
Editorials

South Africa: host to a new and emerging HIV epidemic

Southern Africa is experiencing a rapidly growing HIV
epidemic, and this small region currently accounts for a
disproportionately large segment of the global burden of
new HIV infections.1 In this region, HIV is spreading pre-
dominantly through heterosexual contact and clade C is
the predominant subtype. In 1996, the reported HIV
prevalence among antenatal clinic attenders from the
southern African countries of Zimbabwe, Malawi, and
Botswana were 40%, 30%, and 30% respectively.2

Before 1987 HIV infection in South Africa was rare.3

Annual, anonymous, national HIV seroprevalence surveys
conducted among first time antenatal clinic attenders pro-
vide an indication of the emergence and trends in the pro-
gression of HIV infection in South Africa. In the past 10
years HIV seroprevalence has risen from 0.76% in 1990 to
10.44% in 1995 to 22.8% in 1998,4 with no signs of having
reached a plateau. It is estimated that there are currently
3.5 million South Africans infected with HIV. This rapidly
growing HIV epidemic in South Africa is best described as
explosive.

An HIV incidence of 11.9% in 1997 in women between
the ages of 15 and 30 years derived from repeat antenatal
seroprevalence surveys (each with a sample size of
approximately 1000) conducted in Hlabisa, a rural
community on the east coast of South Africa, from 1992 to
1997, illustrates the explosive nature of the HIV epidemic.5

Even in the relatively low incidence year of 1993, 3.8% of
HIV negative women became infected. Young women in
the general population in South Africa are experiencing
HIV infection rates previously seen only in high risk sex
worker populations.6 7 HIV is spreading most rapidly in
young women in South Africa; HIV prevalence grew from
6.9% in 1992 to 21.1% in 1995 in the 20–24 year old age
group,8 highlighting the importance of youth in the South
African HIV epidemic.

Community based, HIV seroprevalence surveys con-
ducted in one rural area of South Africa in 1990 and 1992
demonstrated that HIV infection was four times more
prevalent among women (1.6%) than men (0.4%) and that
women become infected at an earlier age than men.9 A
repeat survey in 1994 demonstrated a 2.3-fold sex
diVerence in HIV prevalence, showing a narrowing of the
sex gap as the epidemic progresses.10

Migrant labour is a major factor in the spread of HIV
and other sexually transmitted diseases in South Africa.
Despite the demise of apartheid, migration is still part of
the reality of many South African lives. A woman’s risk of
HIV infection is substantially increased if her partner is a
migrant worker. A study from rural South Africa found
that women whose partners spent 10 or fewer nights per
month at home had an HIV prevalence of 13.7% compared

with 0% in women who spent more than 10 nights in a
month with their partners.10 Using crude measurements of
mobility/migration, population based surveys from rural
KwaZulu-Natal found about 2.5 times more infections
among mobile adults compared with adults resident in the
area continuously for more than a year.9 Among women,
migration was associated with an age adjusted 2.4-fold
higher risk of HIV infection compared with a 7.3-fold
higher risk among men.9 The patterns of migration and
sexual networking are fairly complex and implications for
the spread of HIV and other sexually transmitted diseases
are elaborated further in a paper by Lurie et al.11

The associated epidemic of sexually transmitted infec-
tions (STIs) is also a major contributor to the burden of
disease in South Africa. On any given day about one in
every four of the approximately 60 000 women aged 15–49
years in Hlabisa is infected with at least one STI.12 Of these,
48% are asymptomatic, 50% are symptomatic but not
seeking care, and only 2% seek care during an illness epi-
sode. Of these handful of women who seek care, only two
out of three women are adequately treated for the STI.12 A
policy of syndromic management of STIs as well as the
integration of STI services into the general primary
healthcare services, adopted in 1995, have been steps in the
right direction in terms of managing the huge burden of
STIs; however, its success at the health facilities level has
been impeded by poor drug supplies, low condom use,
inability to encourage partner referral for treatment, and
the social stigma associated with seeking STI treatment.

