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Foreword

In April 1979, some two hundred physicians, family-planning administra-
tors, researchers, and social scientists from 42 countries met in Guatemala
City, Guatemala, to attend the International Workshop on New Develop-
ments in Vaginal Contraception. The objectives of the three-day workshop
were to review the worldwide use of vaginzl contraceptive methods and de-
termine the factors influencing their use; to describe research and develop-
ment of new methods of vaginal contraception; and to consider new meth-
odologies for the evaluation and testing of vaginal contraceptives.

This volume presents the proceedings of that conference, which is the sev-
enth in a series of workshops focusing on significant and timely issues in the
field of fertility regulation, sponsored by the Program for Applied Research
on Fertilitv Regulation (PARFR) of Northwestern University, in cooperation
with the United States Agency for International Development (USAID). At
these workshops, leading national and international scientists and clinicians
representing a broad variety of disciplines have presented their experiences
and exchanged ideas on the following topics: Hysteroscopic Sterilization;
Control of Male Fertility; Advances in Female Sterilization Techniques;
Risks, Benefits, and Controversies in Fertility Control; Reversal of Steriliza-
tion; and Pregnancy Termination: Procedures, Safety and New Develop-
ments. PARFR also supported a workshop sponsored by the National Acade-
my of Sciences/Institute of Laboratory Animal Resources on Animal Models
for Reseaich on Contraception and Fertility.

The Program for Applied Research on Fertility Regulation was established
in 1972 at the University of Minnesota, and moved in 1975 to its present lo-
cation at Northwestern Umversity. In association with the USAID, PARFR
provides scientific and technical assistance and funding support to foreign
and U.S. institutions for applied research in the field of contraceptive devel-
opment. Priority is given to proposals for new or improved methods of fer-
tility control appropriate for use in developing countries. Foreign-based re-
search projects or collaborative efforts between United States and foreign
institutions are encouraged.

Of major interest to PARFR are fertility control methods which do not re-
quire physiciar: services; do not require frequent administration; do not re-
quire high levels of motivation; can be self-administered; may be effective on
a postcoital or hindsight basis; and are able to minimize supply and distribu-
tion problems.

Research projects which have received PARFR support, or are presently
being funded by PARFR, include biodegradable contraceptive drug release
systems, intravaginal barrier methods, immunologic approaches, intrauterine
delivery systems, contragestational intervention methods, sperm enzyme in-
hibitors, male pharmacologic methods, postcoital contraceptive methods,
ovum transport manipulation, and luteolytic contraceptive agents.
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Research projects involving male or female sterilization by pharmacelogic,
mechanical, and surgical methods have also received PARFR funding, as
have projects involving reversible occlusive sterilization devices in the male
and female.

Several PARFR-supported research projects involving new approaches to
vaginal contraception are described in this volume. The recent resurgence of
interest in this important contraceptive modality has prompted the present
assessment of vaginal contraceptives and will hopefully provide some indica-
tions of their potential for further dcvelopment, increased effectiveness, and
greater applicability.

G 1 Zatuchm
A ] Sobrero
J J Speidel
J J Sciarra




Introduction

Vaginal contraception is the oldest means by which women and men have
attempted to control their fertility. The ancient Egyptians, Hebrews, Ro-
mans, Greeks, Indians, Chinese, and Japanese knew of, and used, an exten-
sive array of vaginal methods of fertility control. In light of modern scientific
inquiry, many of the ingredients described in ancien: texts have been shown
to possess spermicidal properties.

From earliest times until 1960, couples controlled their fertility by sexual
abstinence, coitus interruptus, abortion, and vaginal contraception. In many
countries, especially in Europe, Japan, and the United States, the dem-
ographic transition from a high-fertility society tu one characterized by low
fertility was accomplished by couples using combinations of these four mea-
sures. In the 1960s, scientific technology created a revolution in fertility reg-
ul2tion—namely, the development of oral contraceptives and the reemer-
gence of intrauterine contraception. Because of these technological develop-
ments, methods of vaginal contraception became far less attractive and their
use declined significantly, even in developed societies.

Within five years of becoming generally available to the public in 1960,
the pill and the IUD had gained acceptance in family-planring programs
worldwide. In the U.S. by 1965, 16% of married couples were relying on
these methods and their use doubled during the next eight years. By the
early 1970s, surgical sterilization was becoming the most commonly used
method of fertility control, having been selected by twice as many married
U.S. cou des in 1973 as in 1965. With these occurrences, the use of vaginal
contraception decreased further.

