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A prophylactic lubricant composition

method for using same during

an effective lubricant and an

effective in destroying the human

and other viruses, said

Spermacide, which also reacts

sexual relations,

and devices and
comprising
antiseptic compound

.immunodeficiency virus

antiseptic compound being a

with the vaginal mucosa to

form a barrier to the pPenetration of sperm cells into the

side effects.

said composition having no substantial detrlmental
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AIDS PROPHYLACTIC LUBRICATING coMPOSTTION 010215

AND DEVICES FOR ITS USE

FIELD OF THE Inve TIONw
The prosent invention TeLlates  to oap antiseptic
lubricant comnositiaon for CED I gonwiaa

“udL relationg ., The
lubricant comoes]

R W D
QoL

Cicn of thig invention Teduces the risk
of infection Dy lethal Viruses guceh a5 herpes Simplex
(uscy, Cvlomecalovirus (cMBy inflivenza A parainfluenza,
hepatitis n (HBV) ana particularly human jmmunodeficiency
virus (HIv) . The lubricant Composition of this invention,
in addition to destroying bacteria anpg viruses, Prevents
pregnancy by destroying sperm  cells  ang furthermore

bPrevents any Surviving
vuterus. The present

for reducing the risk of infecltion by lethal viruses

during sexual relations and

reducing the risk of
Pregnancy, and to devices Containing antiseptic
lubricant .

BACKGROUND OF THE INVENTTON

In the last decade, the rapid spread of the HIV and

the accompanying concern of its

térrifying consequences

for mankind, have Created a scnse of

urgency to fing both

short ang long term solutions for this

modern plague.
the HrIv and

viruses are transmitteg by pecple.

There are many ways in which Some other

One of the most common

forms of transmission is by sexual contact . During
intercourse, there are basically three Ways in which the
HIV can be transmit

tted from one pcrson top anolther, One
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“ObY a nenisg penetrating

way 1is by the friction caused

into the vagina, which tearing small ang

Sometimes invisible blocd wves 1Ty vessels) of

both sexual partners. The Dblood from these vessels is
consequently commingled and the s in one partner
is transferread via the blond Lo Lhe olhoer

.

partner. As far
as is known, the HIV develops mainly in {he blood cells,
although it ig transferred ang transmitteq

by body fluigs.
A second way for transmittinq the HIV iq through the body
fluids which the body Secretes during sexual rclations. a
third way is via the semen. It has been found that the

HIV can reside in the spermatophore (Sporm~liquid) Oor even

en or in the Spermatocide (sperm cell) . Thus, the {1y
which resides in the sperm may infect the cther sexual

partner.

HIV, herpes ang similar viruses arc surrounded by

three envelopes. These envelopes are Composed of the same

material as that of the human cel] walls., When the

outside envelope of the virus comesg into contact with the

outer cell wall of humans, the human cel} recognizes the

virus as part of itself angd absorbs it, and bProceeds to

produce more viruses unti] Lhey overflow. The excess

viruses are then expelled from the human cel} and search

for other host cells which will continue to produce more

viruses.

The most common and so far most cffective way of

avoiding infection by HIV and other relateqd viruses during

Sexual relations isg by the use of a condom put on Prior to

copulation. The condom Prevents directk contact between
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and o boo Jothe Partners and also
retains ho spoovn B T S S e cntering the vagina
and evenuunll ChT e s Tar an g Known, the HIV

cannot penocbrae i Vaniior oo lrom

which condoms are

made <ol Poothe son colfective, for example
perforabteld o Vit ‘

Yoo vransmission of the

I Siany poop e nhwover,  dp not like using a
condom, Tainly hocauge o Lho o sStnsation of indirect

contact with Lhe S0 Dot

., which inp many cases

s

interferes with and/or diminishes scrual Satisfaction.

Chat Lo increasge stxual satisfaction
during irtercourse, themselves of lubricantsg
which may be soluble, 1 Trademark Product of

-

Johnson & Johnson) or a fatty lubricant, like

SOIU pavalfin, e ShorerLioular iy Ui Case with atrophy
1y Deople, who G ubricants Lo complement the
diminished quantitics of natyral lubricants Produced ag
Compared with

oy,
NEOES

Situation in Jounger pcople.

