This
policy may not apply when the known
prescription-OTC drug interaction cited
in the prescription drug labeling affects
only a limited portion of the total
population taking the prescription drug.
However, in those cases where known
drug interactions are not limited to
specific drugs and involve numerous
drugs or entire drug categories, the
agency states the interaction
information in terms of general drug
categories. For example, if a significant
number of prescription drugs are known
to interact with an OTC drug, the drug
interaction warning may need to be a
general “prescription drug” warning
rather than listing all of the possible
prescription drugs likely to cause
interactions.

In the case of antacid drug products,
the interaction between aluminum,
calcium, or magnesium antacids and
tetracycline is the most frequently
reported. However, as discussed in
comment 5, data in the literature
indicate that drugs in the entire class of
antacids, due to pH-related and other
mechanisms, interact with a number of
other drugs (Refs. 1 through 8). Because
it would be impossible to list every
prescription drug that could possibly
cause an interaction in the antacid
product’s labeling, the agency finds a
general warning statement to be most
appropriate for this situation,
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4. Two comments contended that the
proposed warning is contrary to the
statutory definition of OTC drugs in
section 503(b}(1)(B) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 353(b)(1)(B) the intent of that
definition which, according to one
comment, “‘mandates nonprescription
status for drug products which are
deemed as safe for use without the
supervision of a physician.” These
comments argued that a general drug
interaction statement, as proposed,
would “seek to impose a requirement of
physician intervention before use if the
patient is taking any concurrent
prescription therapy."”

The agency considers the drug
interaction precaution statement to be
consistent with section 503(b)(1)(B) of
the act. That section states that certain
drugs shall be dispensed only by
prescription when certain conditions
exist and the drug is not safe except
when used under the supervision of a
practitioner licensed by law to
administer such drug. This section of
the statute does not prohibit warnings
and drug interaction precaution
statements for OTC drug products.
These warnings and precaution
statements do not impose a requirement
of physician intervention for all
consumers, but serve to alert certain
users of the product to consult a
physician or other health professional
for advice when certain situations exist
(e.g., when taking a prescription drug
product concurrently). Thus, the
requirements are not at odds with the
statute,

In other OTC drug rulemakings, the
agency has included similar drug
interaction precautions in the OTC drug
products’ labeling to alert consumers to
consult a doctor before taking certain
drugs concurrently. For example, the
precaution, “Do not use this product if
you are presently taking a prescription
drug for high blood pressure or
depression without first consulting your
doctor,” is currently required for OTC
bronchodilator drug groducts (see 21
CFR 341.76(c)(4)) and OTC anorectal
drug products (see 21 CFR
346.50(c)(7)(ii)). On June 19, 1992 (57
FR 27662), the agency proposed to
revise.the wording for the precaution for
OTC bronchodilator drug products.
Other examples include the warning,
“Do not give this product to children
who have a chronic pulmonary disease,
shortness of breath, or who are taking
other drugs unless directed by a
doctor,” for OTC antitussive drug
products containing codeine labeled for
children under 12 years of age (see 21
CFR 341.74(c)(4)(iii)) and the warning,
“Avoid alcoholic beverages while taking
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this product. Do not take this product if
you are taking sedatives or tranquilizer,
without first consulting your doctor,”
for OTC nighttime sleep-aid drug
Eroducts containing diphenhydramine
ydrochloride or diphenhydramine
monocitrate {see 21 CFR 338.50(c)(4)).

5. Two comments contended that the
proposed drug interaction warning is
not supported by the medical/scientific
literature. One comment stated that the
articles referenced in the agency’s

roposal provide questionable support

or the agency's position becauss they
are largely review articles with citations
to papers that are often anecdotal and
out of date. The comment added that the
articles contain broad generalizations
about drug interactions without
adequate discussion of clinical
significance.The comment argued that
unnecsessary warnings dilute the
significance and impact of such
warnings that are neseded for the safe
use of the product by the consumer. The
comment concluded that the warning is
unnecessary.

The agency disagrees with the
comments, The medical/scientific
literature reviewed by the agency shows
that the entire class of antacids can
cause numerous drug interactions. In
1982, D'Arcy and McElnay identified
the hazards of interactions with antacids
as being largely confined to a relatively
small group of drugs: tetracycline,
phenytoin, digoxin, and chloroquine
(Ref. 1). In 1987, the same authors
reported newer evidence showing that
additional interactions occurred
between antacids and cimetidine,
quinidine, nonsteroidal
antiinflammatory drugs, and beta-
adrenergic blocking drugs (Ref. 2). Other
refarences published after the agency’s
proposal in 1986 include more reports
of antacid interactions. For example, the
““United States Pharmacopeial
Dispensing Information” currently
contains extensive interaction data,
listing 35 specific interactions between
antacids containing aluminum, calcium,
magaldrate, magnesium, or sodium
bicarbonate an fm?iuently prescribed
medications selected on the basis of
their potential clinical significance (Ref.
3).

