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gooperation with banks or other
financial institutions through
agreements {0 participate on an
jmmediate oF deferved {guarantee i)
basis to smali business CONCEIns
receiving assistance under subsection
7(i}(20) and saction 8(a)of the Act; L.en
. firms ‘which are presently participating
“in the section 8{a] prograit and are
- . gligible for contractual assistance under
- section 8(a) of the Act; and not fizms
* which may be eligible to apply forthe
“prograni. . ' o -
§ 122.58-2 Cenditions. - ‘
- " (a) Any assistance provided under
. thig section may he provided only if the
Administration determines that—

{1} The type and amount of such -
agsistance requested by such concern i8
not otherwise available on reascnable
terms from other gources: Every . -

. applicantfor & direct loan, jmmediate
_participation of guaranty loan must

show that the losn is pot.available.

... without SBA assistance. In addition, an

- applicant fora direct loan must show

~‘yhatneitheran immediate participation

iy ;agﬁa‘r&nkyiloan is available: an

< - gppligant for an immediate participation

a
~yraat show thata guaranty Joan ismot

' “f'i-."&}With"s’u{‘:h assistance such concern

" basa reasonable prospect for ‘operating

" soundly and profitably withina "

" yeasonable period of time;

i (3} The pm@e_edéofs’u.ch assistance
will be used within a reasonable time
for plant cms&m@';tian,fC@mvewsi@n, or
- equipment, facilities, machinery,
" gupplies, or material or to supply such
. goncern with working capitel to be used
inthe manufacture of articles, .
. equipment supplies, or material for
defense or civilian production or a8 may
‘he necessary to/insure 2 well-balanced
pational economy; and .

- {41 Such assistance is of guch sound
value as reasonably to assure that the
terms under which it is provided will not
be breached by the small business
concern. No financial assistance shall
be extended under this section unless
there is regsonable assurance that the
loan can be paid from the earnings of -
the business. : '

(b} Neloan shall be made under this
authority if the sotal amount outstanding
and committed (by participation of
otherwise) to the borrower would
exceed $750,000: ,

{6} In no event ghall debt refinancing
or refunding be made by the :

Administration arder this program.

" igsuance of a secured debt instroment—

. twenty-five years;

§422.58-3 Conditions appliczble to
deterred parﬁcipamn assistance
qufaran*&eeﬂ). : :

{g} Subject to the provisions of
§ 192.58-2(b}, in agreements to
participate in loans on a deferred
(guammeed) basts, participation by the
Adminisiration ghall be no less than 90
per centum of the balance of the '
financing outstanding at the time of
disbursement of loans of a principal
amount does not exceed $155,000 and no
legs than 85 per centum cflcansefa

rincipal amount of more than $155,000.

{b) The rate of interest on financings
made on & deferred (guaranteed) basis
shall be legal and reasonable. and shall
be caloulated in accord with §3 122.8-3
and 122.8-4 of this title,

§122.59-4 Conditions appiicabie 1O
immediate participation end direct
assistance. , ,

(a) All immediate participation and
direct financings made pursuant to this
section shall be subject to the applicable
provisions of this title and the following
limaitations: .

(1) No immediate participation may be
purchased unless it is shown that a

~ deferred participation is pot available.

(2) No direct financing may be made -

. _.uynlessit is shown that a participation is

unavailable. ,
{b) A direct loan or the

Adminis&mtion’s share of an smmediate ’
participation loan magde pursuant {0 this

section shall be awomphshed by the

{1) Thatis subordinated by its terms

= o all other borrowings of the isguer .

{rom banks of other financial s
institutions which are in existence at the
time that the GSBA agsistance is made. -
SBA will consider subordination of
assistance it makes available under this
subsection to subsequent borrowings on
a case-by-case hasis based upon '
reasonable credit criteria;

{2} The rate of interest ol which shall

 be the same as that calculai:edpmsuam

1o §122.8-1 of this title, lese one per
cenium;

(3} The term of which is not more than

{4) The principal on which is
amortized at such rate as may be
deemed appropriate by the
Administration, and the interest on
which is payable not ]ess often than
annually. -

{5} The maximum principal amounnt of
which may be no more than $1560,000;
however, the Associate Administrator
for Minority Small Business and Capital
Cwnership Development may authorize,
in writing, the acceptance of an
application that exceeds $150,000 but
does not excecd $750,000.