Gels  and  foams Tor appilication before or during
sexual intercourse arc  known, some of  which contain

spermicides, such as Nonoxynol-9. Many disinfectants are

also known to pe cifective againgt viruses and are used as
antiseptics in copical applications in concentrations that

are not harmful to body tissucs. Some Compositiong

containing disinfectants are i

also  known for use in

disinfecting the sexual organs., These disinfectants,

however, have never been used in concentrations sufficient

to effectively kil11 viruses, Specifically the HIV virus,




in lubricant COMpositions for use in SoNMun

disinfectant compositions arno

antiseptics ang applied topically
and/or viruses that already oxign

they are applied and to mai “rcas free of such

Organisms, to Drevent possible Juture tnfecticons such as

in the treatment orf wounds  and  burpe . ~Among  the known

disinfectants are the Previously mentionaod Nonoxynol—g,

Benzalkonium Chloride, Povidone lodine, Nitrofurazone and

iC chlorhexidine salt. These disinfcctants, and others not

mentioned but found in medical Dharmacopoeias,

have

similar disinfecting characteristics, although they differ

chemically and react different]:

o

Lo body Lissuces. Many of

these disinfectants destroy bacteria ag well as Viruses.

% Most of them, however, do not destroy fungi . This

Presents g problem, since tho flora of Dacteria Prevent

the growth of fungi and with the destruction of the

bacteria, there is a tendency for the fungi to develop.

One of the problems of using a disinfecting agent in

Iz the area of the female genitals 1s that the Lissues in the

vagina are normally regenerated frequently anag antiseptic

agents in general inhibit the vaginal tissues from

regenerating.

! It is the object of the present invention to provige

o a prophylactic lubricating composition for use in sexual

relations.

It is a further oObject of the invention to eénhance

Sexual satisfaction during intercourse, to  solve the

problem of infection, and to avoid Pregnancy, by using a
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? single Prophyvlactice lubricat;nc Composition which will
i
£ accomplish the following:
i
1 1. Provide PIOPer lubricatianp
¥
A . . . X
4 2. Destroy Dacteria ann lruses
g 3. Prevent tha monilitey or SPerm cells
k7] . . 5
i q . Prevent wpea Penctration oo sperm cells 1nto the
uterus.
5. Prevent fungi from

the vagina.
o. Safe use wilthout s1d

e Yet another object of the Invention jg Lo provige
devices containing and

o Prophylactic
lubricating Composition ang a mebthod ¢

Or using the Same

R T s GOt N
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A still further objech: of the Present invention is

to provide & Pprophylactic method for Protecting against
/ © the spreag of infection from bact ria ang viruses such as

HIv during Sexual relations, ag well

Pregnant, for bPeople who do not use con

doms or diaphragms
; during intercourse, Or provide anp additiona] Prophylactie

safety factor for those who do use them .,

LESY

DETATLED DESCRIPTION OF THE INVENTION

In accordance with the Present invention, there is

bProvided 4 Prophylactic lubricant Composition for use
during Sexual relations, comprising an effective lubricant

and an antiseptic compound ceifective

in destroying the

i <2 human immunodeficiency vVirus ang other Viruses, said
antiseptic compound being a Spermacide, which also reacts

with the vaginal mucosa to form , barrier to  the

bPenetration of SPerm  cells  jintg the uterus, said



composition having no DS Eant
effects. In a preferrec emnody

lubricant COmMpositicon  also Contains

Preferred fungicide being nm

echvloaranon
: The lubricans ma Do ar elifllec iun libricans or
combination of lubricants acceplbabla for cosmetic
applications.
The antiseptic coempounds in accordance with this

invention are Preferably chlorheoxidine and  itg salts

’

10 pParticularly the gluconate or digluconatpe salts,

Chlorhexidine and its salts arc weld

describegd in the
medical literature as effoctivo

.
L adainsg

SUa wide range of

viruses and bacteria and have been Usaed in the form of

antiseptic solutions, Creams  and  gels for topically

disinfecting wounds, skin, mouth, urethra ang other parts

of the body. Chlorhexidine is known not to accumulate in

the blood and does not enter the mammalian cells. When

applied to the human genitals in concentrations even up to

4%, it did not produce any undesirable side effects.
e During ovulation, the female body Produces a mucous

in the cervix which selectively allows Sberm cells to

Penetrate to the uterus. At a1 other times, the cervix

does not allow penetration of sperm Ceclls or semen intg

the uterus. Chlorhexidinc, on the olther hangd, diffuses
o3 into the cervical mucous, Creating a suspension., This

suspension restricts the penctration of sperm Cells during

Ovulation and causes them to rapidly lose their mobility.