These reports in the literature show
that antacids can interact with a wide
range of primary drugs, and can
adversely affect the efficacy of the
primary medication. Interactions can
occur by a number of mechanisms, some
of which act concomitantly: for
example, by alt gastric pH (giving
risa to altered dissolution rate of drug
formulation, changed drug ionization,
and modified absorption patterns), by
adsorption of drug onto the surface of

the interactant, or through the formation
of poorly soluble salts or complexes.
Interactions with antacids may also
involve kinetic changes, includin,
changed gastric emptying rate and/or
gastric motility. -

Antacids may alter the rate of
dissolution, absorption, biovailability,
and renal elimination of a number of
drugs. Numerous authors report that,
through a combination of factors, many
antacids decrease the bioavailability of
cimetidine, ranitidine, nitrofurantoin,
digoxin, ethambutol, some
indomsthacin, phenytoin, vitamin A,
fluoride, and phosphate (Refs. 2 and 4
through 8). It Eas tSso been reported that
antacids considerably reduce
ketoconazole concentrations (Ref. 4).
Antacids decrease the bioavailability of
atenolol and propranolol and increase
the bioavailability of metoprolol.
Antacids also increase the dissolution
and absorption of the acidic forms of
sulfonamides and the rate of absorption
of levodopa (Ref. 8). Concurrent antacid
therapy with ferrous sulfate, isoniazid,
or tetracycline has frequently been
reported to decrease the bioavailability
of these drugs in actual patients (Refs.
2,3,and 9).

Concurrent administration of
tetracycline with antacid products
containing aluminum hydroxide or
divalent ions (magnesium or calcium)
significantly decreases the
gastrointestinal absorption of the
antibiotic, thereby lessening its
therapeutic effect. Demeclocycline,
methacycline, chlortetracycline, and
oxytetracycline are other forms of
tetracycline that, administered
concurrently with an aluminum
hydroxide antacid product, also form
insoluble chelates (Ref. 9).

Aluminum hydroxide has been shown
to interfere with the absorption or
excretion of warfarin, while aluminum
hydroxide in combination with
magnesium hydroxide can increase the
absorption of dicumarol (Refs, 5 and 8).
Thiazide diuretics cause retention of
calcium and may exacerbate
hypercalcemia when calcium carbonate
antacids are taken concurrently (Ref. 8).

Alkalinization of the urine affects
renal clearance of drugs that are weak
acids or bases. Concurrent antacid
therapy increases the rate of elimination
of salicylates and phenobarbital and
decreases the elimination of
amphetamine, ephedrine,
mecamylamine, pseudoephedrine, and
quinidine (Refs. 5 and 8).

Antacids containing aluminum delay
gastric emptying, tending to slow the
entry of drugs to the absorptive surface
of the small intestine, thus resulting in
a delayed absorption rate. In

combination products, compounds that
contain esium can partially block
the effect of aluminum on gastric
motility; therefore, the combination
product’s absorption rate will be less
delayed as compared to that of an
aluminum compound’s. Megnesium
trisilicate and aluminum compounds
are notable for their ability to absorb
drugs and to form insoluble complexes
that are not absorbed (Ref. 8).

Based on information in the medical/
scientific literature, the agency
concludes that the drug interaction
precaution statement is necessary not
only for antacid drug products
containing aluminum, but for all OTC
antacid drug products. Section
331.30(d) of thesantacid monograph is
revised accordingly.
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6. Two comments stated that this
proposal for a general warning may be
setting a precedent that could affect the
labeling of many OTC drug products in
other drug classes. One comment
contended that such action after a
rulemaking process has been completed
represents a major deviation from the
scope of a final monograph and usurps
the dedicated efforts of many people
who participated in that process. The
other comment argued that, because the
proposed change is of such a sweeping
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nature, it should be made subject to a
formal rulemaking proceeding in order
to provide meaningful notice to all
interested parties with opportunity for
comment. The comment concluded that
if the golicy is not abandoned, it must
belpu lished as a freestanding proposed
rule.

The agency does not consider this
antacid drug interaction precaution to
be a precedent setting matter that could
affect the labeling of many other classes
of OTC drug products. This particular
drug interaction is a problem specific to
OTC antacid drug products. While FDA
has used general warnings that affect
more than one class of OTC drugs, such
as the general pregnancy and nursing
warning in 21 CFR 201.63, this usage
has been rather limited and there
currently are no plans to expand the
usage of general warnings on a broad
basis. The agency will consider the need
for such general warnings as
circumstances arise.

In the current situation, the drug
interaction precaution for OTC antacid
drug products was initiated by a citizen
petition (Ref. 1) after the rulemaking for
OTC antacid drug products had been
completed. Agency regulations in 21
CFR 330.10(a)(12) provide for the
amendment of monographs in this
manner. Further, the proposed change
has been the subject of a proposed rule
in a notice and comment rulemaking
proceeding, and interested parties have
had the opportunity to comment.

Reference

(1) CP, Docket No. 82P-0360, Dockets
Management Branch.

7. One comment strongly urged the
agency to finalize the proposed rule to
amend the labeling requirements for
OTC antacid drug products. The
comment mentioned personal
experience relating to an adverse
interaction that occurred between an
OTC antacid and a prescription drug.
The comment stated that “physicians
can not be relied upon to inform their
patients of possible negative reactions to
a combination of a prescription drug
and OTC antacid drug,” and “the
general public has no other way of
ascertaining the information easily."’