- gpplications

Dated: August 23, 1989, '
Susan Engelsiter,
Adminigtrator. )
[FR Doc. §3-20716 Filed 3-3-8% 8:45 am}
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DEPARTMENT OF HEALTH AND -
HUMARN SERVICES R

Eood and Drug Administration
a4 CFR Part 341

[Docket No. 7$N~GSQG]

Rin 0905—&;\06

" Cold, Cough, Aliergy; Bronchoditator,

- and Antiasthmalic Combination Dreg

products Containing promethazine
Hydmchloride; Marketing Status;
Poiicy Statement

acency: Food and Dmg'Admim-Astmﬁonq
acTion: Policy statement. -

ey

summaRy: The Food and Drug
Administration (FDA} is announcing

that cold, cough, sllergy: brqnﬁhodilamr,;
. and antiasthmatic combination arug - e
products containing promgmaziﬁe. P R

hydmchloride may not be marketed

over-the-counter {OTC) at this time.

. giich products may continue to e’

dispensed on prescription 0F .

administered by licensed practitionars,

© jn accordancs with approved new ‘drug -

(NDA)- This énm\mmmmr
o K e

S

s vmade in accordance with FDA'S
- enforcement policy applicablelo -

prescription.

330.13(b)(2)). This policy statement is

part of the ongoing review of OTC drog

products conducted by FDA.

EFFECTIVE DATE: This policy statement
is effective geptember 5, 1883, ‘
FOR FURTHER EEEFORE&ATE@N CGNTA@TS
william E. Gilbertson, Center for Drug
Evaluation and Research {HFD-210),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857, 301~

- 265-8060.

SUPPLEMENTA&Y IHFG&M&T%@N‘: In the

. Federal Register of September 9, 1976

(41 FR 38312}, FDA pubhshed, undet

§ 330.10(a}{3) 21 CFR 330.10{a){6}), an
advance notice of proposed rulemaking
to esigblish @ monograph for OTC cold,
cough, allergy. hLronchodilator and
antizsthmatic drug products, together
with the recommendations of the
Advisory Review panel on OTC Cold,
Cough, Allergy, Bronchodilatot, and
Antiasthmatic Drag Products ( Cough-
Cold Panell which was the advisory -
review panel responsible for evaluating:

dats on the astive ingredients in these -

ugs undergoing review in
‘the QTC drug review {zee 21 CFR '
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drug classes, The Cough-Cold Pane]
fecommended OTC marketing, in oral
dosage forms with specific labeling (41
7R 38312 at 38390, 38391, 38418 to 38421,
and 38423), of certain drug Products
Containing bromethazine hydrochloride
that werpe Previously marketed as
Prescription drug broducts, However, at
that time, the agency did net agree with
the Panegj'g recommendation to switch
this drug to ore marketing statyg {41 FR
38313) and products tontaining thig
ingredient could not thep, under 21 CFR
530.13, be marketed QT under the OTC
g review,

The enforcement policy set out iy 21
CFR 330,13 Permits OTC marketing,
prior to the establishment of g final

review panel or when FDA ‘
in-dependently decides that such OTC "

policy, such drug producs are marketed -

subject to the risk that the agency may
ater adopt g differens Position thgt
would preclyde oTC Marketing,

€ agency’s Proposed regulation, in
the form of 4 tentative final monograpk,

Promethazine, for Certain indicatiopg

. and under specified tonditions, under

the terms of 21 CFR 33013, To date, the
dgency is not aware of any OTC

Interested Persons werg invited tg fije-
by December 12, 1988, written
Comments, objections, Of requests for -
oral hearing before the Commissioner of

ood and Drugs regarding the Proposal,
New data coulg be submitteq until

In response to the proposed rule on
OTC ¢olg, cough, allergy,
bmnchodﬁator, and antiasthmatic
combination drug Products, one
Mmanufacturer and seven health
professionalg submitted Comments
related to Promethazing hydmchlom'd_e.

Citizen pefition, In addition, FDA’g
Puiméharj:ﬂ%{l}érgy Driggs Advisory
Ommiitee discusged the issue of orc
marketing of cough-cold combination y
drug products'_cbntaﬁinmg promethazing -

Also; one. tonsumer’s group _s_ubmitteq a

hydrochloride in a public meeting held
on July 31, 198g, Copies of the
Comments, the citizep Pbetition, and the
transcripts of the advisory Committee’s
meeting arg gp public display in the
Dockets Management Branch, Rm, 4-62,
5600 Fishers Lane, Rockville, MD 20857,

etween 9 a, and4 p.m., Monday
through Friday, Any additiong]

the proposed ryle is also on public
display in the Dockets Management
ranch,

FDA is now announcing that cold,
cough, allergy, bronchodiiator, and
antiasthmatic combination dry
products containing Promethazine
hydrochloride L&y not be marketeq
oTC at this time in order to allow the

review is no longer being
permitted at this time,

L Background

The Cough-Cold Panel classifieq
Promethazine hydrochloride in Catego
las an OTC antihistamine {41 FR 38312

ocaur, especially in children, such ag
extrapyramida] disturbanceg,

e tentative finy) monograph
{proposed rule) for OTC antihistamine
drug products (50 FR 2200 5t 2206 to
2208; ahuary 15, 1985), the agency
the bossibility of