This occurs at concentrations of chlorhcxidine in excess

of 0.1%, Thus, by using chlorhexidine a4s  the active
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antiseptic compound  in accerdance  with the Present
invention, the chlorhexidino Cifivses intc the cervical

MUCous prior to the ejection of semen  and  in effect

Creates the '"sealeg bag" of the ‘A¢ina, which will retain

all the body secretions sncluding the semen. Any Viruses

bresent will he destroyed by the chlosn. 1dine
Chlorhcxidine, in Concentrations above 0.1%,

effoctively Cestrovs the virus and in so
irus Tronm ponotrating the human cell.
The present invention ig premised on the discovery that
when selectegd antiseptically active materialsg are
incorporated in lubricants ror USe 1n sexual relations, g

.

number of advantages are cbtaineg which make the sexual
relations safe ang worry-free, both from the fear of

contracting a serious viral discase such as the HIv, ang
the fear of becoming Pregnant . The antiseptic materiagl
for use in this invention must be effective in
concentrations that are safe ang acceptable for use in
contact with sexual organs. It must have the ability to

kill bacteria ang viruses at such concentration levels, It

must have Spermacidal Properties ang furthermore must have

the additional feature of reaction with vaginal Mucosa to

seal the cervical Passage against penetration of any

residual or Surviving spernm cells.

Medical ang Pharmaceutical studies have shown that

the Hrv develops mainly in the blood cells and is carried

by various body fluids to  other cells. When the

antiseptic lubricant of thisg invention g applied to the

S€X organs, a number of advantages arce obtaineq. The
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botvonen the penig and the

lubricant reduces the £

vaginal wall, thus reducing the TVPLure  of hloogd cells

which might Otherwise ocecur reducing the
amount of blood that is ¢ -ccd that cdoes
appear is immediately isinfe I by the active antiseptic
ingredicent. Turthermorg, Cisephice compound alseo

kills any bacteria anc viruses inp the bHody {luids which
are present or are generated during intercourse. The
selecteq antiseptic compound, being 4 sPermacide gg well,
destroys the sperm angd any virus it may carry inside the
vagina, ang last but not least, tne antiseptic compound
reacts with the mucosa to create a barrier in the Cervix,
preventing any SUrviving sperm from entering the uterus.
Thus, in accordance with the Present invention, the vagina

is converted into a "sealed bag" by Creating a barrier

which pPrevents sperm from Passing through the Cervix ang

any viruses present in the sealed Vagina wil) subsequently

be destroyed.

The tissues in the vagina are normally I'tgenerated

<o frequently ang antiseptic agents are  known to often
inhibit the vaginal tissues

from tegenerating. Therefore

. lubricating Compositions for use in the aren of the vagina
should have the same pH as the

vagina itsel?, in order to

eliminate this problem. The antiseptic lubricant

¢ composition of this invention should alse preferably
: contain an alcohol Or mixtures of alcohols, to enhance the
. activity of the disinfectant. Preferably water soluble

lubricants are used, since any stains that they may form

on clothing or sheets are readily washeq out with water

PART I ehten Th- DA AR IR AR

be
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Tecemmended when rubber or
latex Prophylactics are vsod Suoh as condoms  or
dlaohragms The pPreforred Tubricans is Propylene Glycol,
but other wate SClulle lubricat:ime . ;'

“, 4s Kknown in
; Such ag Glvcerine, Tty also he used, alone or in
combination. Although lubricants are
Preferregd, fatty lubricante like sore pParaffin may also be
used if desired. The ~Uoricant Composition
Preferably Contains a4 tungicide  suen “5 methylparaben.,
" This particular fungicide is body dly, doecs not harm

tissues ang destroys fungi which develop in the absence of
bacterial flora. However, other nown ang approved
fungicides may also be useg. In the casge where the active
antiseptic compound also isg a fungicide, it is not
- required to include & Seéparate fungicide jp the lubricant

Composition.

Compositionsg for use by pcople having oral sex can

also be prepared by adding o {lavour, such ag menthol,

lemon, cherry or other desired flavour.
A preferregd antiseptic lubricant composition inp

accordance with this invention compri

%]

©S a mixture of

pPropylene glycol or glycerine, or both, with water, mixed

with carbomethyl celiw

lose (crg) o- hydroxyethyl Cellulose
(HEC) or both. These are formulateq wilh chlorhexidine
o0 gluconate or digluconate anq methylparaben Such g3

composition can have the following Concentrations:

2R

T R LR
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Chlorhexidine sal= LT to 59 01 0215
Methylparaben SLTT En Cx

Propylene glvcol A

Glycerine 5.0% o tan

CMC or HEC &L e o 0%

Purified water o)

A  preferred lubricant compositj

<107 has  the following
S concentration of ingredients:
;%
§ Chlorhexigdine digluconate 0.2¢ to 0.2
o Methylparaben 0.75%