This comment supports the need for
having the drug interaction precaution
statement in the labeling of OTC antacid
drug products. The warning provides
the general public guidance on how to
seek information when a question arises
as to drug use and should specifically
benefit consumers who did not receive
adequate instructions initially, who may
have forgotten the original instructions
regarding their prescription products, or
who need to take an antacid after a

prescription medication has been
prescribed by a doctor. In the event that
adequate information was not given
initially, the warning alerts consumers
to check with their physician or other
health professional when taking an OTC
antacif drug product with their
prescription medication(s) and should
result in specific guidance being given
at the time of the subsequent inquiry.

II. Summary of Changes in the Final
Monograph

After considering the comments
received and warnings used for other
OTC drug products (see comment 1), the
agency has added the words or “other
health professional” to the second
sentence of the drug interaction
precaution so that it now reads:
‘“‘Antacids may interact with certain
prescription drugs. If you are presently
taking a prescription drug, do not take
this product without checking with your
physician or other health professional.”
In addition, the agency is now requiring

_that this drug interaction precaution

appear in the lebeling of all OTC antacid
drug products, not just'antacid drug
products containing aluminum. (See
comment 5.) Section 331.30(d) of the
antacid monograph is revised
accordingly.

The agency is also adding new
§ 331.30(h) to provide that the word
doctor may be substituted for the word
physician in any of the labeling :
statements in § 331.30. No comments
were received in response to this part of
the proposal, This addition makes the
antacid monograph consistent with
other recently published moncegraphs.

IIL. The Agency's Final Conclusions on
a Revised Drug Interaction Precaution
Statement for OTC Antacid Drug
Products

The agency has determined that a
drug interaction precaution is needed in
the labeling of all OTC antacid drug
products (not just those containing
aluminum) because the medical/
scientific literature identifies a number
of interactions that can occur between
OTC antacids and prescription drugs.
The agency believes that this
information represents good health care
and will serve as a reminder to
consumers who are using antacids to
contact their physicians or other health
professionals for medication counseling
if they are taking a prescription drug.

.As discussed in the proposal (51
27342 at 27343), the agency advised that
any final rule resulting from the
proposal would be effective 12 months
after its date of publication in the
Federal Register. Therefore, on or after
August 26, 1994, any OTC antacid drug

product that is not in compliance with
the final rule may not be initially
introduced or initially delivered for
introduction into interstate commerce
unless it is the subject of an approved
application. Further, any OTC antacid
drug product subject to the rule that is
repacﬁaged or relabeled after the
effective date of the rule must be in
compliance with the rule regardless of
the date the product was initially
introduced or initially delivered for
introduction into interstate commerce.
Manufacturers are encouraged to
comply voluntarily with the rule at the
earliest possible date,

No comments were received in
response to the agency’s request for
specific comment on the economic
impact of this rulemaking (51 FR 27342
at 27343). The agency has examined the
economic consequences of this final
rule in conjunction with other rules
resulting from the OTC drug review. In
a notice published in the Federal
Register of February 8, 1983 (48 FR
5806), the agency announced the
availability of an assessment of these
economic impacts. The assessment
determined that the combined impacts
of all the rules resulting from the OTC
drug review do not constitute a major
rule according to the criteria established
by Executive Order 12291. The agency
therefore concludes that no one of these
rules including amendment of the
monograph for OTC antacid drug
products is a major rule.

The economic assessment also
concluded that the overall OTC drug
review was not likely to have a
significant economic impact on a
substantial number of small entities as
defined in the Regulatory Flexibility Act
(Pub. L. 96—-354). That assessment
included a discretionary regulatory
flexibility analysis in the event that an
individual rule might impose an
unusual or disproportionate impact on
small entities. However, this particular
rulemaking amending the final
monograph for OTC antacid drug
products is not expected to pose such an
impact on small businesses. This final
rule will require minor relabeling of one
statement in the labeling for all OTC
antacid drug products. Manufacturers
will have 1 year to implement this
relabeling, and almost all manufacturers
normally reorder labeling during that
time span. Therefore, the agency
certifies that this final rule will not have
a significant economic impact on a
substantial number of small entities.

The agency has determined under 21
CFR 25.24(c)(6) that this actions is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
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neither an environmental assessment

nor an environmental impact statement

is required.

List of Subjects in 21 CFR Part 331
Labeling, Over-the-counter drugs.
Therefore, under the Federal Food,

Drug, and Cosmetic Act and under

authority delegated to the Commissioner

of Food and Drugs, 21 CFR part 331 is
amended as follows:

PART 331—ANTACID PRODUCTS FOR
OVER-THE-COUNTER (OTC) HUMAN
USE

1. The authority citation for 21 CFR
part 331 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, 371).

2. Section 331.30 is amended by
revising paragraph (d) introductory text
and by adding paragraph (h) to read as
follows:

§331.30 Labeling of antacid products.
*

* * * *

(d) Drug interaction precaution, The
labeling of the product contains the
following statements under the heading
“Drug Interaction Precaution’:
‘““Antacids may interact with certain
prescription drugs. If you are presently

taking a prescription drug, do not take
this product without checking with your
physician or other health professional.”

* » - * *

(h) The word “doctor’” may be
substituted for the word “physician” in
any of the labeling statements in this
section.

Dated: August 19, 1993,

Michael R. Taylor,

Deputy Commissioner for Policy.

[FR Doc. 93-20698 Filed 8-25-93; 8:45 am]
BILLING CODE 4160-01-F
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DEPARTMENT OF EDUCATION

34 CFR Part 776
RIN 1850-AA48

Library Education and Human
Resource Development Program

AGENCY: Department of Education.
ACTION: Final regulations.

