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cination should not be placed on immuniza-
tion of infants. All age groups must
participate. In this era of diminishing
resources for health care, the regular visits
recommended during pregnancy provide an
opportunity for interventions that should not
be squandered. [J
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Annotation: Prevention of HIV, Other Sexually Transmitted Diseases,
and Unwanted Pregnancy—Testing Physical Barriers Available

to Women

In this annotation, we carry forward
our thinking on methods women could use
for protection in sexual encounters. Unlike
vaccines and the new microbicides, for
which we await proof of safety before they
are released for public use, several barriers
that women might adopt for protection in
sexual encounters are now freely available:
the male condom, the female condom, the
vaginal diaphragm, and the cervical cap.
Although all are approved for contracep-
tion, none have been tested fully for
protection against sexually transmitted dis-
eases (STDs). It is time to repair this gap.

We set out 3 issues relevant to the
evaluation of these physical devices in pro-
tecting against sexually transmitted
diseases. As we see these issues, they can
be resolved or bypassed without further
testing. To do so, one must give proper
weight to prior work and strict logic.

The first issue is the current require-
ment for testing the prophylactic efficacy (or
“method effectiveness”) of all types of bar-
riers, excepting solely the male condom.'
Efficacy requires a specific test of whether a
method, properly applied, achieves what it
is supposed to achieve under ideal condi-
tions. Standard procedures for efficacy tests
involve double-blind, randomized, con-
trolled trials at the level of the individual.

With respect to testing physical barriers,
we believe that official agencies involved in
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funding or regulation should part company
with a narrow interpretation of efficacy test-
ing procedures. Instead, we need to move
directly to tests of effectiveness (or “use
effectiveness”). Effectiveness requires a
more generalizable test of whether a method
achieves what it is supposed to achieve
under routine field conditions. Such a test
necessarily includes the behavior of partici-
pants in relation to such matters as
acceptability, adherence to advice, and
implementation.

One compelling circumstance in this
recommendation to bypass efficacy is the
virtual impossibility, in a randomized con-
trolled trial, of rendering subjects blind to the
nature of any available physical barrier.
Therefore, the social and behavioral respons-
es in experimental and control groups cannot
be assumed to have been made equivalent by
randomization. When groups are exposed to
perceptibly different devices, no design can
ensure that randomization will neutralize the
effects on the responses of the groups. Such
potentially disparate social and psychologi-
cal responses vitiate supposed efficacy tests,
and such trials do not meet the ideal condi-
tions demanded for a test of efficacy. They
are converted at best into tests of effective-
ness. Thus, in any randomized controlled
trial of physical methods, it is fair to say that
effectiveness, and not efficacy, is at stake.

The second issue in trials of barriers

concerns the appropriate interventions to be
offered to the experimental groups. In this
respect, individual-level randomized trials
of these barrier devices must overcome
another major obstacle. This obstacle
resides in the primacy accorded the male
condom in terms of efficacy. After long-
standing use, the male condom has gained
wide acceptance,” bolstered only recently by
a number of relevant observational studies
(e.g., studies of sero-discordant couples).’

The ethical consequence of this prima-
cy is that any design for testing an
intervention other than the male condom
must demonstrate its equivalence or better
against the male condom. In line with this
position, a prevailing view is that all partici-
pants in a trial, whether experimental or
control, must be offered the male condom.
From this position it follows that, in the
experimental group, another method is
deemed permissible only as a supplement to
the male condom.

In our view, this is not always a tenable
position. Under conditions requiring male
condoms as a first choice, even tests of
chemical barriers as supPlements have
proved arduous to evaluate.” Because of the
considerable efficacy of the male condom,
even in long and expensive studies of micro-
bicides with very large samples,’ the
numbers have yet proved insufficient and the
results too often inconclusive.®
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Tests of physical barriers, under the
same conditions, are at least equally arduous
and, in most conceivable circumstances,
even more daunting. In particular, we contest
any universal requirement for providing the
male condom to all subjects in connection
with the female condom. This device is the
most likely of all physical barriers to match
or surpass the efficacy of the male condom.’
The female condom, in practice, cannot be
used as a supplement together with the male
condom. Does this make the female condom
untestable, since it can obviously be used
only as an alternative to the male condom?
With the vaginal diaphragm and the cervical
cap, both very attractive to women because
they are essentially clandestine,® supplemen-
tal use might perhaps be feasible. Yet, even
with these devices, the practical odds are
surely against adherence to such dual meth-
ods. Thus, diaphragm and cap, in any trial
and also in practice, are bound to become
alternative rather than supplementary meth-
ods. In these 3 cases, the necessity for
permitting experimental alternatives to the
male condom rather than supplements to it
is, to us, self-evident.