The most common HIV/AIDS presenting opportunistic
infection in South Africa is tuberculosis. The progression
from asymptomatic HIV to early disease is best reflected in
the rise in new tuberculosis cases and the number of
co-infections with HIV. New tuberculosis cases have a
similar age and sex profile to that seen in the HIV
epidemic. In Hlabisa, co-infection with HIV in adult
tuberculosis rose from 36% in 1993 to 59% in 1995 and
65% in 1997.13

What makes the South African HIV epidemic a new and
emerging explosive epidemic? Compared with other coun-
tries in eastern and central Africa, HIV infection in South
Africa is a new phenomenon. Despite the late introduction
of the virus it has been experiencing an intensely rapid
growth and progression of the HIV epidemic. Having
already reached high levels of infection there is no indica-
tion of stabilisation or plateauing of the epidemic. The
migrant labour system and high levels of other sexually
transmitted diseases are factors that are enhancing the
transmission of HIV and fuelling this explosive epidemic.
Of concern is the high HIV incidence rates in young peo-
ple, and young women in particular.
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The relatively late introduction of HIV into South Africa
provided an opportunity to establish prevention pro-
grammes at an early stage. However, this opportunity was
lost through the inability and lack of credibility of the pre-
vious government to institute any meaningful interven-
tions. The new, democratically elected government while
committed to addressing the HIV epidemic has to date also
been unable to mount a response of the scale and
magnitude required to turn this epidemic around. The
current state of the HIV epidemic in South Africa poses
many challenges. The continued and explosively rapid
spread of HIV can be reduced through strategic and deci-
sive action. Significantly, and in the medium to long term,
how to reduce the impact of migration on HIV
transmission and improve the status of women in the face
of a bleak economic future and current high unemploy-
ment rates are urgent questions. While the focus must con-
tinue to be on preventing new HIV infections, strategies to
deal with the increasing burden of HIV related diseases and
AIDS as well as the impact of the premature loss of lives
must also be developed. The success of these strategies will
depend on the ability to develop eVective partnerships
between government, civil society, private and non-
governmental sectors.
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The use of HIV resistance assays—random or randomised?

High frequency error prone replication is the mechanism by
which HIV-1 exhibits Darwinian evolution of its reverse
transcriptase and protease genes in a changing drug
environment and which may be one of the causes of
treatment failure.1 Genotypic and phenotypic resistance
assays have been developed to evaluate this evolution of drug
resistant virus and many clinicians and virologists consider
that there is suYcient research based knowledge to introduce
these assays into the routine clinical care of individuals with
HIV-1 infection.2 This process will take time and access is
likely to be inequitable at the outset, depending largely on
the response of fund holders to requests for funding.
Purchasers will rightly be reluctant to provide resources for
health interventions until there is evidence of their clinical
value and, increasingly, their cost eVectiveness. How strong
is this evidence at present for HIV resistance testing?

In vitro, HIV-1 grown in the presence of one or more
antiretroviral drugs will rapidly evolve mutations that are
associated with loss of sensitivity to the drug.3 In vivo, early
studies showed that loss of virological suppression with
monotherapies was associated with evolution of genotypic
and phenotypic resistance.4 Retrospective analysis of stored
specimens of subgroups of patients in clinical trials
suggested that resistance at baseline or evolving during
therapy was associated with clinical failure.5 6

The rationale for resistance testing is to optimise
therapy, particularly when drugs are being changed follow-
ing virological failure. Instead of changing all components
of a regimen, resistance testing should allow continuation
of drugs to which the virus is still sensitive, thereby
preserving a wider range of therapeutic options for the
future. However, a number of important factors underlie
this simple hypothesis.1

(1) Although several studies have demonstrated a strong
association between the presence of certain mutations and
phenotypic drug resistance,7 our knowledge of the
association is incomplete and will always remain so,
particularly when drugs are used in combination as they
are now. In addition, the link between resistance,
particularly genotypic, and therapeutic failure is less clearly
established for some drug classes.8

(2) The interpretation of genotypic resistance results is
highly complex, particularly when drugs are used in com-
bination as they are now. More research is needed to
develop and validate algorithms to interpret results, which
will be an integral part of clinical guidelines, and on the
best way to deliver advice to clinicians. However, it is
unlikely that resistance tests will ever be able to predict in
vivo activity of individual drugs with complete accuracy.

(3) Current genotypic and phenotypic assays both have
their limitations in a clinical setting: they require
1000–2000 HIV-1 RNA copies per ml of plasma from
specimens collected from patients while on drug therapy to
measure resistance reliably and are unable to detect
minority species. High throughput phenotypic assays are
expensive and are only performed in specialist units (none
in the United Kingdom).

(4) Treatment failure is not always the result of
resistance; other important factors include non-adherence,
individual pharmacokinetics, and drug interactions.

Information on the predictive value of genotypic and/or
phenotypic results for the selection of new regimens in
patients who are failing therapy is very limited. Two small
prospective randomised controlled trials have explored the
use of resistance assays in highly treatment experienced
individuals failing therapy and provide some evidence to
support its use.9 10 The VIRADAPT and CPCRA 046
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(GART) trials found that the patients allocated to have a
genotypic resistance test had a significantly greater reduc-
tion in viral load than those who did not (mean differences
of 0.8 log10 copies per ml at 6 months for VIRADAPT and
0.6 log10 copies per ml at 4–8 weeks for CPCRA 046). Dif-
ferent algorithms were used to interpret the mutations
detected in the two studies. These studies require caution
in their interpretation as follow up was short and, as they
included individuals with relatively advanced HIV infec-
tion and considerable previous anti-HIV therapy, the find-
ings cannot be directly extrapolated to “naive” or less
experienced individuals. There were also diVerences in the
management of the randomised groups, apart from the
access to resistance assays, in the level of expert review
provided to the clinicians. Clearly, further randomised
controlled trials are required to evaluate the long term
impact of resistance testing.