SUMMARY: The Secretary amends the
regulations governing the Library
Education and Human Resource
Development Program (formerly the
Library Career Training Program). These
amendments are needed to implement
the Higher Education Amendments of
1992 (1992 Amendments), to reflect
changes in the Education Department
General Administrative Regulations
(EDGAR), and to clarify and restructure
certain provisions in the existing
regulations governing the program.
EFFECTIVE DATE: These regulations take
effect either 45 days after publication in
the Federal Register or later if the
Congress takes certain adjournments, If
you want to know the effective date of
these regulations, call or write the
Department of Education contact
person. A document announcing the
effective date will be published in the
Federal Register.

FOR FURTHER INFORMATION CONTACT:
Louise V. Sutherland or Frank A.
Stevens. Telephone: (202) 219-1315.
Individuals who use a
telecommunications device for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) at 1-800-877-8339
between 8 a.m. and 8 p.m., Eastern time,
Monday through Friday.
SUPPLEMENTARY INFORMATION: The
Library Education and Human Resource
Development Program, is authorized by
section 222 of title II, part B of the
Higher Education Act of 1965, as
amended (HEA). Section 222 was
amended by the Higher Education
Amendments of 1992 (1992
Amendments) (Pub. L. 102-325), which
were enacted on July 23, 1992, These
final regulations revise the existing
regulations to implement the 1992
Amendments, to reflect changes in the
Education Department General
Administrative Regulations (EDGAR),
and to clarify and restructure certain
provisions in the existing regulations
governing the program.

On June 11, 1993, the Secretary
published a notice of proposed
mlemakin.:gl (NPRM) for this program in
the Federal Register (58 FR 32828). The
major issues addressed by the
regulations are discussed in the
preamble to the NPRM.

The Secretary notes that the preamble
of the NPRM incorrectly stated that
§776.7 of the regulations would be
revised to replace the word “training”
in the definition of “institute’ with the
term “staff development.” The proposed
regulations did not incorporate this
change, and the Secretary has
determined that this change is
unnecessary. Institute grants have been
and continue to be available for training
projects, including staff development
projects.

Public Comment

In the NPRM the Secretary invited
comments on the proposed regulations.
The Secretary did not receive any
substantive comments. There are no
differences between the NPRM and
these final regulations.

Executive Order 12291

These regulations have been reviewed
in accordance with Executive Order
12291. They are not classified as major
because they do not meet the criteria for
major regulations established in the
order.

Intergovernmental Review

This program is subject to the
requirements of Executive Order 12372
and the regulations in 34 CFR part 79,
The objective of the Executive order is
to foster an intergovernmental
partnership and a strengthened
federalism by relying on processes
developed by State and local
governments for coordination and
review of proposed Federal financial
assistance.

In accordance with the order, this
document is intended to provide early
notification of the Department'’s specific
plans and actions for these programs.

Assessment of Educational Impact

In the NPRM, the Secretary requested
comments on whether the proposed
regulations would require transmission
of information that is being gathered by
or is available from any other agency or
authority of the United States.

Based on the response to the proposed
rules and on its own review, the
Department has determined that the
regulations in this document do not
require transmission of information that
is being gathered by or is available from
any other agency or authority of the
United States.

List of Subjects in 34 CFR Part 776

Education, Government contracts,
Grant programs—education, Libraries.
(Catalog of Federal Domestic Assistance

Number: 84-036B—Library Education and
Human Resource Development Program)

Dated: August 23, 1993.
R.iclnu‘d W. Rﬂey.
Secretary of Education.

The Secretary amends title 34 of the
Code of Federal Regulations by revising
part 776 to read as follows:

PART 776—LIBRARY EDUCATION
AND HUMAN RESOURCE
DEVELOPMENT PROGRAM

Subpart A—General

Sec.

776.1 What is the Library Education and
Human Resource Development Program?

776.2 Who is eligible for a grant?

776.3 Who is eligible to participate in a
project?

776.4 What types of projects may the
Secretary fund?

776.5 What priorities may the Secretary
establish?

776.6 What regulations apply?

776.7 What definitions apply?

776.8 What is the duration of a project?

Subpart B—What Are the Application
Requirements?

776.10 How does one apply for a grant?
776.11 What assurance must an applicant
for a fellowship project provide?

Subpart C—How Does the Secretary Make
an Award?

776.20 How does the Secretary evaluate an
application?

776.21 How does the Secretary evaluate an
application for a fellowship project?

776.22 What selection criteria does the
Secretary use to evaluate an application
for an institute project?

776.23 What selection criteria does the
Secretary use to evaluate an application
for a traineeship project?

Subpart D—What Conditions Must be Met

After an Award?

776.30 How may a grantee use grant funds?

776.31 What are the restrictions on costs for
participants?

776.32 at are the allowances for
assistance under other Federal programs?

776.33 What requirements govern the
removal, withdrawal, and substitution of
participants?

776.34 What agencies must be informed of
activities funded under this program?

Authority: 20 U.S.C. 1021, 1031, 1032,
unless otherwise noted.

Subpart A—General

§776.1 What is the Library Education and
Human Resource Development Program?