Propylene glvcol 4.0%

Glycerin 11.0%

HEC 1.25%

Purified water To complete Lo 100%

"> The lubricant composition should be €asy to apply and

should not disturb the sexual act, wilthout diminishing the

antiseptic potency. (Most disinfectants Are sensitive to

light ang should e packaged in scaled Containers
)

Protected from light ang air) . it

1s therefore suggested

to ackage the lubricant in & single ysge c¢isposs
g S 8] a e

sterile secaled packet . Sterilization can take place by

heating the Sealed packet for ten

hours at 7¢p°¢ to give a
-10

S.A.L. of 10
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SCRIPTICH oF THE DRAWINGS

The present invention wil) be Turther understood and

appreciated from the following L Lol

N

v
]

description taken
in conjunction wikth

cne crawinag

¢}
P

Fi
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caled packet for

Figure 2 i1 trabtes g diaphraqm with a disinfecting
lubricant impregnat

Figure 3 illustrates a dilaphragm with a disinfecting

lubricant capsule; ang

Figure 4 shows a sq container for

holding 4 lubricating composition in dccordance with the

invention.

Referring now to Figure 1

+ there ig shown a packet .1

for holding the lubricant composition of this invention.
The packet 1 comprises two approximately Square sheets 2

Sealed together by hot stamping around the cdges of the
packet . Edges 4, ¢ ang 8 caled at the end of the
shecets, wherecas the ton of is sealed with g
chevron seal 10, with an

e apex 12, The ge

al on edges 4 ang
8 extend to the top o0f the Packet 14 ang 16 beyonag the
UPPer chevron seq) 10, thus leaving the UPPCr edge of the

packet 18 unsealed, so that the Lwo  sheotbg forming the
packet can bo Separated with tho fingers. The sheetg
comprising the packet are

preferably made of aluminum

foil or polyester ang have a Peelable lacquer on their
inner surface to facilitate sealing ang Scparation of the

Non-sealed areas when the pachet is opened. The packet isg




of course

Preparing such Similar

The packet ;g
upper edges 18 of the
seal first at the a

and bottom edges

edges 14 and 16 Prev
along the side edges
Penis can now be

immersed in the lubri

lubricating Composition contained

be spread with the ri

Devices for use

compositions are illustrated in

and 3 illustrate a a
adhering to the cen
impregnated with the
this invention

containing lubricant

centre of the diaphra

is inserted into the vagin

surround the outer

entrance to the
diaphragm will first
open capsule 24 tg
composition, which

viruses coming in con

light ang

complately

inserted

(Figure 2).

uterus. A

will

1
139

alr—Iimpormeain) e and materials for
ToPacHAets are known i the art
usa2d in tha lollowing manner The
FaCK2l are peolead apart, opening the
T2 arnd thon fTocentire seal 10,
packetr while

sealed. “he upper Sealing

ent the peeling of the packet sheets

4 and 8, thus Creating a sachet. A

into  the °pen  packet ang

cant composition. Alternatively, the

in bthe open packet can
ngers on to the sexual organs

by the female for applying lubricant

Flgures 2 - 4. Figures 2

iaphragm 20 which has foam sponge 22

tre of the diaphragm and which is

antiseptlic lubricant composition of

Altornativoly, a4 Ccapsule 24,

composition, can be adhered to the

gm 20 (Figure 3). “hen the diaphragm

a, 1ts outer edges 26 ang 28

cdges of the cervix, blocking the

penis Pushing against the

Press against the sponge 22 or burst

releasc the disinfecting lubricant

then destroy any bacteria and

tact Lherewith.
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Referrin

¢ now Lo Figure q, “here is shown a
Squeeczable accordion iYpe cylindor 30 having a length of
approximately 5 c¢n and a diamcioxr of a

PRIOximately 2.5 cm,

generally macde of an opaque plaosti
with a fitteq Temovable cap

female removes the cap 33 fronm 3

3 and inserts
the nozzle into the vagina,

eeczing the accordion type
cylinder 30 to release tho antiseptic lubricant
composition into the vagina. Theo

“he composition being in a

gel form, it remains in the vagina during intercourse,
enabling the antiseptic compound to destroy any bacteria
and viruses Present or introduced by the male partner,

Other means for dispensing the lubricant composition

are available, such as  ltowelettes Preimpregnated with
lubricant, which can be used Lo Spread or coat the penis

Or wipe the vagina, or capsules or pessaries Containing

the lubricant composition.