Interesting shifts in the reliance on various methods of contraception have
been revealed by epidemiologic studies, especially in the United States. Sev-
eral such studies, begun in the 1950s and 1960s, seem to indicate that a
trend toward greater acceptance and use of the vaginal methods may be be-
ginning. The most significant change in contraceptive practice between 1973
and 1976 was the decline for the first time in the proportion of U.S. couples
using oral contraceptives and intrauterine devices. Concomitantly, the tradi-
tional methods, while still constituting a relatively minor proportion, were
no longer declining in use at the same rapid rate they had been used
previously and, among certain groups, even showed an increase in use.
While these increases were not dramatic, the patterns of change are none-
theless worthy of comment for the potential directions, relating to the use of
vaginal contraception, which they suggest.

Although none of the presently available methods of fertility control is
completely effective, completely safe, and completely reversible, vaginal con-
traceptives offer considerable advantages with regard to safety and revers-
ibility. They fall short in terms of use-effectiveness, however. Contraceptive
failure rates during the first 12 months of use by married women 15-44
years of age are calculated to be 2:100 for women using oral contraceptives

xisi
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and 5:100 for those using IUDs, as compared with 13:100 for those using
the diaphragm in combination with a spermicidal jelly, 15:100 for couples
using the condom alone, and 20:100 for women relying on contraceptive
foam or jelly alone. Yet when these latter methods are used consistently and
correctly by highly motivated couples. the failure rates are significantly re-
duced.

In recent vears, anthropologists. sociologists, and psychologists have shed
some light on cultural and personal factors affecting the acceptability of vag-
inal contraceptives. These factors include attitudes associated with pregnancy
and childbearing: religious or moral beliefs that govern the use of certain
methods; the openness with which matters of sexuality and contraception
may be discussed and dealt with: the traditional relationship between men
and women, as well as the way individual partners interact; the cultural ex-
pectations as to which partner will assume responsibility for contraception;
the role of the physician in providing contraceptive informatiorn and services:
and the attitudes and expectations associated with specific methods of con-
traceplion.

Contraceptive methods are viewed by many users as having clusters of at-
tributes, with cultural meanings which influence the overall acceptability of
the method. The role of such cultural influences is as vet poorly understood.
In the past, more emphasis has been placed upcn safety and effecuveness
than upon why methods are acceptable. upon xnowledge and use of specific
contraceptives than upon attitudes toward them. As indicated by this work-
shop. however, there 1s increasing scientific interest in the development of
vaginal methods of contraception that are socially and culturally acceptable,
and that can be made available without health professionals. Basic to the de-
velopment of the technology is a better understanding of vaginal and cervi-
cal anatomy, physiology, and biologic function.

Much 1s being learned about vaginal physiology during sexual intercourse.
An understanding of the functions of the vagina is necessary to improve the
effectiveness of vaginal methods of contraception, because the inherent char-
acteristics of the vagina tend to thwart any attempt to prevent pregnancy. As
Flowers and associates indicate that the lubrication of the vagina encourages
impregnation when withdrawal is used for contraception, or when the ejacu-
late is spread over the labia and not deposited in the vagina. Secretions
within the vagina also reduce the effectiveness of contraceptive agents placed
in it; copious vaginal and cervical secretions produced during intercourse re-
duce the effectiveness of vaginal foams and foaming tablets by diluting them.
In addition, tenacious cervical secretions protect the sperm from spermicidal
agents, while simultaneously facilitaing sperm migration. The effectiveness
of the diaphragm is reduced by anatomic changes within the vagina during
sexual excitement; scme diaphragm failures are due to the elongation and
ballooning of the upper third of the vagina and elevation of the cervix dur-
ing orgasm, which allow penile thrusting to displace the diaphragm from the
Cervix.