The simplest part of the cost eVectiveness equation is the
cost. Approximately 7500 patients—that is, half of the HIV-1
infected individuals in England and Wales, currently receive
antiretroviral therapy—a figure likely to double over the next
5 years.11 12 Gene sequencing, the most likely first line tech-
nology, at about £250 per test will cost approximately £1.9
million per annum for one test per year (approximately 3%
of the annual HIV/AIDS drug budget). In addition, the
input required from clinical virologists to interpret the tests
and provide advice on a day to day basis will be significant
and costs for plasma sample handling must be considered.
However, this would be a small price to pay for a test if it has
an appreciable impact upon the magnitude and durability of
response to therapy. Phenotyping would approximately dou-
ble the cost of testing but might have greater benefits.

We are in a period of evolving evidence for the role of
resistance testing in clinical care. However, pressure from
patients, clinicians, and virologists (individually and as
corporate bodies) is likely to lead to the introduction of test-
ing in clinical practice in the near future. This should not be
allowed to occur at random. We have a responsibility to
determine in what patient population resistance testing is
most useful and cost eVective and which tests to use. There

is a narrow window of opportunity in the United Kingdom
to conduct studies of how resistance testing should be used
and which methodologies should be employed. It would be
unfortunate if this window were to close before we have had
an opportunity to resolve at least some of these issues.
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Commentary: Resistance testing—a clinical perspective

The practicality and utility of performing prospective, ran-
domised controlled trials (RCT) for HIV viral resistance
testing is currently under debate within the HIV caring
community. It is a truism that all new diagnostic tests
should be scientifically and prospectively evaluated before
they are introduced into clinical practice. However, in real-
ity this rarely happens. The reasons for this are complex
but include a belief that more information about a patient’s
clinical state is bound to be of benefit. For example, Myco-
bacterium tuberculosis resistance testing was prospective
evaluated and showed little benefit.1 However, these tests
continue to be widely performed! If RCTs were to show
that HIV resistance testing was not of benefit, this would be
unlikely to prevent their introduction. Indeed, many
virologists and physicians would question the trial design,
testing methodology, test interpretation, and drug choice.

Cost eVectiveness arguments have been raised to suggest
that RCTs of HIV resistance testing are important. In real-
ity, the cost of drugs to treat HIV patients is so high that
even modest reductions in the number of drugs included in
a combination, which do not contribute to therapeutic
eVect, are likely to be cost eVective.

The two randomised prospective studies of utilisation of
resistance testing quoted in the editorial by Loveday and
colleagues above indicate a modest benefit in nucleoside
analogue/protease inhibitor experienced patients.2 3 The
follow up in these two small studies was short. In clinical
practice, those who respond poorly to a particular regimen
are likely to have their therapy changed and thus long term
follow up is required to prove that reductions in HIV viral
load achieved as a result of modifying antiretroviral
therapy, according to a resistance test, are better sustained
in those groups that have received resistance testing.

We are not arguing for no further research into the util-
ity of resistance testing but that the value of an RCT would
be limited as it may not address the research priorities or
answer the question of whether resistance testing would be
valuable in a given clinical situation.

Research priorities
The first priority is to ensure the information we obtain is
accurate through good quality control systems.

Secondly, we need to be certain as to which is the opti-
mal test in a particular circumstance.
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Thirdly, it remains ill defined as to whether most viral
mutations with reduced sensitivity to a drug remain
present in the circulation in sufficient quantities to be
detected once the drug is removed. AZT resistant mutants
do persist4 whereas levels of 3TC5 and possibly indinavir6

resistant strains reduce rapidly to potentially undetectable
levels only to rapidly re-emerge following reintroduction of
therapy.

Fourthly, one of the major diYculties of interpreting
resistance testing is the importance that should be attached
to common polymorphisms in the viral genome. Many of
the research priorities require the use of large data bases in
which virological responses to antiretroviral therapy in
thousands of patients can be correlated with baseline
resistance information rather than an RCT.7

Clinical uses of resistance testing
The utility of performing resistance testing on virus derived
from pregnant women or from individuals involved in acci-
dental exposure to HIV is unlikely to be tested in
randomised studies but will gain wide acceptance.

