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UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

Ex parte MARIANNE FLOWERS
AND BASILIO TAVARES

Appeal No. 94-0706
Application 07/620,145%

ON BRIEF

Before WINTERS, WILLIAM F. SMITH and TURNER, Administrative

Patent Judges.
W. SMITH, Administrative Patent Judge.

DECISTON _ON APPEAIL

This is an appeal from the final rejection of claims 1
through 10, all the claims in the application. Claims 1 and 7
are illustrative of the subject matter on appeal and read as
follows:

1. A composition packaged for use in the treatment of
topical infections of the skin, comprising a mixture of at least
0.5% by weight of each of the following ingredients: an alkali

metal carbonate; an alkali metal phosphate; and an alkali metal
hypochlorite, in a pharmaceutically acceptable topical carrier.

* Application for patent filed November 30, 1990.
According to applicants this application is a continuation-in-
part of Serial No. 07/389,689 filed August 3, 1989.
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7. A method for topical treatment of infections of the
skin, comprising applying a composition according to Claim 1 to
the skin at the site of the infection.

The references relied upon by the examiner are:

Mihalovits 4,369,180 Jan. 18, 1983

Budavari et al. (Budavari), The Merck Index, Eleventh Edition,
pages 251-252, 254, 1359 and 1366 (1989).

In addition, the examiner relies upon an admission contained
in the Information Disclosure Statement filed March 15, 1991
(Paper No. 2) which reads as follows:

"Compositions having the same active ingredients

(but not a pharmaceutically acceptable carrier) as the

compositions claimed in the present application are

scld by Proctor & Gamble as a cleanser under the

trademark "Comet"."

A reference relied upon by the Board is:

Berkow et al. (Berkow), The Merck Manual, Fifteenth Edition,
pages 2267-2270 and 2327-2328 (1987).

Claims 1 through 10 stand rejected under 35 U.S.C. § 103 as
unpatentable over Mihalovits, The Merck Index and the admission
of prior art. We reverse.

The claimed invention is directed to a composition which
includes an alkali metal carbonate, an alkali metal phosphate and

an alkali metal hypochlorite in a pharmaceutically acceptable

topical carrier. 1In addition, the invention is directed to a
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method for treating topical infections of the skin by applying
the present composition to the skin at the site of the infection.

Mihalovits is directed to a cosmetic facial preparation
which contains aloe vera. The reference does not in and of
itself tz2ach or suggest the use of an alkali metal carbonate, an
alkali metal phosphate or an alkali metal hypochlorite in that
composition. Rather, the examiner relies upon The Merck Index
for its disclosure of uses for these compounds.

While we would agree that The Merck Index disclosure of
using calcium carbonate in cosmetics would have been sufficient
suggestion to use that substance in the composition of
Mihalovits, we do not find that The Merck Index entries for
sodium carbonate, calcium hypochlorite and sodium phosphate
relied upon by the examiner provide such a suggestion.

The suggested use of sodium carbonate in veterinarian
applications to soften scabs of ringworm does not suggest the use
of that compound in Mihalovits since that composition is not
directed toward treatment of ringwo:m. Nor has the examiner

established any reason why the use of calcium hypochlorite in the

specific composition of Mihalovits would have been considered
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obvious by one of ordinary skill in this art. Nor does the
disclosed utility of sodium phosphate in tanning suggest the use
of this compound in the composition of Mihalovits.

The examiner‘s reliance upon appellants’ admission
concerning the commercial cleanser sold under the trademark
"Comet" containing the claimed active ingredients does not help
the rejection. The examiner has not established that one of
ordinary skill in the cosmetic facial preparation art routinely
consults household cleansers when determining appropriate
ingredients for facial preparations.

The decision of the examiner is reversed.

Under the authority of 37 CFR § 1.196(b), we make the
following new grounds of rejection.

I. Claims 1 through 4 are rejected under 35 U.S5.C. § 102 as
anticipated by appellants’ admission regarding "Comet" cleanser
or, in the alternative, under 35 U.S.C. § 103 as unpatentable
over this admission.