: ehoréoathetosxs (a condition arked by

more likely to ocoyy in children, Based
upon the gvailable data, the agency.. .
stated that concerns regarding the

reactions to promethazine had been :
adequately addressed. Thus, in FDA’s ;

dosages, , L
However, e agency placed .
bromethszine hydrochloride in single-
ingredient drug pragucts in Category 111
in the proposed rule for OTC .
antihistamine drug products becauge of
concerns that the rare, but serigys
adverse reaction of the central nervous
system known ag tardive dyskinesia
might oceur if Promethazine :
hydrochloride g used on g long-term
basis (50 FR 2208 to 2208), {Placement if
Category Il at that time meant that :
there wag insufficient evidence to
determine whether the drug was
generally recognized as safe and
effective for OTC use.) The agency

Subsequently, i, the tentative fina]
monograph (proposed rule) for OTC -
cold, cough, allergy, bmnchodﬂator, and
antiasthmatig combination drug © - 7
Products (53 FR 30522 at 30558 to 30559

allergic thinitis were specifically
excluded from the Iabeling {53 FR
30559), : :

In response 1o this tentative final
monograph, the agency received a
citizen petition from Public Citizen
Health Research Group and the
Um'ver’sity of Marylang Sudden Infant-
Death Syndrome (SIDS) Institute {Ref;
1), a letter from Publie Citizen Healty - -
Research Group (Ref. 2}, and Comments
from severg] physicians {Ref. 3) R
objectz'ng to the 28ency's proposal - -
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allowing Limited OTC marketing of drug

products containing promethazine

hydrochloride.

“The citizen petition requested an
immediate ban o all OTC use of
procucts containing pmmethazine
hydrochloride; @ contraindication of
prescription promethazine '
hydmchloride ase in children under the
age of 2 years, oF in pregnant of
lactating females; gtrengthening of the
physician 1abeling provisions to include
a bold, prominent, bexed warning
stating “This produet contains
promethazine hydmshimiée,‘ a drug
which should not be used by ehildren
under the age of 2 years, OF by pregnant
or breast feeding wemen pecause safety
is not established in thege patients and
because promethazine is associated
with SIDS and infant respiratery
depression” gdditionofa mandatory
patient package insert gtating thata
modified dosage schedule should be
used in elderly patients. and that the
product should not be used in children
under the age of 2 years, of by pregiant
or breast feeding womemn: modification
of the new drug applicatien for
promethazine hydmchlaxiﬂe-coniainmg
drug products to prohibit promethazine
use as an antihistamine in prescription
cold-cough aﬂalgesic»anﬁpymt‘m
compounds: and removal from
 prescription gvailability of

TOME thazi&&gon&.ainimg products.
marksted specifically for this
anithistamine use. :

The major concern that the petition
and the letters from physicians raise is
that theze is @ possibility that the use of
drug products containing promethazine
hydrochloride in children under 2 years
of age may be associated with the
occurrence of SIDS, and that OTC
availability of these drug preducts conld
- wdramatically increase” “overuse” of

these drug products in children this age.

. In addition, {ke petition raised concerns
about possible: adverse neurological
yeactions to drug produeis containing

-promethazine hydrochloride. The
petition algo raised concernsd regarding
theuseon & mescripﬁen basis ©
pmmethazine-wmainmg drug products
in children under age 2, in pregnant of
nursing women, and in the eldezly.

One manufacturer of combination
drug products containing promethazine
hydroch!m.ida has scbmitied data and
information to the agency {Ref. 4} in
response @ ihe concerns raiged in the
citizen petition and has objected to the
requests i the petition. In addition. the

agency has received i

concerning OTC use in Canada of drug

products containing promethazine

hydro chloride (Ref. 8}

In response to the citizen petition and
the manufacturet’s sabmission, FDA

further discuss the advisability of
switching the marketing of coug -cold
combination dreg producis containing
promethazine hyﬁmshlefide from &
prescription basis to an OTC basis. The
advisory compuiiiee et on july 31, 1988,
Preseniations were made by FDA staff
and consultants, by representatives of
Public Citizen Health Research Group,
and by representatives of Wyeth-Ayerst.
Fellowing these presentations, the
advisory committee deliberated en
geveral questions concerting OTC
status for cough-cold combination drug
products containing promethazine
hydmsfnioride.