Given this complicated situation, in any
test of effectiveness we must allow that the
male condom will be the standard method of
intervention in the control group. In the ex-
perimental group, however, we can accept
primacy, but not monopoly, for the male con-
dom, permitting use of alternatives and not
merely supplements. In many circumstances,
a choice of alternate methods rather than
only a single method is likely to produce the
best results.””'! The problems to be over-
come are those of acceptability, of relations
and negotiations between sexual partner and
so-called gender scripts, of cultural norms, of
self-protection for women in the face of
coercion, and, not least, of feasibility and
practicability.'>"> Our own and other studies
indicate that to make a hierarchy of meth-
ods'* available to women—taking into
account their needs for contraception or fer-
tility, for overt or clandestine protection, for
dry or lubricated sex—enables them to select
with understanding those methods most suit-
able to each occasion.'®

The provision of alternatives to the
male condom gains scientific legitimacy for
lack of any better approach. Similarly, trials
of alternative barrier methods gain ethical
legitimacy, since there will always be
women who will need them. Indeed, to
embargo the trial of such alternatives is to
render many women unable to protect
themselves from a raging human immun-
odefiency virus (HIV) epidemic and is
therefore, in our view, unethical.
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The third issue we wish to argue is the
decision as to the level of intervention, as
between individual or group. In our view, the
most efficient, economical, and even the most
ethical approach is to execute tests for defined
populations or communities at the group
level.'® The investigator will inter alia collect
such individual-level data as will serve to but-
tress group analysis against confounding by
covariates. In these circumstances, the effec-
tiveness of different programs, rather than of
single specific methods for individuals in iso-
lation, would be under trial.

We and others have considered some of
the technical and analytic problems at length
elsewhere.'”'® Informed epidemiologists
recognize that epidemics are invariably
group phenomena that ultimately must be
dealt with at the group level.

This approach to the urgent and over-
whelming problem of the HIV/STD
epidemic (now most pressing especially in
Sub-Saharan Africa) circumvents and ren-
ders moot some obdurate and divisive
ethical issues, for instance, those noted ear-
lier that bear on what forms of protection
are permissible. In a single project that
tests group programs against each other,
we can at once move 2 steps forward,
beyond efficacy and also beyond effective-
ness at the individual level, to address the
epidemic itself. Here we note also that
undue delay in arriving at results has
become an ethical issue in prophylactic and
therapeutic trials. At the same time as our
suggested approach tests programs to stem
the epidemic in real-life circumstances, it
does not preclude the collection of usable
data about the acceptability and practicabil-
ity of a variety of available prophylactic
methods and about women’s requirements
for family planning."”” Some light may be
shed also on the effectiveness of specific
devices.

In summary, consideration of the 3
issues argued briefly here yields guidelines
for research into barrier methods that
women might adopt. We conclude, at this
point in time, that trials might best test pro-
gram effect rather than efficacy; that the
experimental intervention, to be measured
against male condoms in the control group,
should offer a choice between a hierarchy of
methods; and that the design should encom-
pass the group level rather than solely the
individual level. [J

Zena Stein
Associate Editor

Mervyn Susser
Editor
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Topics for Our Times: Managed Care and Public Health

Opportunities

It is widely recognized that health and
longevity are substantially affected by envi-
ronmental, behavioral, and socioeconomic
factors that pose direct threats to health or
that affect exposure to risk, coping capaci-
ties, or access to health interventions.
Health promotion and disease prevention
depend on a population perspective that
allows for the identification of risks and the
mobilization of protective and remedial
interventions for both the individual and the
community. This has been the vision of
public health for more than a century, but
this mission has been limited by the fact
that public interventions are often in con-
flict with political, social, religious, and
commercial interests. Not least among them
has been the long-standing resistance of pri-
vate physicians to public health efforts that
in any way interfered with the flow of pay-
ing patients. It is inevitable that public
health will continue to face ideological con-
flict because of political, commercial, and
religious differences. The growth of man-
aged care, however, may remove one major
historical obstacle to many public health
initiatives, and it offers new opportunities
to invigorate many community efforts.