Development of improved and more effective contraceptives depends also
upon a better understanding of sperm migration in the human female. Only
by understanding the physiologic processes involved can fertility be regu-
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lated without significantly altering other bodily functions. According to
Mcghissi, sperm migration through the cervix involves the ability of sperm
to penetrate the mucus. Despite the assistance the sperm may derive from
uterine contractions during therr ascent in the female reproductive tract,
their own motility is essenual for reproductive performance. The fibrillar
structure of cervical mucin, enabling it to participate actively in the process
of sperm transport, is another important factor requiring greater under-
standing, as is the morphologic configuration of cervical crypts which con-
tribute to the storage and preservation of sperm in the cervical canal. and
their sustained and prolonged release into the upper tract.

Improving methods for evaluating vaginal contraceptives is a matter of
considerable concern. A major effort of the U.S. Food and Drug Administra-
tion (FDA) involves a panel of physicians and other specialists in the field of
family planning. charged with the task of determining the safety. effective-
ness, and proper labeling of vaginal contraceptives that arc presently avail-
able over the counter, and establishing guidelines for future evaluative stud-
ies. Approximatelvy 50 products, including more than 30 active ingredients
used in other vaginal drug products. have so far been reviewed by the panel.
The members have recommended that testing for contraceptive effectiveness
of vaginal products be standardized. With presently used testing procedures,
wide ranges of method and use-effectiveness, with failure rates as low as 3%
or as high as 40%, are reported for the same product in differ 1t studies.

The effectiveness of any vaginal contraceptive is related directly to the ac-
curacy and consistency with which 1t is used. Because most vaginal contra-
ceptives are sold without prescription and are used without professional
guidance, the labeling and packaging inserts are extremely important,
warranting closer attention and more careful preparation than has been the
case in the past. Instructions for usce should be simply and conciscly stated.
so that the consumer has a clear understanding of the results to be anticipat-
ed; ingredients should be listed, in case users have allergies; and effective-
ness claims should be more carefully stated. so as not to cause unrealistic ex-
pectations of performance. Better package inserts and patient education
could improve the use-effecuveness of vaginal contraceptives.

Some investigators are attempting to evaluate and improve spermicidal
agents and vaginal contraceptive formulations by critically reappraising the
methodologies for in wiro testing. Efforts are being made to establish stan-
dards for the variables affecting spermicidal activity—such factors as pH of
vaginal contraceptive formulations. scmen age, temperature, and semen do-
nor variations.

In vitro studies have certain recognized hmitations; for example, concentra-
tions of a contraceptive agent to which spermatozoa are exposed are not al-
ways equivalent to concentraticns of the agent within the vagina; assessment
of interactions between the microbiologic or biochemical environment of the
vagina and the contraceptive agent is difficult; and unique anatomic and me-
chanical aspects of n vwo contraceptive use that may modify efficacy cani.ot
be adequately evaluated by in vuro methods. The latter cannot account for
such factors as the different time intervals after insertion of the contracep-
tive agent into the vagina, alterations in intravaginal distribution due to
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changes in coital positioning or penile thrusting paiterns, variations in vagi-
nal vault expansion and lubrication with different levels of sexual excitation,
or changes in effect when seminal fluid is introduced intravaginally two or
more times within a specified time interval. Controlled human postcoital
vwo evaluation methods have been deveioped by scientists at the Masters
and Johnson Institute to overcome these limitations. The studies are intend-
ed to be used only after in vitro testing of an intravaginal contraceptive prod-
uct has been completed, and before the product has been released for test-
ing in clinical settings.

The need for in vivo testing procedures is well recognized. A contraceptive
product may have good n witro spermicidal activity, but this may not be the
case in the vagina. Therefore, testing the spermicidal activity of a vaginal
formulation i wwo is advisable before fertility experiments are initiated.
Opinions vary as to the most appropriate animal models for this type of test-
ing. Until recently, a good animal model for the evaluation of the effective-
ness of vaginal contraceptives was not available. A concern, when using the
rabbit, dog, or any other nonprimate for this type of work, is that sigmficant
differences may exist in the reproductive processes between these species
and the human. The only species that has a reproductive tract similar to that
of the woman, and cycles in the same fashion, is the nonhuman primate.
Zaneveld, B. Zatuchni, and Hahn have found that the stumptailled macaque
is useful for the evaluation of contraceptive activity and effectiveness of vagi-
nal formulations.