What is the utility of resistance testing before starting
antiretroviral therapy for the first time? It has been
established that resistant virus can be transmitted8 and this
may be a reason for poor responses to therapy. We urgently
need to gather more data on the prevalence of this
problem. Most studies so far undertaken are small9 and,
except in individuals in the process of seroconversion, may
be misleadingly reassuring about the frequency of
mutations. Assuming that resistant virus is suYciently
prevalent in treatment naive patients to make testing
worthwhile, a rational approach at present might be to per-
form a line probe assay to detect AZT resistance and pos-
sibly 3TC resistance before therapy with close monitoring
of viral load responses to initial treatment, with further
resistance testing being performed in the patients taking
the drugs who do not achieve the expected response.

The optimum algorithm of care following the failure of
first treatment is unclear. If resistance to one agent only is
shown, is it reasonable to change this agent only? If no
resistance is shown, is it reasonable to intensify treatment
with one drug or will the clinician feel that a complete
change of therapy is most likely to produce a good clinical
response? While the results of resistance testing may not
influence treatment switches at this stage, it may prove
important to know this when deciding what would be the
optimum third or fourth line therapy. A resistance test
should be performed, therefore, before the first regimen is
discontinued. Whether the results are required at this time
or whether the blood can simply be stored and analysed
later is an open question.

Resistance testing is most likely to be used in the clinical
setting in those patients who failed multiple previous
therapies. A number of cohort studies and retrospective
analyses attest to a benefit from knowledge of resistance

testing in this situation.10 11 Obviously there are multiple
issues aVecting virological responses to such regimens,
including adherence, pharmacokinetic considerations, and
replication in diVerent body compartments,12 but it does
seem likely that there is added value in knowing the results
of a resistance test in addition to a detailed knowledge of
the patient’s previous drug history. Similar to antibiotic
resistance testing this knowledge tells the clinician which
drugs not to give rather than which drugs are likely to be
optimum in therapy.

In conclusion, there is much that we do not know about
the utility of resistance testing in improving the chances of
a response to antiretroviral therapy. However, we believe
the optimum way to improve our understanding is through
careful case-control and large database studies. An RCT
would have been appropriate 2 or 3 years ago; and this is an
example of where rapid protocol development is crucial if
the equipose, which is required both by the clinician and
the client, is to be shared by suYcient numbers of
individuals to make an RCT possible.
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Should we be screening for asymptomatic HSV infections?

Serological screening of population subgroups to detect
HSV-2 infection is now being recommended as a disease
control measure.1 2 The rationale for this is based on the
emerging evidence of the contribution of subclinical viral
shedding to herpes simplex virus (HSV) transmission, so
that undiagnosed infections may be the major contributors
to transmission at the population level.1 A case has been

made for screening for HSV-2 in sexually transmitted dis-
ease (STD) clinic attenders,2 and in pregnant women to
prevent neonatal herpes.1 This is supported by recent
studies which showed a high level of willingness to accept a
serological HSV-2 test among STD attenders (90%)3 and
antenatal clinic attenders (80%).4 Several issues still need
to be resolved; in particular, the existence of eVective pre-
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ventive strategies; the acceptability and possible implica-
tions of screening for asymptomatic individuals; and the
cost-benefit of screening as a control strategy in diVerent
populations.

A reduction of about 50% in the HSV-2 transmission
rate per contact event, associated with the giving of coun-
selling messages, has been reported for vaccine trial
participants,5 many of whom are likely to be highly
motivated individuals. However, in the absence of studies
demonstrating eVective risk reducing behaviour in popula-
tion representative groups of HSV-2 infected individuals,
including people outside stable relationships, one cannot
yet conclude that knowledge of seropositive status will have
a significant impact on subsequent sexual behaviour at the
population level. Suppressive antiviral therapy significantly
reduces viral shedding; however, its eVectiveness in reduc-
ing transmission has not been established, and the results
of further studies are awaited.2

Fairley and Monteiro reported a high level of acceptabil-
ity of HSV serological screening among STD clinic
attenders.3 The merely marginal eVect of a three page
information sheet on the willingness of patients to undergo
an HSV test is attributed by the authors to an “intuitive
rather than a reasoned judgment.”3 The authors acknowl-
edge that the study did not assess “patients’ understanding
of these complicated issues, the impact of counselling, or
the time required to provide a level of understanding
needed for informed consent.”3 They conclude by
adopting an appropriately cautious attitude, believing that
“it is premature to make HSV type specific antibody tests
widely available when costs may be high and benefit to
patients uncertain.”3 The full costs of any screening
programme, costs of subsequent patient management, and
who will bear these costs need to be identified and
measured. A prerequisite is to identify and measure the
costs of adequate pretest and post-test counselling, which
may need to be continued over a long period of time in the
relatively large number of HSV-2 seropositives who would
thereby be identified. The psychological costs of an unso-
licited test and positive result for an asymptomatic person,
in terms of impact on self esteem and subsequent psycho-
sexual relationships, may well be high and should be taken
into account. The cost of antiviral drugs to individual
patients, and its negative impact on quality of life, is
reported to be the most common reason for patients
discontinuing treatment6; and long term suppressive
therapy, should it be shown to be eVective in preventing
transmission, is unlikely to be acceptable to any but the
most highly motivated individuals identified through such
a programme.

