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Federal Register /

Vol 33, No. 234 / Tuesday. December 6. 1988 / Notices

FOR FURTHER INFORMATICMN CONTACT:
Margaret F. Sharkey, Caater for Drug
Evaluation and Researcn (HFD-3661,
Food and Drug Adminiszagdon. 38600
Fishers Lane, Rockviile. MD 20857, 301~
295-3041.

SUPPLEMENTARY INFORMATION: Inn &
notice puniisned in the Federai Register
of April 15. 1988 {53 FR 12882}, the
Director of tne Center for Drug
Evaiuation and Researcha offered an
opporTunLry for a hearing an a proposal
to withdraw apuoroval of antibiodc
applications and abbrewiated antibiotic
applicatons {or nonsterile neomyzin
sulfate fcr pirescription compounding not
iabeled m accordance with applicabie
amendea aui.iotic reguiations {21 CFR
444.942a}. (n the same issue (53 FR
12844}, FDA amended the regulations
governing these products and offered a
labeling guideiine because the drug was
being used for indications for which 1t
lacked evidence of safety and
effectiveness. and for which there was
clinical evidence of significant dsi to
the patient. The final ruie became
effective gn June 14, 1888.

The amendments to 21 CFR 444.942a
changed the product name Fom
“neomycin suifate for prescription
compounding” to “neomycin sulfate for
compounding oral products” and
required product labeling to provide
information concerning appropriate uses
and to warn about the risks associated
with inappropriate use.

Manufacturers and suppliers were
notified that they would have to
supplement their appiications within 80
days of the 2ffective date of the final
rule to provide for the new product
name and package inzert labeling.
Alternatively, a manufacturer or
supplier could request a hearing. No
supplements were submitted for anv of
the applications. One supplier. Pharma-
Tzk. Inc., requested a hearing.

The sponsors of the five products
listed beiow failed to file a request for a
hearing and did not supplement their
applications. Accordingly, FDA is
withdrawing approvail of the following
AADA's:

1. AADA 61-043; held by The Upjokn
Co.. 7000 Portage Rd.. Kafamazvo, Ml
49001.

2. AADA 61-305: held by Pfizer, Inc..
235°East 42nd St.. New York. NY 10017.

3. AADA §1-189: held by S.B. Penick
and Co., 340 New York Ave.. Lyndhrarst.
N} o707

4. AADA 51888 heid by Elkins-Sinn,
Inc.. 2 Estersrook Lane, Cherry Hill. NJ
08034.

5. AADA 52-3385; heid by Paddock
Laboratories. Inc.. 3101 Louisiana Ave.
North. Minneapolis, MN 53421,

The Director af the Center for Drug
Evaluation and Research. under the:
Federai Faod. Drug, and Cosmetic Act
{sec. 505(e}. 32 Stat. 1052-1053 as
amended (21 U.S.C. 355{e))} and under
authority deiegated to him (21 C¥R 5.82),
finds that clinicai or other experience.
tests. or cther scientific data show that
the drug produc:s listed above are
unsafe for use under the conditions of
use upon 2asis jor which their
applications were approved. Therefore.
pursuant to the foregoing finding,
approval of the AADA's lixted abeve is
hereby withdrawn effective january 5.
1989. Shipment in interstate conmperce
of the products listed above will then be
uniawtut

This notice does not apply to AADA
61~579. held by Pharma-Tek. fne.. PO.
Box AB, Hunungton, NY 11743. The
product covered by AADA 81579 is the
subject to a pending hearing request and
will be the subject of a futare Federal
Register announcement.

Dated: November 23. 1988.
Cari C. Peck,
Director, Center “or 2rug Evgiuation and
Researca.
[FR Doc. 38-23027 Filed 12-3-38: &45 amj
BILLING CODE 4140-0%-4

[Docket No. 790151}

Oligosaccharide Antihiotic Drugs;
Neomycin Suifate for Injfection;
Withdrawal of Approval of
Abbreviated Antibiotic Drug
Appiications

AGENCY: Food and Drug Administration.
ACTION: Notica.

SUMMART: The Food and Drug
Administration [FDA} is withdrawing
approval of four abbreviated antibiotic
drug appiications {AADA’s) for
neomyecin sulfate in sterile vials for
injection. This withdrawal action is
being taken because the risks involved »
in the parenteral use of neomycin sulfate
are judged ta outweigh amy benefits thas
may be derived from its continued -
availability.

EFFECTIVE DATE: January 3, 1889.

FOR FURTHER WMFOCRMATION CONTACT:
Margaret F. Sharkey, Center for Drug
Evaluation and Research (HFD-366),
Food and Drug Administratian. 5600
Fishers Lane Rackville. MD 20857, 301
295-3041.