As set forth above, appellants have admitted that the
cleanser sold under the trademark "Comet" contains the active
ingredients of the claimed compositions. 1In making this

admission, appellants seek to distinguish the claimed

compositions from that cleanser by noting that the clainms require
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the presence of a pharmaceutically acceptable topical carrier.
However, the specification indicates that this carrier can be
water. Since the normal use of the cleanser sold under the
trademark "Comet" involves placing that composition in water,
appellants’ admission amounts to an anticipation of claims 1
through 4.

In the event the actual composition of "Comet" brand
cleanser differs from that required by the claims on appeal, it
would have been prima facie obvious to one of ordinary skill in
the art to optimize the relative amounts of these ingredients for
the purposes of providing an effective cleanser. In re Boesch,
617 F.2d 272, 205 USPQ 215 (CCPA 1980).

We have not included claims 5 and 6 in this rejection since
we do not find evidence of record which establishes that one of
ordinary skill in the art would have found it obvious to use
either corn starch or aloe lotion in combination with a typical
household gleanser such as that sold under the trademark "Comet."
Upon return of this application to the examiner, appellants and
the examiner should investigate this matter further.

ITI. Claims 1 through 10 are rejected under 35 U.S.C. § 101

as lacking utility and 35 U.S.C. § 112, first paragraph, as being

nonenabled.
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The claimed composition is stated to be a pharmaceutical
composition and the use of that pharmaceutical composition for
topical treatment of infections of the skin such as herpes
simplex 1 and ringworm is claimed.

The Merck Manual entries for ringworm and oral herpetic
manifestations such as cold sores or fever blisters indicate that
these conditions are difficult to treat and that known treatments
do not involve any of the claimed active ingredients of the
present composition. -

The Merck Manual provides an evidentiary basis upon which
one can reascnably conclude that thdse skilled in this art would
doubt the asserted utility and enablement of the claimed
invention. In re Langer, 503 F.2d 1380, 183 USPQ 288 (CCPA
1974), In re Marzocchi, 439 F.2d 220, 169 USPQ 367 (CCPA 1971).
On this record, it is reasonable to shift the burden of proof to
appellants to establish in the first instance that one of
ordinary skill in the art would accept that the claimed
pharmaceutical composition is in fact useful for broadly treating
infections of the skin and specifically treating herpes simplex 1
and ringworm.

Any request for reconsideration or modification of this

decision by the Board of Patent Appeals and Interferences based

upon the same record must be filed within one month from the date
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of the decision (37 CFR § 1.197). Should appellants elect to
have further prosecution before the examiner in response to the
new rejection under 37 CFR § 1.196(b) by way of showing of facts
not previously of record, a shortened statutory period for making
such response is hereby set to expire two months from the date of
this decision.

No time period for taking any subsequent action
in connection with this appeal may be extended under
37 CFR 1.136(a).
REVERSED

37 CFR § 1.196(Db)

=D

SHERMAN D. WINTERS
Administrative Patent Judge

T T2

BOARD OF PATENT

LLIAM F. SMITH APPEALS
Administrative Patent Judge AND
INTERFERENCES

IfuhAnét,s-iwvnyr
VINCENT D. TURNER
Administrative Patent Judge
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pained. A purulen: pockes should be Opened cauliously with the point of a scalpel.
ection exlending along the tendont sheaths requires prompi surgical incision and
SIn chronic recurrent inflammation. 1t is impottant 1o keep the hands dry. The subup-
el debris shouid be cultured. I Candida is not present on several cultures, cutting
ek the nail 1o the pont of its detachment from the uaderlving skin and applying

te tincture of indine, 2 drops bid, wil) help 10 keep the subungual and paronychiai

and free of infection, [f Condida is presene. an antifungal lotion leg. ciclopi-
miconazole, or (i ied tf

Candida, orai nvsiagin 500000 @ gid
piRined for an accompanving candigal
Jussly distorted nail plages may have 10 be removed.