Highly sensitive and specific type specific serological
tests, when they become commercially available, are likely
to be helpful as diagnostic tools in the clinical management
of individuals with genital herpes disease.7 While poten-
tially useful clinical aids for detecting atypical presenta-
tions, they may contribute to a diVerent kind of clinical
uncertainty in that atypical genital symptoms in a HSV-2
positive patient may not be caused by the HSV infection.
The cost of a commercial type specific test, where there is
high volume testing, has been estimated at $13 (£8) per
test.2 Whereas this may be considered value for money as a
diagnostic management tool, the cost-benefit ratio in
screening asymptomatic population groups is yet to be
demonstrated. In state funded health systems, such as in
the United Kingdom, these additional costs will compete
with other healthcare priorities; while in some third party
financed healthcare systems, a positive HSV-2 result may
have implications for insurance premiums and member-
ship of health maintenance organisations. It remains to be
established if the cost-benefit ratio of population screening

is as favourable, as a control measure, as what would be
achieved through implementing an eVective diagnostic and
treatment service for symptomatic patients.

The burden and pattern of genital HSV infection vary
widely across populations. General population HSV-2
prevalences are higher in the United States (22%)8 than in
the United Kingdom (5%),9 as are prevalences in STD
clinic attenders. The high proportion of genital disease due
to HSV-1 in UK studies makes the interpretation of HSV-1
positive results in patients with no history of orolabial dis-
ease increasingly problematic.10 With the rising level of
HSV-1 genital disease, a control strategy based on HSV-2
serological screening will bring diminishing returns. US
neonatal herpes estimates of 20–40 cases per 100 000
births11 compare with much lower rates in European
populations—1.6/100 000 live births in the United
Kingdom,12 6.7/100 000 in Sweden,13 and 4.6/100 000 in
Denmark.14 In these European populations, the cost-
benefit ratio of screening will be much less favourable.
Furthermore, even highly sensitive and highly specific
tests, which are not currently widely available, will have a
lower positive predictive value in low prevalence
populations,7 resulting in high false positivity rates.

The case for cost eVectiveness gains is based on the sug-
gested strategy of screening women just before term to
identify those at risk of acquiring genital herpes.1 2 Where
such a woman’s partner is known to have a history of geni-
tal herpes (likely to be a relatively small group of women),
testing the woman late in the third trimester for HSV-1 and
HSV-2 could assist in her management, the aim of which
would be to prevent transmission of the virus to the
woman. In the absence of such information about the
partner, a screening programme would involve the testing
of all pregnant women late in the third trimester, followed
by the testing of partners of all HSV-1 or HSV-2 negative
women to identify which women are at risk of acquiring
and subsequently transmitting infection during childbirth.
Another approach—screening women late in pregnancy to
identify HSV-2 seropositives—is unlikely to be eVective at
preventing neonatal herpes.15 16 In the study by Brown et
al,16 none of the 94 women who seroconverted to HSV
during pregnancy gave birth to a baby with neonatal
herpes; and the four cases of neonatal disease, where sero-
conversion apparently occurred post partum, included two
cases from mothers who had primary genital HSV-1 infec-
tion at term. The eVectiveness and safety of suppressive
therapy for women who seroconvert in the third trimester
has not been established17; and the unproved benefit of
active obstetric intervention where pregnant women are
infected with HSV-2 suggests that screening could
contribute to unnecessary caesarean sections, rather than a
reduction. Third trimester screening has been recom-
mended for regions with high incidence rates for genital or
neonatal herpes.2 However, the cost eVectiveness of such a
strategy at diVerent incidence rates, estimating the
numbers of women to be screened, and the costs for each
case averted, as well as the acceptability of such a strategy
to both pregnant women and their partners, need to be
assessed.