SUPPLEMENTARY WNFORMATION: [n a
notice published in the Fedecal Register
of Aprii 15, 1288 (53 FR 128841, the
Director of the Center for Drug
Evaluatioa ard Research affered an

oppermunity for a hearing on a proposal -
ta withdraw approvai of antibiotic )
appiications and aboreviated artibigtie-~%
appiications for neomyc:n sulfate i
sterile vials for parenteral use. FDA alsg™
amended the antibiotic reguiatians for °
sterile neomvein sulfate (21 CFR

444.42a) by deieting all provisions far -
the injectable dosage form so thav
neomvecin sulfate packaged in sterile
vials for dispensing couid nat be
certified or released {see 33 FR 126358:
April 15, 1988). These actions were
deemed necessary because of the .
toxicity associated with the unapproved
use of this drug in the irrigation of
wounds. [n addition, the Director
conciuded that the use of this dosage
form for the single remaining approved
indication. the freatment of arinary tract
infection, is no longer acceptable :
because of the availability of newer,
safer antibiotics that are as effective as. ,
or more effective than, parenterdl
neomycin suifate and that da not:

present comparable risks.’ :

In response to the April 15, 1988,
Federal Register notice. no holders of
approved appiications requestec a
hearing. Accardingiy, FDA is
withdrawing approval of the foilowing
applications:

1. AADA 60-366. Neomycin Suifate for
Injection. U.S.P., heid by E. R. Squibb &
Sons, Inc., P.O. Box 4000, Princeton. N}
08540.

2. AADA 80—577. Mycifradin
Injectable. held by The Upjetin Ca..
Kalamazoo. MI 48001.

3. AADA 651-084. Neomvcin Sulfate for
Injection. held by Pfizer Inc.. 235 East
42nd St. New York. NY 10017.

4. AADA 61-198, Neomycin Sulfate for
Injection. U.S.P., held by Elkins-Sirmm.
Inc., 2 Esterbrook Lane, Cherry Hill. NJ
08024.

The Director of the Center for Drug
Evaluation and Research, under the
Federal Food. Drug and Cosmetic Act
(sec. 505(e), 52 Stat. 1052~1053 as
amended (21 US.C. 355(e})) and ander
authority delegated to him (21 CFR %.82),
finds that clinical ar other experience.
tests, or other scientific data show that
the drug products listed above are
unsafe for use under the conditiops of
use upon the basis for winch their
appiications were approved. Therefure.
pursuant to the foregoing finding.
approvatl af the AADA's listed 2bave is
hereby withdravwmn effective farmmary 5. §
1989. Shipmerr o the interstate
commerce of the products lated above
will then be uniawful.
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Dated: Novemper 2, 1988
Cari C. Prex.
Director. Center “or Srug Evaivation and
Aexeuarch.
{FR Doc. 38-28028 Fiied 12-5~38: 245 am|
SILLMG COOE ¢1e0-01—4

effective january 1. 1989 and expanded
Pan B beneits eifectrve January 1. 1990.
Many pemneficianes have private
health insurance coverage that
supplements Medicare. usvaily through
heaith benefits plans of carrent or past
empiovers. Some of these heaith
benerits pians oifer protection agamst
the costs of a catasoopnic illness by
limiting beneficiary out-of-pocket

Heaith Care Financing Administration

(OACT-22-N] expenses or offering additional benefits,
; - - 3 longer perod of

Medicare Program; Smpioyers and Suca as a Lot : N

Dupficative Medicars Benerits hospitalization than Medicare coverad:

some plans may do both. In additton.
some pians pay deductibles,
Comsurances. the Part A premium where
appiicapie. tha Part 3 premyum, or some
ccmbit:aticn O;Eese benefits.

With the availabiiity of expanded
Medicare coverage teginning m 1
beneficiaries that now are recaivi
additional benefits through their
employers' health benefits piansvould
find that the coverages are dupgdcanve
and they reap little. if any, henefit rom
the Medicare catasuophic civerage
changes. Therefore, Congrees incinded
section 421 in Pup. L. 100,360, whica
ensures that if an empioyer provideg to
empioyees or retired ‘grmer empioyees,!

s of July 1, 1988 (the’date of enaciment
ckPub. L. 100-360) denedits that will be
available to Mecm:a; re beneilciaries as a
resuftof Pub. L. 100-360, the empioyer
mu:th}ff\er addjfional benedits, 2 refund.
or a combinafan thereof, if tha
duplicative Fenefits have an actuarial
f at t 50 percent of the

AGENCTY: Heai\ih Care Financing
Administration (HCFA), HHS.
AcTioN: Notice. |

SUMMARY: This aonc\e\gnnounces the
national average actuarial vaiue of
additional Medicare Part'A benefits
available in 1989 as a resuihof the
Medicare Catastrophic Coverage Act of
1988. Empioyers are required tonexamine
the extent o which hesith benefils they
provide to empioyees and retired former
employees entitled to Medicare
(inciuding coverage for empioyees' and
retired former empioyees’ dependents
entitled ts Medicare) duplicate the new
Part A and Part B benefits. If the
duplicative berefits have a national
average actuarial value of at least 50
percent of the vajue of the new
Medicare benefits. tha employer must
offer a refund. additional benefits, or
some combination thereof.