In the past, evaluations have been limited to vaginal irritation studies, in
rabbits and monkeys, which assess the potential for local tissue irritation
without reference to systemic toxicity. Recent studies have shown that the
vagina has the ability to absorb substances placed within 1t and transport
them to the systemic circulation. Therefore, in addition to studying possible
effects of a new vaginal contraceptive on the vagu.al mucosa, investigators
are studying the effects on the nonpregnant woman or on the woman in ear-
ly pregnancy; the effects on the embryvo; the effects on the fetus during the
period up to birth: and the effects on the neonate, in case an ingredient is
secreted in milk.

The new spermicide-releasing sponges and spermicidal condoms presently
being developed have created a nced for special assay procedures that indi-
cate how much and at what rate a spermicide is released: whether the
amount released is sufficient to immobilize sperm; whether or not the
sponges absorb semen, and if so, what the rate and capacity for absorption
is in relation to the mass of these sponges: and whether these characteristics
change in the presence of cervical mucus.

Answers are sought to certain fundamental questions pertaining to pre-
clinical efficacy studies, such as whether a direct correlation can be shown
between preclinical efficacy, as judged by in vitro and in vivo test procedures,
and clinical efficacy, as judged by valid clinical trials; and to what extent the
barrier provided by the vehicle contributes to the overall clinical efficacy of
the product.

The final measure of clinical effectiveness must be obtained through clini-
cal trials in which many couples usc the method over a period of time.
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While there is no substitute for such studies, they are time-consuming, cost-
ly, and sometimes unreliable. Contraceptors may become pregnant because
they do not use a method. because they use it incorrectly, or because the
method fails, even though it is used exactly according to instructions. Addi-
tional factors, such as age of persons in the study population, individual and
couple fertility, motivation, and experience with a given method, childbear-
ing history, plans for future pregnancies, attitude toward a product, instruc-
tions in use of the method, amount of follow-up provided, and attituces of
the investigational staff, must be considered. Soiting out these factors is es-
pecially significant in the evaluation of vaginal contraceptives, whose success-
ful use depends heavily on the compliance and motivation of the subjects in-
volved. Clinical study models are being developed, and are described in this
volume by Bernstein and Nakamura. Stolley ¢f a/, and Derman.

As newer and more efficacious vaginal contraceptives are developed, they
must be monitored for side effects. with surveillance continuing after the
contraceptives have been marketed. Difficult effects to determine are those
that occur only after long-term or chronic use, those that are delayed in ap-
pearance. and those that occur at low frequencies. These effects are best de-
termined by epidemiologic surveillance systems. Several types of studies,
such as the controlled clinical trial, cohort studies, case-control studies, and
congenital malformation and cancer registries, are useful depending upon
the type of information sought.

Major emphasis of past research focused on dosage form development for
vagmnal contraceptives, so as to make products containing surfactants more
effective by enhancing consumer compliance. However, research emphasis is
shifting to the development of longer-acting delivery systems, such as
sustained release vaginal inserts and spermicide-releasing sponges. condoms,
and diaphragms. which would make these methods temporarily independent
of intercourse. Although investigators are taking different approaches in
therr research, the goal is the same: new products which are long-acting and
independent of coitus, which have maximum convenience and greater ac-
ceptability, and which are inexpensive.

Approaches to lowering the failure rate of present spermicides all aim at
improving the spermicidal activity of the agents or therr method of delivery.
However, because of the nature of the reproductive process, spermicidal ac-
tivity alone may never be sufficient to provide a high degree of contraceptive
effectiveness. It may be that agents will be incorporated into spermicidal
preparations that work on an entirely different principle. For example,
agents might prevent liquefaction of the seminal coagulum, thereby trapping
the spermatozoa and preventing penetration of the spermatozoa into the
cervix, allowing more time for the spermicides to affect them. Or an agent
that alters the physical properties of the cervical mucus could be incorporat-
ed into a vagmal suppository, thus delaving or preventing sperm penetra-
tion. These possibilities are strictly theoretical at the present time. Research
1s underway on another type of agent that binds to the spermatozoan and
prevents its union with the egg. In order to pass through the zona pellucida
of the egg, spermatozoa require the activity of acrosin, a proteinase located
in the sperm acrosome. Synrhetic acrosin inhibitors have prevented fertiliza-
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tion in nonhuman primate species and show good contraceptive activity
when applied vaginally.