ERYTHRASMA

M . superficial siin infection caused by Corvmebacienum DUDULISSIMUM. fang mast
oAl in adutis. The incidence is higher i the lropics.

Hasma resembles a chrone fungus infection or intertrigo. In the (oe webs,

fissuring, and slight macerarjon occur, usually confined 1o the 1rd and 4th

aces. [n the gemirocnzral région. principally where the thighs coniact (he scro-

R patches are irregular and pink, later becomting brown with a3 fine scaje Erv-

ana may widely involve (he axillas. rrunk. apg perineum, particularly in obese
fie-aged women or ig pauents with diabejes mellitas,

EANerentiation from ringworm is essennai. Diagnosis is established rea

dily with a

Frompt clearing follows oral ervithromycin or
WIECWITENCEs 6 10 12 mo later are usya| At
Rruon.

H ERYSIPELOID

¥ {Sec in BacTErIaL DisEASES Causep ay GRAM-POSITIVE Bacrory in Ch. 8)

T1F
b

2 SUPERFICIAL FUNGAL INFECTIONS
; DERMATOPHYTFE INFECTIONS
;’Ringworm,'

ial infections couseq by demza!opques—fungi that fnvade only “dead" tissues

; 7 ralum corneumn, ngifs, heer). Microsparum. I, richophyion,

fon are Lthe genera most commonly involved. Fomites are protably

*Sponsible for ransmission of infection. Some dermatophytes proguce only nuid
1 ton: | Organism may persist indefinitely. causing
of a gradually extending lesion wizh 3 scal-

an acute infection may
FRudden vesicylyr and bullous disease of the feet: aor an inf

Calp ) may occur, which 15 due 19 a strong immun,

e and is usually followed bv remission or cure,

N Types and Diagnosis
e clinica) differentiation of the refated dermatophvies s difficult. these infec-
yre conveniently discussed iccording 10 the sites nvolved, Diagnosis is con-

od's light, under whick ervthrasma shows a characlen‘slic coral q
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i { ther by direct
1 i ; iy scrapugs of lesions. &1 !
A asurating the pathogenic TunRYS U e e
rr‘r;'fg:c‘xi:;pfg :ionmmalicu ot by culture |5 NS0 SPECIAL DiaGNOsTIC ME
»n.

; icf The char-
is (rF sually caused by 2 Trichophyiern- 12 .
inea corpons (ringworT® of the body) 15 U ¥ _ . ht e iy
Jt‘:;l'isl'lc papu\osquamaus an ; d\'mrd.‘e‘:sri :;Ezox : -
ang tend @ “lear centrally- Diflerentia! diagnosts includes P g
tions. nummular dermanitis. erviem 1

i ondary syphulis.

i { Trichaphyton

pedis (1 ‘s toot) 15 pamcularly coMmmon. :
i (ringworm of the teet atnlete’ s 1 Ll e
g iy sle(s irﬁ‘::mons pegin 10 e ird and 4 inserdigital §pACes an: :?ave .
e s [, The lesions often are macerav o2
. 1 any vesiles and bullae. are
hickened Jnd Jdiserted.

m _ .
e el tion may e

xrhc plama:psnriacc in a"moc:asm' distnbenon. Inflammaudt or vesicuiat v
shight of severe. Tinea pedis ma¥ pe coni ith
occhusive footear with contact dennauhs.u:ol A

shoes. paniculariv adhesive cementt. il cozemd ¥

Y e < oy
Tu nguIm (ringworm of the naiis). 3 form vl O0¥ “homyeosis. 13 usuaily caused DY
ehor ies. Toenail Jpvolvement 13 & Iy

ichaphaon SpesIes 5 o 10 (n N Smg Ln;ne: mg:; :
i -fre::io:fs‘uf the fngermails ¢ |gss common The nails b:flo . his cc?m: o0 e
&s. and debris acoumulates W et he free odBS The naul P iy P
and e aail may b¢ 2

destroyed. Differenuating 2 Trir:hophy;on infecuicn

lafecuon end soriasis 15 pn;ucu\arly imporant pecause che

3 ;
alonged & eatment 1§ required. _ . ‘

: Ti : capitis {1V of the 3£3iD) mainly aflects children, {118 t.oma‘;l.\;z; acr;du ;:z:‘
secoe ol 'y '”"’“’“’“h";‘ﬁ“‘i?of;?;ﬂ“l°£’££2n et parts