An influential report published by the
Institute of Medicine in 1988 described our
public health system as a “shattered vision”
and as a system in disarray. It noted that pub-
lic health in the United States “has been taken
for granted, many public health issues have
become inappropriately politicized, and pub-
lic health responsibilities have become so frag-
mented that deliberate action is often difficult
if not impossible.”'?"” Little has changed since
then. Public health remains underfinanced and
underappreciated and still has little priority
relative to biomedical bench science and cura-
tive medicine. Indeed, despite a robust econ-
omy, the health care market has become more
fragmented, the number of uninsured persons
has grown, and social inequalities that con-
tribute to poor health have increased.

The development of bacteriology was
seen as heralding a golden age of public
health, but it also contributed to separating
public health from broader social and moral
concerns.” Narrowing the emphasis brought
greater social acceptability but moved the
focus from social and environmental amelio-
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ration to individual interventions. At the indi-
vidual level, it accentuated the competition
between public health and fee-for-service
medicine and relegated public health to a sec-
ondary role. Public health efforts addressed to
individual interventions added to the already
large fragmentation of health care services.

Some observers argued that public health
required the centrality and influence of cura-
tive medicine, but it was difficult to see how
the “public” aspects of broad public health
responsibilities could reasonably be launched
from the individualized perspective of medi-
cine and medical education. Medicine’s new
interest in population perspectives and out-
comes makes possible a more powerful col-
laboration based on a shared epidemiologi-
cal conception, but the roles of medical care
and public health remain different. The move-
ment from fee-for-service medicine to capi-
tation and other forms of prospective reim-
bursement aligns the interests of these two
endeavors and potentially allows more unity
in addressing major social and environmental
risks. Perhaps public health and medicine
together can be a stronger voice for protective
and preventive efforts that face ideological
resistance, ranging from needle exchange pro-
grams to sex education.

Until recently, physicians and health
plans often perceived many public health pro-
grams, from school-based services to disease
screening, as competitive, and these programs
have often been irrationally restricted. As
medical care providers increasingly are paid
by capitation and are more often evaluated
according to their success in improving out-
comes, public health efforts at the individual
as well as the community level are in their
interest. At the very least, any services offered
by public health reduce demand on medical
providers and support their responsibilities.
To the extent that public health successfully
improves health behavior, reduces risk, and
promotes function, it contributes to the newly
defined goals of medical care. Managed care
provides an opportunity for an effective pub-
lic-private interface.

Defining the boundaries for this inter-
face is an important challenge. Many health
departments seeking to fill the gap in serving
the growing uninsured population see their
resources dissipated in responsibilities that
are appropriately those of medical care, leav-

ing few resources to address protection, pro-
motion, and prevention responsibilities at the
community level. In the presence of immedi-
ate need, the goals of public health may seem
more distant and less compelling. In the light
of community and moral pressures to back
up the failures of the private sector, it is
unlikely that public health can achieve its full
potential outside a system of universal insur-
ance coverage. Health departments cannot
and should not avoid the compelling pressures
to provide service to individuals who fall
through the cracks, but they must not neglect
their broader obligations: to organize com-
munity efforts to prevent disease and promote
health through epidemiologic intelligence,
strategic community planning, and appropriate
regulation, research, and education, and to act
as a catalyst for community action by private
organizations and the public sector.

This potential for collaboration between
the private and public sectors faces signifi-
cant barriers. Competing health care plans
continue to benefit more by selecting healthy
enrollees whose care is inexpensive than by
taking positive measures to promote health
and reduce morbidity. Until we have good
ways to adjust capitation to take account of
illness and needs, health care plans will have
strong incentives to avoid individuals with
the most serious and costly conditions.
Adjusted capitation is now an area of inten-
sive research, but we still lack reliable pre-
dictors of future resource use.

For-profit firms, more accountable to their
stockholders than to the public health, are
especially motivated to seek short-term advan-
tages, eliminating preventive measures to cut
costs and increase profits, knowing that their
enrollees may shift plans in the future and not
remain their financial responsibility if and
when they develop preventable illness. Not-
for-profit plans are converting to for-profit
status at an alarming rate, and we require
much tougher accountability to ensure that
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