The Secretary awards grants under the
Library Education and Human Resource
Development Pro to—

(a) Educate and train persons in
library and information science through
fellowships, institutes, or traineeships,
particularly in areas of critical needs;
and

(b) Establish, develop, and expand
programs of library and information
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science, including new techniques of
information transfer and
communication technology.

(Authority: 20 U.S.C. 1021, 1032)

§776.2 Who is eligible for a grant?
Eligible applicants are—
(a) Institutions of higher education;
(b) Library organizations; or
(c) Library agencies.

(Authority: 20 U.S.C. 1032)

§776.3 Who Is eligibie to participate in a
project?

In order to be selected by a grantee as
a participant in a project, an individual
must—

(a)(1) Be a United States citizen or
national;

(2) Provide evidence from the United
States Immigration and Naturalization
Service that he or she—

(i) Is a permanent resident of the
United States; or

(ii) Is in the United States for other
than a temporary purpose with the
intention of becoming a citizen or
permanent resident; or

(3) Be a permanent resident of the
Republic of Palau (until the Compact of
Free Association with Palau takes
effect);

(b) Be engaged in or preparing to
engage in a profession or other
occupation involving library or
information science; and

(c) Meet the selection criteria of the
grantee.

(Authority: 20 U.S.C. 1032)

§776.4 What types of projects may the
Secretary fund?

A grantee may conduct one or more
fellowship projects, institute projects,
and traineeship projects with funds
under this program.

(Authority: 20 U.S.C. 1032)

§776.5 What priorities may the Secretary
establish?

(a) The Secretary may give priority to
applications that address one or more of
the following critical needs:

(1) To educate, train or retrain library
personnel in areas of library
specialization where there are currently
shortages, such as school media,
children’s services, young adult
services, science reference, and
cataloging.

(2) To educate, train or retrain library
personnel in new techniques of
information acquisition, transfer, and
communication technology.

(3) To educate, train or retrain library
personnel to serve the information
needs of the elderly, the illiterate, the
disadvantaged, or residents of rural
America.

(4) To increase excellence in library
leadership through advanced training in
library management.

(5) To increase excellence in library
education by encouraging study in
library and information science and
related fields at the doctoral level.

(6) To provide advanced training in
the development, structure, and
management of new library
organizational formats, such as
networks, consortia, and information
utilities.

(7) To recruit, educate, train, retrain
and retain minorities in library and
information science.

(b) The Secretary establishes priorities
by publishing a notice in the Federal
Register, in accordance with 34 CFR
75.105.

(Authority: 20 U.S.C. 1032)

§776.6 What regulations apply?

The following regulations apply to
this program:

(a) The Education Department General
Administrative Regulations (EDGAR) as
follows:

(1) 34 CFR part 74 (Administration of
Grants to Institutions of Higher
Education, Hospitals, and Nonprofit
Organizations).

(2) 34 CFR part 75 (Direct Grant
Programs).

(3) 34 CFR part 77 (Definitions that
Apply to Department Regulations).

(4) 34 CFR part 79 (Intergovernmental
Review of Department of Education
Programs and Activities).

(5) 34 CFR part 82 (New Restrictions
on Lobbying). |

(6) 34 CFR part 85 (Governmentwide
Debarment and Suspension
(Nonprocurement) and
Governmentwide Requirements for
Drug-Free Workplace (Grants)).

(7) 34 CFR part 86 (Drug-Free Schools
and Campuses).

{b) The regulations in this part 776.

(Authority: 20 U.S.C. 1021)

§776.7 What definitions apply?
(a) Definitions in EDGAR. The

following terms used in this part are

defined in 34 CFR 77.1:

Applicant

Application

Award

Contract (includes definition of
Subcontract)

Department

EDGAR

Grant

Grantee

Private

Project

Project period

Public

Secretary

(b) Other definitions. The following
definitions also apply to this part:

Act means the ﬁxgier Education Act
of 1965, as amended.

Disadvantaged means those persons
whose socio-economic or educational
deprivation or whose cultural isolation
from the general community may
preclude them from benefiting from
library services to the same extent as the
general community benefits from these
services. :

Fellowship means an award o
financial assistance for tuition to an
individual who has been accepted for
admission to an institution of higher
education and who is or will be enrolled
full-time in a graduate program of
library and information science,
working toward or completing the
requirements for a specific degree in
some aspect of library and information
science.

Financial need means the fellow’s
financial need as determined under title
1V, part F, of the Act for the period of
the fellow's enrollment in the graduate
Frogram for the specific degree in

ibrary and information science for
which the fellowship was awarded.

Institute means a specialized long-
term or short-term group training project
in library and information science
that—

(i) Is separate from the regular
academic program of the applicant;

(ii) Has an innovative curriculum; and

(iii) Either provides persons with the
skills needed to enter the library and
information science field or provides
library and information science
personnel—including library
educators—an opportunity to strengthen
or increase their knowledge and skills.

Institution of higher education means
an institution of higher education as
defined in section 1201 of the Act.

Library and information science
means the study of recordable
information and knowledge and the
services and technologies to facilitate
their management and use. The term
encompasses information and
knowledge creation, communication,
identification, selection, acquisition,
organization, description, storage,
retrieval, preservation, analysis,
interpretation, evaluation, synthesis,
dissemination, and management.

Library organization or agency means
a public or private organization or
agency that provides library services or
programs.