: Trichophyton S 25, Suc! L v - o
?{ﬂ;}:} iogc‘!h C;. wn:ur‘:ms indection of the s;:‘a!{: i ?sb;ﬁ :10?:;:1; u::::i ;h;r‘:crpw oo

ent the lesic vt

{nflammation 5 1mV_-grade and persist 58 &
ginated: and ;
Zhow charact:ﬁsm plack dots Vrcsulgmg from Dok

i
weouint esions Arc smail. scad¥- el

ant. much less B s
iﬁﬂ?si“pmm wil b-rok“1 tusteriess B ; -sl";‘f:c? eg :;1;:‘ :): “uwuh nz:d Y hes
< esce L the entire 56 is ¥ ged parcll
22::;;?1133;“22\3; the scalp M. 15 5 a\:::u;vn ;:T\::d:. o
ﬂammamr\i teac with shedding of the infected has . al'm‘ s ®
L“anuloma( on) may als® oecus: it i jollowed $ ortly by he dﬂg O e
\;icwspamm indection i8 facilitated BY examimng We s;::_:,;m under £ o e

‘nfected hails may fucfesee 2 hght pright grect- The org: e

1o form 3 sheath around she s The sheat

of the fungus 18 also important in establishing \he diagnasis.

L able footwear 8 recommen

Ch. 232

af the orgamsms. The wiccucn
ervihrasma, 2f candidiasis. The *

tago. whereas i dermatophyte
sighit,

Tinea barbae. 2 MYCOUC infectic
more commoniy bacterial ysee Fou
mn aghuitoral workers. The vauy

Dermatophytids ot “jd'" aruptions
1he hody dunng an ac §

ute vESWU
(hought 10 resuit from hypersensit)

18 most commanty due 1@ some oth
Feet n Ch 2300

Treatment

Grisaotulvin s afactive 10 EaLm
chomucosist caused hv Trichaphvto:
Jureunt. T, verrucasust. 1. rterdigsds
wn, M. cais. or M gvpseum: but il
degp-wealed myoses teg. Drstoplas
rucTosize anseol glvin 250 me orally
£31 meal, The mycromized form i e
infECHIons. especiafly those ivalvin
drug ecasionally causes G distress.
reported. Headaches, vertigo: and. 10
cal imidazoles with vri griseofuls
irmdazoles ymwonazole. clotnmazok
cloprrey olaming cream have recentt
the nivs1 eifective jopical cream for o
Ihe irmuazeies AT¢ about equai \n etfiv
the ireatment of ceriam pes of dei
capius of oy chOIMYCOSst: Ketoconaz
hroad-~pectrum agent for svsiemic 1h
nogs. Althosgh s aiso effective o
jaxeits that can be severs of evell fa
saler meusures Taul {see AlsO General

Tinea corporis: Faor small ta moedert
pirox vreams of lotions should be ruht

= disappear. For extensive of e

sisiant 4
griseofulvin Tinca corporis ysually res

but may he extensive and resistant o
diseases.

Tinea pedis: riseofutvin, e most
linea pedts. Jouid he vtared even the
_ agute sndlammatory id

ecuon. 1418 usel
. exacerhatons. put Cure MaAY eque th

15 cult if the wocnails are wvoived. Can

: reduce recurrences-

K, Guod foot hygrene 18 esyental. Interd
‘erated sk rubbed awav. and a nland.