With our current state of knowledge and the diagnostic
and therapeutic tools available for managing HSV-2 infec-
tions, many of the essential criteria for oVering an unsolic-
ited HSV-2 screening test, adapting these from Wilson and
Jungner,18 are not yet fulfilled, particularly for the high
proportion of the population which is asymptomatic: (1)
the public health benefits are uncertain; (2) there is no
treatment to eliminate infection; (3) the sensitivity and
specificity of first generation, type specific assays and their
application to low prevalence populations have yet to fully
assessed; (4) the acceptability of the test to informed and
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appropriately counselled patients has not been clearly
established3 17; (5) there is uncertainty about its natural
history—that is, the proportion of infected persons who
will develop disease10; (6) there is no agreed on policy con-
cerning who to treat; and (7) the cost-benefit and cost
eVectiveness of screening have not been established. In the
absence of convincing evidence—that is, from randomised
controlled trials which demonstrate that the benefits
outweigh and justify the potential harm, the calls for wide-
spread serological screening should be resisted.
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After Bristol—how should genitourinary medicine respond?

For many genitourinary medicine physicians the mention
of Bristol will initially evoke thoughts of their recent syphi-
lis outbreak, serving as a reminder that, like tuberculosis,
the potential for the re-emergence for sexually transmitted
chronic bacterial infections persists in our large cities.

However, to most clinicians, Bristol is associated with
the reported failures of local self regulation in cardio-
thoracic surgery which has “threatened the trust which
patients place in their doctors” and led to the assertion that
“British medicine will be transformed” by this case.1 Cer-
tainly, the case and its sequelae have implications for all
clinical disciplines.2 How will this aVect genitourinary
medicine?

Clinical governance
The case coincided with the new emphasis placed upon
clinical governance to assure high standards of clinical
care. This places obligations upon boards of NHS hospital
trusts to ensure high service quality by integrating clinical
audit, risk management, complaints, continuing health
needs assessment, evidence based practice, and continuing
professional education. This process requires that a culture
of excellence is promoted, that there is clear accountability
and eVective clinical leadership, with clinicians and
managers working together. Already, NHS hospital trusts
are putting in place new structures and systems to monitor
the quality of clinical practice, to ensure that clinical prac-
tice is reviewed and improved, and clinical practitioners
meet standards laid down in national guidelines.

Self regulation
The Bristol case emphasised above all the failure of self
regulation of doctors. Regulation of doctors is a function
for which the General Medical Council (GMC) retains
responsibility3 and it has been quick, as has the Royal Col-
lege of Physicians (RCP),4 to make new recommendations.

It has accelerated moves to provide patients with data on
the performance of their doctors and their hospitals. In
order that this can be achieved, outcome data on individual
treatments will need to be benchmarked so that compari-
sons can be made between clinicians performing the same
procedures. More recently, the GMC has agreed to the
introduction of new performance measures for consultants
and will require that a new system is in place within 2 years.

Outcome measures in genitourinary medicine
Genitourinary medicine has an established tradition of
data collection to monitor disease incidence and workload,
and of participation in local, regional, and national audit
projects. It diVers from many other specialties, especially
the surgical disciplines, in that mortality is an exceptional
outcome. Nevertheless, in those clinics providing care for a
large HIV cohort, a range of outcome measures can be
envisaged, including mortality, and the proportions of eli-
gible people accepting eVective combination therapies.
The rapid treatment advances of the past 2 years have pro-
moted earlier diagnosis and HIV testing in genitourinary
medicine clinics. We should now consider whether to col-
lect and compare data about the proportions of newly pre-
senting routine patients who are oVered and who accept
HIV testing.

Our clinical eVectiveness group has produced a series of
guidelines with suggested outcome measures for a wide
range of genitourinary medicine conditions. Where there is
a firm evidence base for these—for example, for the results
of gonorrhoea and chlamydia treatment, then they may be
strong contenders for inclusion in an initial package of
benchmarks. Within regional audit groups, clinic specific
data on disease incidence, follow up rates, and eYciency of
partner notification have been collected for several years.
They have revealed understandable diVerences in success
rates between urban and more rural settings; similar inter-
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clinic and interregional diVerences have been apparent in
British Cooperative Clinical Group studies. Nevertheless,
it has been possible to gain general acceptance of a national
standard based on these measures, for clinics to compare
their own performance against, and to review their
individual progress year on year. Meaningful outcome
measures for viral sexually transmitted infections and other
non-infective genital conditions have been less easy to
define and will need further careful consideration.

Patient assessment of clinical services
Nevertheless, we should avoid becoming oversophisticated
in our recommendations for suitable outcome measures.
Too often, this approach causes some to miss the obvious.
A balance must be established between ivory tower aspira-
tions and real world attainments.

The recent CHAPS report “Quality indicators for GUM
services to gay men in England,”5 used four apparently
simplistic outcome measures. These consisted of:
+ were you listened to?
+ were you treated with respect and courtesy?
+ did the clinical staV appear to know their job well?
+ would you recommend that clinic to other gay men?