Participant means a person who is
enrolled in a project funded under this

art.
Participation costs means the costs
associated with participation in a
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traineeship or institute, including the
costs of travel and subsistence, for
which the grantee pays directly or
reimburses the trainee or institute
participant. !

State agency means the State agency
designated under section 1203 of the
Act.

Stipend means an award of money
from a tee to a fellow, the amount
of which is determined on the basis of
the fellow’s demonstrated financial
need.

Traineeship means a training project
in library and information science
that—

(i) Is separate from the regular
academic program of the applicant;

(ii) Is designed to meet the individual
needs of mid-level library and
information science professionals; and

(iii) Provides individualized
instruction, usually through an
internship,

(Authority: 20 U.S.C. 1021, 1032)

§776.8 What is the duration of a project?

(a) A fellowship must provide at least
one academic year of training.

(b) A long-term institute project must
provide at least one academic year but
no more than 12 months of training.

(c) A short-term institute project must
provide at least one week but no more
than six weeks of training.

(d) A traineeship project may not
exceed 12 months.

(Authority: 20 U.S.C. 1021, 1032)

Subpart B—What Are the Application
Requirements?

§776.10 How does one apply for a grant?

(a) An applicant must submit separate
applications for fellowship, institute,
and traineeship projects.

(b) An applicant must submit separate
applications for fellowship projects at
the master’s, post-master’s, and doctoral
levels, limited to one application per
level for new fellowships.

(c) An applicant must include all of
its requests for new fellowships at a
particular level within the single
application for that level.

(Authority: 20 U.S.C, 1021, 1032)

§776.11 What assurance must an
applicant for a fellowship project provide?
An applicant for a fellowship project
must provide an assurance that in the
event funds made available to a
participant under this program are
insufficient to provide the assistance
due a participant under the commitment
entered into between the applicant and
the participant, the applicant will
endeavor, from any funds available to it,

to fulfill the commitment to the
participant,
(Authority: 20 U.S.C. 1032)

Subpart C—How Does the Secretary
Make an Award?

§776.20 How does the Secretary evaluate
an application?

(a) The Secretary evaluates an
application for a fellowship project on
the basis of the provisions in § 776.21
and awards up to 110 possible points for
these criteria.

(b) The Secretary evaluates an
application for an institute project on
the basis of the criteria in § 776.22 and
awards up to 100 possible points for
these criteria.

(c) The Secretary evaluates an
application for a traineeship project on
the basis of the criteria in § 776.23 and
awards up to 100 possible points for
these criteria.

(d) The maximum score for each
criterion is indicated in parentheses.

(Approved by the Office of Management and
Budget under control number 1850-0022.)

(Authority: 20 U.S.C. 1032)

§776.21 How does the evaluate
an application for a feliowship project?

(a) Continuation awards. Before
considering applications to support new
fellowships, the Secretary provides
funds to continue support for clualiﬁed
students who were awarded fe
under this program in the previous two
years and who are maintaining
satisfactory progress as determined by
the institution.

(b) Selection criteria for new
fellowship projects. The Secretary
evaluates an application for a new
fellowship project based on the
following selection criteria:

(1) Project description (20 points). The
Secretary reviews each application to
determine the quality of the applicant’s
project, including the extent to which—

(i) The project addresses one or more
of the critical needs announced by the
Secretary as a priority or priorities
under § 776.5(a);

(ii) The project objectives are clearly
stated, realistic, and satisfy a current
training need;

(iii) The required courses meet
standards that are recognized by the
library and information science
profession; and

(iv) The student field experience
component (if included) is well
designed.

(Zﬂ’lan of operation (20 points). The
Secretary reviews each application to
determine the quality of the plan of
operation for the project, including—

(i) The quality of the design of the
project;

lowships

(ii) The extent to which the plan of
management is effective and ensures
proper and efficient administration of
the project;

(iii) How well the objectives of the
project relate to the purpose of the
program; and

(iv) The quality of the applicant’s
plans to use its resources and personnel
to achieve each objective.

(3) Quality of key personnel. (10
points)

(i) The Secretary reviews each
application to determine the quality of
the key personnel the applicant plans to
use on the project, includin

(A) The qua{ifications of the project
director (if one is to be used);

(B) The qualifications of each of the
other key personnel to be used in the
project; and

(C) The time that these key personnel
will commit to the project.

(ii) To determine the qualifications of
these key personnel the Secretary
considers—

(A) Experience, training, and
professional productivity in fields
related to the objectives of the project;
and

(B) Any other qualifications that
pertain to the quality of the project.

(4) Selection of fellows (15 points).
The Secretary reviews each application
to determine the effectiveness of the
applicant’s method of selecting fellows
including—

(i) Conformance with program
priorities in § 776.5(a); and

(ii) Evidence that admissions
standards for fellows are comparable to
those for other students admitted to the
library and information science
education program.

(5) Applicant characteristics (20
points). The Secretary reviews each
application to determine the applicant’s
commitment to library and information
science education, including—

(i) The adequacy of the description in
the applicant’s catalog of the specific
library education program in which
participants will be enrolled;

(ii) The extent to which the amount
the applicant spends per student for
education in library and information
science is comparable to that of other
education programs;

(iii) The extent to which the ratio of
degrees awarded to total enrollment in
the applicant'’s library education
program is comparable to that of other
lib education programs;

(E?I?The extent tr:) wgt:ich the ratio of
requested fellowships to other
fellowships and scholarships in library
and information science supported by
the applicant is comparable to that of
other library education programs; and
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(v) The extent to which the academic
level of the project is appropriate to the
applicant’s capabilities or experience.