3 ded, especutt
B from zoing harefoot. Dunng acuie vest
argin. b

Gt the kerauaods Lops shoul
rying.
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the orgamsms. The infection may be confused with contacr dermantis. psoriags,
s asma. or candidiasis. The scrotum 1 uften acuteiv inflamed in candidal inier-
-~ AR Ftrigo. wheseas in dermatophyie infectians MTOML e ement 15 ayually dbsent or

* f;“‘.*"?‘-"l-."‘k ‘ 1 R ‘&hl-

R DA Tinez barbae, 2 myeoue lection of the beard AP Iy rare. [nfections 1 this aren are
M N - - - -
P o S ore commonliy bactenal i see Fovizer i it Ch. 230 but man pe fungal. expeciadls
Ty gricultural workers. The cyusane d2enl i eclapished by Microbuiogic udy.

T e e n . Dermatopnytids or g erupticns are (ungus-rree <k jesions that veeur elsewhare on
T v body duning an eue vesicular or ndammarars ANEYIrm afertion: they yre
ought 10 resuil from hypersensitvity 1o 1ne fungus. Yesicular dermaztitts o the hangs
B most commonly due w some other bl Dsee LHRONTC DERM A fiTIS Of Hanps anp

in Ch. 230,

tatment
Griseofulvin 15 erfectve 'L ATCIUNE UMD Cupits _orpopn, Pedis. ami ungwium 1opy.
OMYCOSLs) caused by Trichophyion ruprum, 7 eentems. Tonentagropiiees. T St -
g L Loverrucoyum, T interdigiahs. Epriermepa ron Hovgoum. Microsporum wudog.
jot. M. cunes. or A Lpsewnt: hut it 1> wortniess in SHNAIEISS OF likea versicolor and
pscated micoses (eg. histoplasmusia, SOUIIOM Castn, The Jduit dosaye 1

CY0Size griseotulvia 28 mg orally bid 1o gid ang the drug 1y best given with 4 high-
meat. The micromzed form 15 hetter absorhed than the nonmeronized form. Some
Mdcctions, espectally those mvolving the aa,, Mad require - " me o therapy. The
5 g occasionally vauses G distress. skin rashes.
bported. Headaches. ver V. ransies anng : : wur. Tug
imidazoles with vral eisevfulvin ineregse the SUE Tl A number oF related
grnidazoies (miconazole, clotnmazote, uconazole, 2eonazole. hifopy
Bopirox olamiag cream have recentiv he i
W0ie firsy erfecrive lopieat ¢ Al cises o onvenemcons, A o
imidazoles ure yhoyr equal in efficacy ynd are very etfectve wpieal medications for
B rediment of certain Ipes of dermatopinte (riccuons of the ~kin ihut nut ey
Pilis o envehomyeosiy), Ketoconazole, in ury rmdazele destoateve. ¢y g effective
Toad-spectrum aZenL for svstemg therapy of cundidiysiy unid seme desp funesl miec-
3. Although it is abso efecyve orally for dermatophyie infections, Seasonal liver
Kity that can pe SEVETE OF even fatal fimuts its gye tor superticial infecuions unjesy -
“eT Measures fail (see aiso General Therapeutic Principies 10 Chowy,

3

corporis: For small 10 moderately sized lesions. aune of the imidazole oy cigio.
bFox creams or lotions shouid he rubbed in bid unul 4t leasy T 0 0 davs aiter lesions
Bppear. For CXIENSive Or resistant nne corpons. the mast eHecuye therapy 15 orat
EScofulvin. Tines Lorporis usually respongs readily 1o “pevitic annfungal mezdiaton,
4 May be extensive and resistang to treatment in persons with debrfitating wwstermye
Meases,