In response to one question
concerning the relationship betweel the
use of prometl azine-containing drug
products and SIDS and/or sleep apnea.
one comnittee member voted that no
relationship exisis while the other seven
membsers voted that there is a possible
relationship. In response 10 & guestion
concerning whether there is reason for
concern about the use in the elderly of
the proposed OTGC adult oral dosage of
promethazing hydroch}oﬂde {6.25mg
everv4to 6 hours, not te exceed 37.5mg
in 24 hoursj o @ short-term (7-day}
basis, four committee members voted
yes and four members voied no. Withs
respect to potential neurologic toxicities
at the propased O TC dosage, none of
the committee members felt thera was 8
definite concern, but all voted that there
are possible concerns. Inresponse to @
question concerning w
the data presented to the committee} &
cough-cold combination drug produet -
containing pmmethazine hydrechkoride
at proposed OTC doses with specifie
1abeling requirements for short-term (7-
day) use should be marketed OTC for
relief of the sympioms of the common
cold; the committee recommended to
FDA by a vote of seven to ene that these
drug products not be marketed OTC at
this time.

FDA bas concluded that it shouid
accept the advisory committee’s advice
and is limiting cough-cold combinationt
drug products containing promethazine
hydrochloride to prescripHon only status
at this time. Before making & final
deciston concerning OTC status for
these prodacts and hefore responding te
the various reguests in the citizen
petition (see discussion abovel, the
agency imtends to folty and thoroaghly
evaluate the data and information
submitted to date, the data and
information presented at the fuly 3%

1989 advisoTy committee mesting: and

hether (based B

other
periinent.
FDA is awere

data and information that may be

that there is gome -

controversy in the scientific and medics,

communities concerning whether &
camse-and-effect relationship exists
petween use of promethazine

hydrocﬁfori&'e containing drug

and the oecurrance O
apnea. There are aiso

products

£ SIDS and/for
differences ©

slaep

opinfont whether a modified dosage

schedule should be used in

tients and ont the

about possible neurologic toxi

hydrochioride at propose
dosages. The agency

the administraiive record for the

rulemaking for OTC cold.

bronchodilator, and antiasthm

will appear ina

future issue of t
Federal Register. A final decision

eiderly
extent of concern
city
resulting from the use of prome
I d QTC
intends to zzopen

thazine

cough. allergy,

atic
combination dreg products o allow
additional information to be submitied
on these and related subjects. A nolice

e

on the

OTC markeiing status of combination
drug preducts containing pmmethazin@
hydmchlaride will also appear in.a
fature issue of the Federal Register.
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Drug produsts containing

review): te mesmiptimx use

h;ydmehianide were

after May 11, 1972 {ihe

indications and routes of administration

considered
Panel. As etated above,
could only be marketed

Register of the tentative

by the OTC Cough-Cold
these products
OTC after the
date of publication in the Fedsral

monograph fproposed rale) for OTC

cold, congh, allergys

antiasthmatic combination drug

products (53 FR
Under

y 30522; August
21 CFR 330:13{b}(Z); OTC dreg

‘E'I
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bronchoditator. and

1958}

producis containing promethazine
hydrocmoﬁ&e« that ave marketed after

the date of publication in
Register of

the Federal
a tentative final monograp

roposed rule) but prior to the effective

date of a final menograph,

are
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different position that may require relabeling,
recall, or othep regulatory action, The
Commissioner may state such Position at any
time by notice jn the Federal Register, eithep
Separately or as part of another document;
appropriate regulatory action will commence
immediately and will not await publication of
a final monograph, Marketing of such a

_Product with g formulation op labeling not in

accord with a Proposed monograph or
tentative finaj monograph algg may result in
regulatory action against the product, the
marketer, or hoth,

Under this enforcement policy, the
égency can stop OTC Marketing of o

DA. Accordingly, the agency would
consider ag misbranded under sectipn
502 of the Federa] Food, Drug,and
Cosmetic Act (the aci) (21 US.C, 352}

and a new d under section 201(p) of
the act (21 U.s.c. 321{p)), any
combinatiop d; pProduct Containing

bromethazine hydrochloride that is
marketed OTG at this time,

€ agency is noi currently aware of
any combinatiop ¢ product
containing bramethazine hydrochloride
having beep marketed OTC to date. -

However, any combination drug product -
.Containing Promethazine hydrochloride

their products will be accemplished (i.e.,

removed from retaj shelves, placed
under the contro] of pharmacists, and
dispensed only on Prescription), -
Affected manufacturers should contact
the Divisign of Drug Labeling
Compliance (HFD—SIO}, Center for Drug
Evaluatign and Research, Food angd
Drug Administration, 5600 Fishers Lane,
Rockville, Mp 20857, phone 301-295-
8083. :

Dated: August 2g, 1889,
Frank E, Young, .