These are of paramount concern to our patients and vital
to achieving high levels of patient acceptability. Similar
consumer surveys of clinical services are to be encouraged
as part of the clinical governance process.

Open access and consultation time as basic quality
standards
The spread of sexually transmitted infections is favoured
by factors which inhibit health seeking behaviour and
prompt diagnosis both in symptomatic patients and in
those who merely perceive themselves at risk of infection.
One of the most important of principles of genitourinary
medicine practice is that we operate an open access service.
The majority of clinics continue to accept this principle, yet
an increasing number have found adherence diYcult,
especially where workload increases have outstripped staV-
ing resources and/or clinic facilities. Where this results in
an unacceptable trade oV between the quantity and quality
of service provision can be easily determined by external
objective audit. It should result in pressure to persuade
NHS hospital trusts and health authorities of the economic
folly of maintaining suboptimal services, which will
inevitably lead to increasing local incidence of sexually
transmitted infections and their complications and the
likely spread of HIV.

Another basic quality requirement is adequate time for
patient consultation. Although genitourinary medicine
physicians need to acquire enhanced communication skills
to establish rapport, and to educate and counsel about dif-
ficult and intensely personal issues concerning lifestyle and
relationships, success has a minimum time requirement. In
1987, supported by its parent body, the RCP genitourinary
medicine committee established a basic quality require-
ment of 20 minutes for each patient consultation which
was successfully used to assess staV shortfalls (unpublished
data). This argument was supported by the RCP and was
unchallenged by those bodies responsible for staV level
planning. A rapid expansion of consultant numbers
ensued. Yet a decade later, when case complexity has
increased, annual numbers of new patients continue to rise
and few clinics can achieve this requirement. It will
surprise no one if we confirm that those clinics with the
shortest average consultation times perform least well
against recommended outcome measures.

External peer review and clinical audit
In the immediate aftermath of the Bristol case, many com-
mentators stated that the recent commercialisation of the
NHS, by setting trusts in competition with each other, had
resulted in economic restraints and contributed to
inequalities in resources necessary to ensure uniform high
quality care. It is clear that genitourinary medicine is also
aZicted by these inequalities and it would be unreasonable
for those who are least well oV to be expected to achieve an
equal performance to the better resourced. In peer audit, it
is essential that structure and process measures are also
included with clinical outcome measures.

As part of new recommendations, multidisciplinary
clinical audit teams are being recommended for all special-
ties. Our experience in the Trent Health Region suggests
that this is to be welcomed rather than feared. During the
early 1990s, a series of annual assessments of all genitouri-
nary medicine clinics was instituted within the region
which were based upon the recommendations of the
Monks report.6 The KC60 workload return provided use-
ful supporting data about local changes in epidemiology
and case mix. Each clinic was inspected by a multidiscipli-
nary team, which usually included an administrator, a sen-
ior nurse or health adviser, a public health physician, and a
genitourinary medicine physician. The teams visited each
clinic for a day and looked at staYng, equipment and
facilities, strategic planning, and workload/clinical out-
come data. While the actual visits were not always
comfortable, they were widely welcomed as they almost
invariably provided support to the local clinic. The reports
were sent to the NHS hospital trust chief executive with
objective recommendations being made about the need for
specific changes. They increased the local profile of the
genitourinary medicine service and, almost invariably, were
associated with resource improvements. With the demise of
the regional health authorities this annual inspection proc-
ess lapsed.

Many clinicians will welcome the recommendation
about the need for enhanced peer review audit of clinical
process and outcomes as this will update the Monks report
visits we have benefited from in the past. The RCP will
support this process by appointing a new college standards
adviser for each trust or group of trusts who will doubtless
have some involvement in the inspection process. Our
responsibility will be to ensure that this individual is well
informed about evidence based guidelines in our specialty.

The role of service networks
Genitourinary medicine has developed collaborative, non-
competitive, mutually supportive subregional clinic net-
works. Within each locality, there have been increased
horizontal links with other hospital and community
support and clinical disciplines, aided by the complex
requirements of HIV/AIDS patient management. Verti-
cally integrated service networks have been proposed for
cancer services and this model may also be adopted for
HIV/AIDS. Further enhancements to both horizontal and
vertical integration of genitourinary medicine services
must be considered as, beyond their core services for sexu-
ally transmitted infections management and prevention,
genitourinary medicine clinics continue to diversify in their
expertise. This process will be enhanced by the develop-
ment of national service frameworks. More formalised net-
works also oVer benefits to education and training and may
also promote early identification of failing services and the
need for their support and corrective action.