For maximum safety,

[N

L 1S suggested that the

lubricant composition of the Present  invention be used
together with other prophylactic means, such as condoms or

diaphragms, to provide an additional saflety margin, in

case the conventional devices are defoctive. Furthermore
r

the increaseq lubrication provided by the COmposition of

this invention is an additional benefit from its use. The

antiseptic lubricant can also be useqd by doctors and in

hospitals to lubricate gloves or instruments before

examining the vagina, rectum ot mouth.
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CLAIMS
=2 A Il M S
1 A prophylac: -~ ~ubricans CoOmponiv:

-Lion for use during

. Yo, £y~ LTSRN SR T
a) a Cosmeticall, arTeptahle

Iubricant effective to

B Teduce (r clion, vhorebhy reducing the rupture of
P.00d voscols during ..

Gonomun rnlations;

b) an ffective amounts ol Strermicidal antiseptic

active AGaInst HIV ang otLhoer + Said

antisepl:ic 1mmoby |-

i Lhe sperm ang reacting

C with vagina} UCosa to form a barrier to the
bPenetration or Sperm cells into the uterus; ang
C) an effecliva amount of g Cosmetically acceptable
‘ .
fengicide Lo prevent the growth of fungi in the
vagina which GIow Iin the absence of Natural
5

SSiToyed by the antiseptic:

I

said composition Naving ne substantial side effects.

2. A composition as in Cla:inm 1, wherein the antiseptic is

chlorhexidine Oor a salt thereor .

3. A composition as in Claim 2, wherein the chlorhexidine

salt is the gluconate or digluconate salt,

4. A composition as in Claim 3, wherein the lubricant ;g

Sclected from the propylene

Yo

Lycol, Glycerin ang mixtures

thereof .

5. A composition as in Claim 71, wherein the fungicide is

%]
L

methylparaben.



A COmpPOsit: A a5 in Clais v Raving ga natural H
¢ 4
corresponding L. : N \
7 A COmMPOnil o cUooan Ilanm oy further comprising an
aicohol .
8. A Ccompositin oo Clarm ROD 1S5 water soluble.,
9 A prophylach ;- ~ubricar

PLOChmpOn L ion &S Iin Claim 1,
cComprising:

Chlorhoxidzne sall

Mothylparaten

Propylenc Glveol 2.0% to 6%

Glycerine 5.0% to 15%
CMC or HrC 0.5% to 2.0%
i

Purified water to 100%. -

10. A prophylactic lubricant Composition asg in Claim 1,

containing:

Chlorhexidine digluconate 0.2% to 0.6%

Methylparaben 0.15%
Propvlene Givcol 4.0%
Glycerin 11.0%
HEC 1.25%
Purified watoe- to 100%.

17, A composition as in Clain T, further Comprising a foogd

grade flavoring material .

12. A compositicn as in rlainm 1, wherein the flavoring

material is selected from menthol, lemon and cherry,
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13. A packet containirg g4 Prophylactic lubricant
composition for yse :in Sexual relations as in Claim 1,
comprising two pecl-apart sheetbs scaled aroﬁnd three edges,
the fourth edge having a chevron seal, whereby opening said
packet by peeling apart the sheets at the chevron séal will

create an opening of one Side, leaving the other sealed

edges intact.

14, A  squeezable accordion type bottile with

containing a Prophylactic lubricant composit

Claim 1.

nozzle

ion as in

15. A prophylactic lubricant

impregnated in a towelette,

16. A érophylactic lubricant Composition ag

in Claim 1, in
the form of ;3 pessary.

17. A condom prelubricated with ap antiseptic lubricant

composition in accordance with Claim 1.

18. A diaphragm Comprising means for holding 4

prophylactic composition of Claim 1 and releasing saig

composition under pPressure.

19. A diaphragm as in Claim 18,

wherein said means

comprises sSponge means or capsule means,

20.

composition comprising:
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a) a Cosmetically acceptable lubricant effective to

reduce friction thereby reducing the rupture of

blood vessels during sexual relations;

b) an effoctive amount of spe

rmicidal antiseptic

active against HIV and other viruses, Said

antiseptic immobilizing the sperm ang reacting with

Vaginal mucosa to fornm a barrier to the Penetration

of sperm cells into the uterus; and

c) an effective amount of Cosmetically acceptable

fungicide to prevent the growth of fungi 1in the

vagina which grow in the absence of natural

bacterial flora destroyed by the antiseptic;

said composition having no Substantia] side effects.

21, A %ethod as in Claim 20, wherein the disinfectanf is

Chlorhexidine Or a salt thercof.
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FIG. 2

FIG. 4
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