In computing the actuarial values of 8
the duplicative benefits, employers have erage acmarial vaiue of the
the option of using national average benEﬁB?added‘ar increased by Pub. L
actuarial values we establish ar 100-384. Congresi\ena:.:ed technical
calculating the actuarial value basedon ~ ame ents to section 421 in secion
guidelines we establish. This notice
contains bath the national actuarial
values we have determined and the
guidelines for employers to use.
EFFECTIVE DATES: The provisions of this
netica concerning Part A are effective
January 1. 1389. The provisions of this
notice concerning Part B are effective,
January 1. 1990.
FOR FURTHER INFORMATION CONTACT:
Kermneth Leong, (301} 568-7508.

concernimg the actuarial valugs and

guideiimes.
Herbert Pallock. (301) 3,
concarning ail eige.
SUPRCEMENTARY INFORMATION:

1. Background

The Medicare Catastrophic Coverage
Act of 1888 {Pub. L,{oo—zeo; was
enacted on fuly 1. 1988. This act, which
provides for benefits not previousiy
available under Medicare. protects
beneficzanes agamst costs associated
with a catastrophic illness. The Act
provides for expanded Part A benefits

)

- L. 100485 Octobr 13, 1988).
ore specifically, undar section 421

benefits to the employes or Yetired
former employes that are at least equal
in actuarial value to the duplicative
benefits. (2} refund tc the employee or
retired former employee an amountof
money equal in actuar-ial value to the
duplicative benefits. ar (3} provide a
combination of additional begefits and
refunds that total at least the actuarial
value of the duplicative benefits. ln
computing the actuarial value of the
duplicative Part A, benefits (beginnmg
January 1989) and dupiicative Part 3
benefits (beginning January 1990},
emplayers nave the opuon of using
national average acmarial values
published by the Secretary ar
calculating the actuariai vaiue based an
guideiines published oy the Secretary.

! Nota.—To avoid repetmion. tha term
“emploves”, wnen used in s notice. iis0 nciudes
retired former rmoiovees.

808(4) of The Family Support Act of 1988

e employer must (1) prowide additional

. Provisions of This Notica

This nouce provides the acurariaj
values for the penerits added by Pub. L.
100-360: specifies the empiovers to
whom the notice appiigs: defines
“additional beneﬁt.:x/gwes the
appiicabie eifectiye dates: defines
duplicative pengtits: contains the
guidelines fopempiovers to use to
compnte actuanai vaiue of
dupiicauy® benefits: and lists some of
ts adceg by Pub. L. 100-380.

creased dy Pub. L 100-380

The nationai average actuariai vaiue
of the Medicare Part A benefits added
ar increased by Pub. L. 100-380 was $81
as of July 1, 1988. This i3 the cost of
providing the incrsased Part A benefits
for =ach beneficiary enroiled. Fifty
percent of this amount is $30.50 per year.
For 1889. the nadonai average actuariai
velue is 365. The national average
actoarial value of the Part B benediis
added or increased by Pap. L. 100-380
wiil be puoiisned prioe to Jamuary 1,
1880,

B. Responsibiiity of Empioyers

Empioyers are responsibia for
determining if. as of Juiy 1, 1988, they
oifered 10 their employees or retired
formet employees who are covered by
Medicare any duplicative Part A
benefits (as defined in D. below) and. if
80, the actuarial vaiue of anry such
benefits on July 1, 1988. If the actuarial
value of their duplicative Part A bemnefits
was, as of July 1, 1888, 50 percent of the
1988 national average actuarial vaiue of
the Medicare penefits added or
increased under Pub. L. 100-380
(discounted to the value as of Juty 1.
1988}, the emplover is required to offer
additional benefits or refunds, or a
combination of additional benefits and
refunds. equal in actnarial value ‘o the
value of the dupficative benefits
determined as if they were provided in
1988.

If an employer provides only
additional benefits, the benefits must be

qual in valne at least o the 1989
nxtonal average actuarial value of the
dupjicative Part A benefits that were
p'n%ided by the employer to empicyees
as of My 1. 1988 Employers may
provide‘a wide range of additionai
benefits ag long as they are equal in
value ta atNeast the actuarial value of
the dupiicatixe benefits. The additional
benefits may cgnsist of health care
berefits that do wot duplicate the mew
Medicare benefits\and may incluce
payment of the Part B premium.
provided the emplayer was not alrzady