Several types of contraceptive sponges are presently being investigated. A
sponge made of collagen fibrous protein. being evaluated at the University
of Arizona and other places, appears to have the necessary resilience, fluid-
binding capacity, easy insertion and removal, and possibility of incorporating
medications, such as spermicidal agents, into the sponge matrix, that are re-
quired for successful contraception. Preliminary testing in volunteers indi-
cates that the sponge is nonirritating, noncarcinogenic, and stable in contact
with the vaginal tissue. It continuously covers the cervix as a mechanical bar-
rier against sperm and is of a size which minimizes dislodgement during in-
tercourse. Postcoital efficacy tests have been most favorable, although the
contraceptive efficacy increases substantially when the sponge is used in
combination with a spermicide. Together they provide a potentially promis-
ing intravaginal barrier method.

Another sponge, made of polyurethane and containing nonoxynol 9, is be-
ing tested in several countries, with moderate success. A third type of
sponge is made of polyester and nonoxynol. When this sponge is com-
pressed by coital thrusts, the nonoxynol is released from foam and provides
spermicidal action for two hours or longer. Hydrophilic properties enable
the sponge to absorb seminal and vaginal fluids much in excess of its own
weight and hold them until the sponge is removed. The active ingredient is
mostly released from the sponge during the coital act, and replacement of
spermicide is unnecessary for multiple acts of coitus occurring within a 72-hr
period.

Several contraceptive vaginal suppositories are under evaluation. An effer-
vescent intravaginal suppository containing the spermicide menfegol is being
tested in Guatemala and Bogota. The tablet is inserted a few minutes prior
to coitus to allow time for it to dissolve, a prerequisite of contraceptive ac-
tion. If more than 15 min elapse between insertion and intercourse, another
tablet must be inserted. Users complain that this activity interferes with en-
Joyment. Other disadvantages are postcoital discharge, a hot or burning sen-
sation in the vagina, and vaginal or penile irritation. Advantages are simplici-
ty and relative inexpensiveness.

Some 70% of all vaginal contraceptive users in West Germany use a
foaming contraceptive suppository called Patentex Oval. Although the manu-
facturer claims that it is as efficacious as the pill, investigators suspect that
Patentex Oval has a fairly high rate of failure, based on interviews with wom-
en going to the Netherlands for induced abortion. This is a serious matter,
because the suppositories are widely available without a prescription, and in-
tensive advertising campaigns are directed to teenagers. In a multicenter
study, with data from 30 different Pro Familia abortion centers in West Ger-
many, pregnancy rates with Patentex Oval accounted for 12% to 19% of all
pregnancies, whereas the rate of pregnancy among oral contraceptive users
was just over 3%. Clinicians have reported that in some women the supposi-
tory does not foam at all, resulting in uneven and partial distribution of the
spermicide and inadequate covering of the cervix.

Another area of concern is the pharmacokinetics of nonoxynol 9. Chvapil
and his colleagues, at the University of Arizona, report that when large
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doses of nonoxynol 9 werc administered intraperitoneally to rats for five
consccutive days, the livers showed a marked increase in the density of
rough endoplasmic reticulum. Lung tissue. however, remained unchanged.
Changes in liver chemistry occurred after intravaginal administration of large
doses of the spermicide: collagen content in the liver was significantly in-
creased at 15 days. Five or more intravaginal administrations of nonoxynol 9
to rats also increased serum glutamic-oxaloacetic transaminase (SGOT).

The implication is that nonoxynol 9 is rapidly transported from the vagina
to the blood: almost 100% of the nonoxynol is resorbed from the sponge
within 9 days, and is efficiently cleared from the blood by the kidneys or the
liver. The liver retains 20-50 times more nonoxynol 9 than other organs six
days later, suggesting that the liver would pe the organ most affected by this
chemical. Studies of the chronic effects of nonoxynol 9 in humans have just
begun.

Modern condoms have had widespread use in their present form since the
1930s and, in developing countries, since the 1940s. Present interest focuses
on increased marketing effectiveness and quality control, as well as refine-
ments and new developments. Regarding condom quality, primary consider-
ations are whether the standard tests now in use actually measure condom
quality, thus assuring effectiveness; how well the condoms meeting these
standards can withstand local climate and other conditions; and whether
standard quality criteria unnecessarily rule out reasonably effective condoms
which would be more acceptable to users.