6) Budget and cost effectiveness (5
points). The Secretary reviews each
application to determine the extent to
which—

(i) The budget is adequate to support
the project; and

(i) Costs are reasonable in relation to
the objectives of the project.

(7) Evaluation plan (5 points). The
Secretary reviews each application to
determine the quality of the evaluation
plan for the project, including the extent
to which the applicant’s methods of
evaluation are—

(i) Appropriate to the project;

(ii) Objective; and

(ii1) Designed to produce data that are
quantifiable.

Cross-Reference: See 34 CFR 75.590
Evaluation by the grantee.

(8) Adequacy of resources (5 points).
The Secretary reviews each application
to determine the adequacy of the
resources that the applicant plans to
devote to the project, including
facilities, equipment, and supplies.

(9) Project impact (10 points). The
Secretary reviews each application to
determine the extent to which the
project will expand and strengthen the
applicant’s library and information
science degree programs.

(c) Other considerations. The
Secretary may give priority among
applications for new fellowship projects
that are of substantially the same quality
to applications that will contribute to an
appropriate balance of fellowships
among the priorities announced under
§776.5.

(Approved by the Office of Management and
Budget under control number 1850-0022)

(Authority: 20 U.S.C. 1021, 1032)

§776.22 What selection criteria does the
Secretary use to evaluate an application for
an institute project?

(a) Project description (20 points). The
Secretary reviews each application to
determine the quality of the applicant’s
project, including the extent to which—

(1) The project addresses one or more
of the critical needs announced by the
Secretary as a priority or priorities
under § 776.5(a);

(2) The subject matter of the project is
significant, timely, well-described,
appropriate for an institute, and is not
duplicated in the applicant’s regular
curriculum;

(3) The project duration is appropriate
for presenting the subject matter;

(4) The project content satisfies
rigorous educational standards;

(5) The blend of theoretical and
practical training is suitable to the

subject matter and the needs of the
participants; and

(6) The training methods are
innovative and imaginative.

(b) Plan of operation (20 points). The
Secretary reviews each application to
determine the quality of the plan of
operation for the project, including—

(1) The quality of the design of the
project;

(2) The extent to which the plan of
management is effective and ensures
proper and efficient administration of
the project;

(3) How well the objectives of the
project relate to the purpose of the
program; and

(4) The quality of the applicant’s plan
to use its resources and personnel to
achieve each objective.

(c) Quality of key personnel. (15
points)

(1) The Secretary reviews each
application to determine the quality of
the key personnel the applicant plans to
use on the project, including—

(i) The qualifications of the project
director (if one is to be used);

(ii) The qualifications of each of the
other key personnel to be used in the
project; and

(iii) The time that these key personnel
will commit to the project.

(2) To determine the qualifications of
these key personnel, the Secretary
considers—

(i) Experience, training, and
professional productivity in fields
relgted to the objectives of the project;
an

(ii) Any other qualifications that
pertain to the quality of the project.

(d) Selection of institute participants
(15 points). The Secretary reviews each
application to determine the
effectiveness of the method of
participant selection, including the
extent to which—

(1) Participants will be selected
according to their ability, experience,
current responsibilities, and training
needs; and

(2) The number of participants is
appropriate to the training methods and
project resources,

(e) Budget and cost effectiveness (5
points). The Secretary reviews each
application to determine the extent to
which—

(1) The budget is adequate to support
the project; and

(Zg Costs are reasonable in relation to
the objectives of the project.

(f) Evaluation plan (8 points). The
Secretary reviews each application to
determine the quality of the evaluation
plan for the project, including the extent
to which the applicant’s methods of
evaluation are—

(1) Appropriate to the project;

(2) Objective; and

(3) Designed to produce data that are
quantifiable.

Cross-Reference: See 34 CFR 75.590
Evaluation by the grantee.

(g) Adequacy of resources (7 points).
The Secretary reviews each application
to determine the adequacy of the
resources that the applicant plans to
devote to the project, including
facilities, equipment, and supplies.

(h) Project effectiveness (10 points).
The Secretary reviews each application
to determine the effectiveness of the
project, including the extent to which—

(1) The project will increase the
number of librarians with specialized
skills; and

(2) The project includes plans for
disseminating promising results and
high quality materials to other
institutions or agencies.

(Approved by the Office of Management and
Budget under control number 1850-0022)
(Authority: 20 U.S.C. 1032)

§776.23 What selection criteria does the
Secretary use to evaluate an application for
a traineeship project?

(a) Project description (15 points). The
Secretary reviews each application to
determine the quality of the applicant’s
project, including the extent to which—

(1) The project addresses one or more
of the critical needs announced by the
Secretary as a priority or priorities
under § 776.5(a);

(2) The training needs to be met by
the project are significant, of current
interest to the library and information

-science community, and well-described;

(3) Project activities are designed to
meet the individual needs of each
participant; and

(4) Other library agencies or
institutions will cooperate with the
applicant in providing appropriate and
hi% quality internship opportunities.