[Tinea pedis: Griseofulvin, the most effective (reatment ror myveologicallv proven
3 pedis. should be yiarreg even though 1t may have ligle (Mmediate effect vy the
inﬂammatory nfection. 1t is useful 1n vbromc infecuons und n preventing acye
bavons. but cire may require therapy lor manv months und i axpecially Jiri.
W-if the Loenails are mvolved. Concomitant opicai tmidazole or SIOPIeYT muy
recutrences,

d foot hvgiene 15 essenuial. [nterdigiral *Pdces must be dried after hithing. muc-
skin rubbed away, and a bland, drving dusting powder applied. Light perme-
foorwear s recommended. aspeciaily during warm weather- many patents benetit
‘BOINg barefoor, During acute vesicular Hare-ups. builie may be dratned g she
an. but ne keralinous tops should not be removed. Tap-water ~wiaks hug are
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pemphigus, zccompanying skin lesions are common. Erythems multiforme (see in Ch
237) may be discerned by more marked constitutional symptoms and widespread
hemorrbagic lesions. In pemphigus (see also in Ch. 238), constitutional symptoms
usually persist for several weeks. and the patient often recalls a prior episode of large
painless buliae without accompanying prodromal symptoms.

Dragnasing the solitary lesion of herpes labialis is usually not difficolt because of its
characteristic appearance and locauon.
Treatrmant

In primary herpetic stomatitia, a topical analgesic relieves temporary pain; 2% lido-
caine viscous, 5 mL (1 tspy as an oral nnse g 3 h, or diphenhydramine elixir, 5 mL (1
tsp) 4s an oral rinse g 2 N is used as needed. A sodium bicarbonaie mouthwash of 2.5
mL (0.5 tsp) in 250 mL (8 oz} warm water qid soothes and cleanses. Since children
tend 10 decrease duid intake, they must be waiched for dehydraton. Suppoctive ther-
apy consists of increasing Huids and giving diet supplements (see TaBLe 79-5 in Ch.
79). Systemic antibiotics may be used 1o guard against secondary infection,

Recurrent herpatic labiatis (lip lesions) can be reduced in frequency by using a sun-
screen containing amino benzoic acid during sun exposure. AN proposed treatment is
more effective if staried in the prodromal stage, ie. at the first symptoms of local change
in sensauons.

Topicadly, antiviral agents such as vidarabine or acyclovir cintments will discourage
spreading and act as lubricants. Applying ice locally will reduce swelling. Petrolatum
will tend 10 prevent cracking, bleeding, and self-inoculation from mapual spread.

Systernic treatment is directed toward improving resistance (o the virus. A combina-
tion of equai parts of citrus bioflavanoids and ascorbic acid tablets 400 mg tid far 3
days may abon or gready reduce the duration of the lestons, Where frequent recur-
repces interfere with daily function or putrition, acyclovir 200-mg capsules §
times/day will give relief.

Desiccating agents such as alcohol. ether, and chicroform are thought 10 fracuonate
the virus, thereby inviting resisiant and mutagenic strains. Corticasteroids can spread
the vitus, especially on mucosal tissue.

There is no cure for herpes simplex.

TONGUE

Infants may have mucocutansous tymph node syndrome (Kawasakd syndrome—sec in
Ch. 191) in which there is a bright red tongue and face, edema of the extremities, and
thrombocytosis. Ankyloglossia (tongue-tic) may be diagnased if the tp of the tongue
cannot contact the alveolar ridge or the tips of the teeth or sweep from one corner of
the mouth 1o the other. To increase mobility of the wongue, the lingual freaum may
need curting. Untreated tongue-tie may affect speech and interfere with mastication

. and passive cleansing of the teeth. A bumming sensation is a Irequent postmenopavsal
symptom i association with poor keratinization, or may be a sympiom of diabeuc
neurcpathy; both require treatment of the underlying endocrine disorder. [n ihe ab-
sence of physioiogic or anatomic abnormalities, depression or an anxiety state shouid
be considered. Amitriptyline 25 mg at bedtime with a weekly increase of dosage 1
usuaily effective 1a 3 to 4 wk.

GLOSSITIS
An acute or chronic inflammation of the rongue.
Etiology
Glossitis may be either a primary disease or a symptom of disease eisewhere. The
many and varied causes include the following:

Ch. 247
| Local: [nfe
i teeth, ifl-Gtto
i mary irritanis
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or restorative
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