Appropriate packaging (foil or plastic film) for various chimatic conditions
is being debated, as are quality standards regarding thickness. Advocates of
the thin Japanese condoms say U.S. condoms are unacceptably thick, while
U.S. condom advocates say Japanese condoms are associated with high fail-
ure rates.

Most family-planning programs have been inhospitable to condom distri-
bution because of their tight structure, female and clinical orientation, and
distribution of prescriptions by medical and trained auxiliary personnel. In
the 1970s, the trend shifted toward iess formal, .nore liberal clinical services,
and expansion of nonclinical distribution, which favors the condom and has
significantly increased its use. Surveys of contraceptive use, however, gener-
ally mention the pill, IUD, sterilization, and “other methods,” thus statistics
on condom use are incomplete. Virtually no efforts have been made to study
condom use in-depth in various countries.

New research developments involve water-soluble condoms made of bio-
compatible films and plasticizers, which dissolve rapidly and are casily insert-
ed on the penis. A number of resins and plasticizers are being investigated
as possible penile caps or wrap-around sheaths that would act as a spermi-
cidal barrier. The films have good potential, but studies are required to de-
termine whether they can dissolve rapidly enough to act on the ejaculate. /n
vivo spermicidal activity, dispersion within the vagina, long-term stability and
shelf life, and user acceptability remain to be seen.

Few data are available on the effects on condom quality of multiple ad-
verse conditions of temperature, humidity, electrical storm activity, exposure
to natural or artificial light, abrasion, and mechanical load. A new approach
to monitoring of condom quality has been developed and is known as the
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PIACT Field Testing Package for Condoms. It includes air-inflation and sur-
face stress tests to determine volume and pressure at burst; biaxial tension
and tearing; and an apparatus to test for pinholes, which comes with detailed
operating procedures, sampling protocols, calibration checks, data collection
forms, and ancillary equipment for handling condoms and performing stan-
dard dimension checks. The system is being used in Mexico and Bangkok
and promises to be useful on a wider basis.

A major area of interest is the social marketing of contraceptives; that is,
the research, development, seiling, and promotion of a contraceptive prod-
uct or service to fill a perceived need of the consumer and to provide a so-
cial benefit to the community, using the traditional commercial distribution
system. Such commercial distribution programs are intended to be used in
concert with clinical programs to provide educational services and care for
lower economic individuals.

Where social marketing programs have been initiated, positive results are
being reported. Presently at least seven countries are developing such pro-
grams. Eleven other countries are adding commercial divisions to their offi-
cial family-planning programs. and still others are planning to increase their
existing coverage.

One of the strongest commercial distribution programs is in Mexico,
where contraceptives are offered through pharmacies. self-service outlets,
and food stores, supplemented by a training orogram directed to retail store
owners and employees, and an informational and educational program
through the mass media. Preliminary results indicate that the campaign is ef-
fectively increasing contraceptive acceptance and use.

Commercial techniques to promote condom use are also being applied in
the Philippines, where, after a year, the Condom Marketing Research Project
of the Population Center Foundation has produced a significant increase in
the acceptance and use of condoms. A three- to fourfold increase in condom
use was achieved with an intensive campaign involving advertising and door-
to-door selling activities.

A community distribution program (CDP) in Guatemala has grown rapidly
since its inception in 1976. The use of barrier methods has increased nota-
bly, as a result of the CDP, and this increase is expected to continue. The
relatively high cost of these methods, a major problem, exists because they
are not subsidized or provided without cost by international assistance pro-
grams. Providing these methods at a nominal price would facilitate their ac-
ceptability and use.

A knowledge and practice assessment was made of condom use in two
areas of rural Bangladesh. In one area, condoms and instructions were pro-
vided to all interested couples, and in the other area, no special effort at ed-
ucation and distribution was made. Results indicated that although knowl-
edge and understanding of proper condom use existed in the former area,
actual condom use increased by only 3.8%, suggesting that considerable ed-
ucational and promotional work will be required to substantially increase
condom acceptance in rural Bangiladesh. Social marketing programs may
help to correct this situation.

Of the estimated $30 million spent in 1978 on contraceptive development
by all agencies worldwide, both private and public, it is likely that no more
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than 3%. or $1 million, was spent in the area of vaginal contraception.
Funding by the various research groups may increase, however. Private phar-
maceutical corporations and other medical supply manufacturers are show-
ing considerable interest in product development. Much of this interest has
been generated by the apparent safety of the methods, the relative ease in
marketing the products, the repeated use of the product. and the declining
use of oral contraceptives and IUDs. In a commercial sense, these are true
motivating forces.