) Plan of operation (20 points). The
Secretary reviews each application to
determine the quality of the plan of
operation for the project, including—

(1) The quality of the design of t%]e
project;

(2) The extent to which the plan of
management is effective and ensures
proper and efficient administration of
the project;

(3) How well the objectives of the
project relate to the purpose of the
program; and

(4) The quality of the applicant's
plans to use its resources and personnel
to achieve each objective.

(¢) Quality of key personnel. (15
points)

(1) The Secretary reviews each
application to determine the quality of
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key personnel the applicant plans to use
on the project, including—

(i) The qualifications of the project
director (if one is to be used);

(ii) The qualifications of each of the
other key personnel to be used in the
project; and

(iii) The time that these key personnel
plan to commit to the project.

(2) To determine the qualifications of
these key personnel, the Secretary
considers—

(i) Experience, training, and
professional productivity in fields
rel;ted to the objectives of the project;
an

(ii) Any other qualifications that
pertain to the quality of the project.

(d) Selection of trainees (15 points).
The Secretary reviews each application
to determine the effectiveness of the
applicant’s method of trainee selection,
including the extent to which trainees
will be selected on the basis of their
stated career goals and on their potential
for high level advancement and
continued professional growth within
the field of library and information
science,

(e) Budget and cost effectiveness (10
points). The Secretary reviews each
application to determine the extent to
which—

(1) The budget is adequate to support
the project; and

(2) Costs are reasonable in relation to
the objectives of the project.

(f) Evaluation plan (10 points). The
Secretary reviews each application to
determine the quality of the evaluation
plan for the project, including the extent
to which the applicant’s methods of
evaluation are—

(1) Appropriate for the project;

(2) Objective; and

(3) Are designed to produce data that
are quanﬁﬁab%:.

Cross-Reference: See 34 CFR 75.590
Evaluation by the grantee.

(g) Adequacy of resources (15 points).
The Secretary reviews each application
to determine the adequacy of the
resources that the applicant plans to
devote to the project, including
facilities, equipment, and supplies.
(Approved by the Office of Management and
Budget under control number 1850-0022)
(Authority: 20 U.S.C. 1021, 1032)

Subpart D—What Conditlons Must Be
Met After an Award?

§776.30 How may a grantee use grant
funds?

(a){1) A grantee may use grant funds
in the following amounts to cover the
cost of provid.‘m?lfellowship training:

(i) For each fellowship awarded at the
master’s level—$6,400 for an academic
year plus $1,600 for a summer session.

(ii) For each fellowship awarded at
postmaster’s and doctoral levels—
$8,000 for an academic year plus $2,000
for a summer session.

(2) A grantee shall use grant funds to
pay stipends to fellows, based on the
amount of demonstrated financial need
up to a maximum of $14,000 a year.

(b)(1) A grantee may use grant funds
to cover the costs of providing institute
training.

(2) A grantee mtg use grant funds to
assist in covering the participation costs
of institute training.

(c)(1) A grantee may use grant funds
to cover the costs of providing
traineeship training.

(2) A grantee may use grant funds to
assist in covering the participation costs
of traineeship training.

(Authority: 20 U.S.C. 1032)

§776.31 What are the restrictions on costs
for participants?

A grantee may not charge tuition or
fees to a participant in a project funded
under this program,

(Authority: 20. US.C. 1032)

§776.32 What are the allowances for
assistance under other Federal programs?

(a) Any amount paid a participant
from any other Federal grant program
for educational purposes (except
veterans', war orphans’, and widows’
educational assistance under title 38,
United States Code) must be deducted
from the amount that participant would
receive under this part,

(b) If a participant receives a federally
assisted educational loan, the amount of
the loan and any interest paid may not
be deducted from the amount received
by the participant under this part.
(Authority: 20 U.S.C. 1021, 1032 and 38
U.S.C. 1700)

§776.33 What requirements govern the
removal, withdrawal, and substitution of
?

(a) A grantee shall remove a
participant from a project if the grantee

determines that the participant has
ceased to maintain academic
proficiency.

(b) If a grantee removes the
participant or if a participant
withdraws, the grantee—

(1) May replace the participant if the
new participant can successfully
complete the fellowship, traineeship, or
institute at no additional cost to the
Department; and

(2) Must notify the Secretary in
writing—

(i) Within 30 days of the removal or
withdrawal; or

(ii) Within 30 days of a substitution if
the grantee substitutes another
participant.

(c) The date of removal or withdrawal
is—

(1) The date the grantee determined
that the participant had ceased to
maintain academic proficiency; or

(2) The last date the participant
attended class.

(d)(1) If a grantee removes a
fellowship participant or if a fellowship
participant withdraws, the grantee shall
prorate the participant’s stipend,
according to the number of weeks the
participant has completed in the project.

(2) For purposes of paragraph (d)(1) of
this section, the grantee shall count
attendance in any part of a week as a
full week.

(e) If a grantee does not substitute a
participant for the participant who has
been removed or who has withdrawn
from a fellowship, traineeship, or
institute, the grantee shall return to the
Federal Government the unused portion
of the stipend and any participation
costs.

(Approved by the Office of Management and
Budget under control number 1850-0022)
(Authority: 20 U.S.C. 1032)

§776.34 What must be informed
of activities funded under this program?

Each institution of higher education
that receives a grant under this part
shall annually inform the agency
designated under section 1203 of the
Act of its project activities.

(Authority: 20 U.S.C. 1022)
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