" Commissioner of Food and Drugs.

R Doc. 89-20732 Fileqd 94—89; 8:45 am]
OF 4160-01-m :

DEPARTMENT of HOUSING AND
URBAN DEVELOPMENT

Office of the Secretary

24 CFR Parts 200 and 206
{Dockat No. R-89-1415; FR-2481]
RIN 250 1-AAE7

Home Equity Conversion Mortgage
!nsurance; Corrections

AGENCY: Office of the Secretary, HUp,
ACTION: Final rule, corrections,

SUMMARY: The Purpose of thig document
is to clarify a technical correction
Published in the Federa} Register on
August 4, 1989 (54 FR 32059), that
corrected a final ryle which authorized
the Secretary to carry out a program fop
insuring Imortgages on the homes of
elderly homéeowners, by enabling the

correction document,

FOR FURTHER INFORMATION CONTACT:
Judith v, May, Office of Economic
Affairs, Room 8218, Department of
Housing and. Urbap Development, 451.
Seventh Street sSw., Washington, DG
20410, 202—755—5426. (This is not a tell-
ree number,)

1987 (Pub, I, 100-242), which added a
New section 255 to the National Housing
Act (Act), Section 255 authorized the

elderly homeowners, enabling the
homeowners to convert the equity in
their homes to cash.

On August 4, 1989 (54 FR 32059), the

document wij] clarify the correction for
§ 206.23(d) that was published op
August 4, 19gg,

Accordingly, the following correctiong
are made in FR Dgg, 89-13639, to 24 CFR
parts 200 and 293, published in the
Federa] Register issye dated June g, 1989
{54 FR 24822}, as corrected in FR Doc,
89-18252, published in the Federal
Register issye dated August 4, 199 (54
FR 32059); .

§ 206.21 ICOrrected]

1.In§ 206.21(d), in the introductory =
text only, on Page 24835, a5 corrected on
Page 32060, correct by removing the

September 5, 1989 / Rules. ang Regulations - 36765

words “interest rate” ang inserting n -
their place, “mortgage balance™: S
§ 206.23 [Corrected;: s S
2.In§ 206.23(d), on bage 24835, as-
corrected on page 32060, correct the
word “mortgage” the last time it
appears, to read “mortgagee”. ‘
Dated: August 29, 1980,
Grady J. Nomis, -
Assisiant General Coungef forEegu]atjans.
[FR Doc. 89-20754 Filed 9-1-8g; g.45 am]
BiLLING CODE 4216-3-p :

DEPARTMENT OF LABOR

Occupationai Safety and l-lealth
Administration

29 CFR Part 1910
RlN"i218—A826
Air Contaminants

AGENCY: Occupational Safety and
Health Administration, Laber,

* ACTION: Final rule; Grant of Petitions for

reconsideration of three exposure limits
and partia] stays of effectiye dates for
four substances,

SUMMARY: OSHA reduced €Xposure
limits for 375 aip Contaminants gn =
January 19, 1989 at 54 FR 2332, OSHA is

acetate fibgy industry and it is not iy
effect for that industry. The STEL
remains in effect for all other industries

- except the cellulose acetate fiber-

Industry. The Time Weighted Average -
(TWA) of 750 Ppm for acetone ig stayed
until September 1, 1998 for one
operation in the cellulpge acetate fiber
industry, ‘ ; ’
OSHA is alsp 8ranting a petition for- -
reconsideration of the new limijt 6f 5 mg/
m?® for calcium hydroxide and it is not in
effect. The prior limjt of 5mg/m3 - ;
respirable dust and 15 mg/m? total dust
s a particulate not otherwise regulated
remains in effect. OSHA will alsg
Teconsider the limit of 5 mg/m? for
calcium oxide hyt the prior limit which
was also 5 mg/m? wi]] Temain in effect,
A stay of the ceiling limit for carbon
nonoxide is granted fop three operations -
in the stee] industry, A stay of the new
limits for nitroglycerin ang ethylene
glycol dinitrate is granted to the
explosiveg Indusiry until October 1,
1989. A stay until October 1, 1989 i