Directors of family-planning programs in dcw.cloping countries, whether
government or privately sponsored. typically face probiems of material scar-
city, coupled with mismanagement of resources. For a family-planning pro-
gram to achieve consumer acceptance and positvely affect public health,
contraceptive supplies must be delivered to the user. The procurement and
use process, described in this volume by Bates, Hartman, and their associ-
ates, must be understood by familv-planning administrators. Systems for the
supply of contraceptive materials are being implemented in Afghanistan, Ne-
pal. Bolivia, and other countries to provide more effective distribution of
contraceptive goods. The technically perfect contracepuve does not exist; vet
in many countries, fertility rates could be lowered by regular supply and ap-
propriate use of eustmg contraceptive technologles and commodities.

Potts has stated that “‘vaginal contraceptives are to family planning what a
buffalo cart is to a2 modern transport system; more certain ways of solving
the problem may exist, but to overlook the usefulness and potential accept-
ability of a simple solution to a common problem, especially one that is of
proven usefulness and perhaps also open to improvement, is shortsighted.”
Potts also notes that vaginal barrier methods are without significant side ef-
fects and probably have no long-term risks. The condom and diaphragm
may reduce the risk of cuncer of the cervix, and both barriers and spermi-
cides have the potential of helping to control venereal discase. Further, in
any country where abortion 15 legal, the combination of vaginal barrier
methods of contraception and first trimester abortion presents less of health
risk to the user than do IUDs or oral contraceptives.

When vaginal methods are promoted honestly, without unverifiable claims,
they are well accepted. In the developing world. their marginally inferior
performance in relation to effectiveness is perhaps less significant than in
the West. For the many millions of persons who live out their lives in rather
simple terms, the sophisticated technology of the West may not be relevant.

This volume addresses. in greater detail, the issues that have been
touched upon here. It was just a centurv ago, in the 1880s, that the first
modern vaginal contraceptive product became commercially available.
Rendell's pessary, a cocoa butter vaginal suppository containing quinine sul-
fate, was quickly and enthusiastically accepted. first in England, and soon
worldwide. Since that time, vaginal contraceptives have been sometimes
widely accepted and used, and sometimes ignored.

Unquestionably, the time is right to consider vaginal contraception in light
of the latest scientific thinking with regard to reproductive physiology: to the
social, cultural, and personal impacts of presently available contraceptive
technology; and to the development and evaluation of new approaches to
vaginal contraception.
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It is the hope of the editors and contributors that the present volume will
provide a better understanding and appreciation of the role of vaginal con-
traception in fertility regulation.

Gerald 1. Zatuchni, M.D.
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Vaginal Contraception:
Historical Perspective

JOHN J. SCIARRA

The rapid progress and dramatic events in the field of fertility regulation
since 1960 have prompted a reevaluation of the vaginal methods of contra-
ception. This reevaluation includes a consideration not only of the present
status of the condom, diaphragm, and spermicides, but also of their poten-
tial for further development, increased effectiveness, and greater acceptance.

Vaginal contraception is the oldest means by which women and men have
attempted to control their fertility. Records extending over 4000 years cata-
logue pastes, gums, and gels intended to impede or destroy the movement
of spermatozoa in the vagina. Pessaries, tampons, sponges, cervical caps, and
penile sheaths used to block the entrance of spermatozoa into the cervical
canal also have a long history (Table 1-1).

Until the 1960s, the various male and female barrier methods, as well as
coitus interruptus, rhythm, and pregnancy termination, were the only forms
of fertility conwrol available to most couples. Yet historically, vaginal contra-
ception, coupled with strong motivation, has sometimes been very effective.
During the 1930s in the United States, motivation to control fertility was
high, owing to the economic deprivation of the Depression. In 1933, the
U.S. birth rate fell to 16.5 live births per 1000 population, representing a
20% decrease over an eight-year period—at a time when only the iraditional
methods of contraception were available (1). An equally low birth rate was
not achieved again until 1970, when couples had a full range of contra-
ceptives from which to choose.

The nineteenth and early twentieth centuries saw major scientific advances
that were instrumental in the development of the present va