Consultant appraisal
Annual individual performance review has been a feature
for non-medical staV for several years, and the progress and
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educational needs of medical trainees is regularly reviewed.
Up until now consultants have been overlooked. The prin-
ciples for revalidation have been established and will
initially be based upon local appraisal of performance at
work and participation in clinical and organisational audit.
The RCP has recommended annual two way job plan
review and consultant appraisal with their clinical director
or medical director. Personal development plans will be
supported by continuing medical education (CME). This
should be welcomed for it will ensure that CME is more
focused and relevant to individual need and that all
consultants will be obliged to take study leave. A more dif-
ficult area concerns the identification of failing colleagues;
however, the new emphasis upon support rather than judg-
ment may help reduce the inhibitions most consultants feel
about identifying colleagues in diYculty.

Problems
Many doctors understandably feel that the new clinical
governance and appraisal mechanisms will merely provide
the new NHS bureaucracy with “new sticks,” and will do
nothing to correct the underfunding of many clinics, which
is the root cause of poor staV morale and impaired
performance. Already, the vast majority of consultants
greatly exceed their contractual commitments, want to be
eVective, and to actively pursue lifelong learning—but
many are too exhausted to do so. The major problem will
remain of having inadequate time to meet the diverse and
increasingly complex demands of clinical work and admin-
istration; this will be exacerbated by the additional need to
participate enthusiastically in appraisal and being ap-
praised. If we place too great a weight upon achieving uni-
form high quality without a corresponding increase in
resources, this will inevitably be at the expense of the avail-
able quantity of service provision. What will inevitably fol-
low the reduced accessibility of clinic services will be the
spiralling waiting lists which have blighted many other
NHS specialties. For communicable diseases, this would

result not only in individual distress and discomfort from
physical, psychological, and relationship consequences but
also in increasing spread of STI and HIV. Certainly,
tinkering with service quality and regulation alone will only
serve to exacerbate clinic staYng shortages and this
increasing imbalance between must be addressed by politi-
cians and administrators.

Conclusion
In the short term, a large onus will be placed upon our
specialty representatives to engage in constructive and syn-
ergistic dialogue and advise upon the response to these new
requirements.

The response of individual consultants will vary. The
optimists will view these new requirements as being a new
challenge and another opportunity to enhance our service.
The pessimists will view them as yet another exercise in
posture and presentation which will further jeopardise the
accessibility of care. The pragmatists, including a majority
of genitourinary physicians, will see that traditions of
genitourinary medicine lend themselves to the new reforms
and give us a lead over many other disciplines. So long as
attempts to improve quality are accompanied by the neces-
sary additional resources, especially in staYng and
information technology, then a successful outcome can be
assured.
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Evaluating outreach clinics—are we asking too much?

Horn and colleagues have raised an important issue for
debate (see this issue, p 195). How do we evaluate a clini-
cal service for sex workers linked to an outreach team?
They correctly point to the limitations of the traditional
method for reviewing STD services—namely, the monitor-
ing of trends in numbers of sexually transmitted infections.
The relation between STD services and STD rates is com-
plex and disputed, particularly at the local level, and there-
fore monitoring incidence is usually reserved for regional
or national level data.1 Useful indicators for evaluating
local services should be focused on something more proxi-
mate and, indeed, measurable.

The diYculties of evaluating outreach services for mar-
ginalised groups have been discussed by Rhodes and
colleagues, using the experience of the Central London
Action on Street Health (CLASH), as a case study.2 At the
other end of the spectrum from project evaluation, the
World Health Organisation has drawn up a package of
evaluation tools for national AIDS control programmes.3 4

Whatever the focus, it is useful to start from a broad
appreciation of evaluation. Evaluation can be considered
“the critical assessment, on as objective a basis as possible,
of the degree to which entire services or their component
parts fulfil stated goals.”5 The first step is to clarify the aims

of the service, and the processes undertaken to achieve
them. Specific outcomes can then be defined, and methods
devised to measure them.

The Edinburgh clinic described by Horn et al is linked to
an outreach service and therefore combines the aim of
good diagnostic and clinical care with that of health
promotion, including hepatitis B vaccination and eVective
contraception, in order to reduce morbidity and positively
improve the health of local sex workers. These objectives
are shared by many clinics linked to outreach services.6

Breaking down these broad aims into several limited,
measurable objectives is the most diYcult step in any
evaluation.7 Horn and colleagues have, in contrast, adopted
a more synthetic approach in which individual consulta-
tions are scored and aggregated to provide an overall score
for the clinic. They have chosen to measure whether
attendance was “proactive, health promoting,” or “reac-
tive, symptom driven.” This approach is appealing, and
relates to one of the aims of the service, which is to promote
early attendance and screening where there has been
potential exposure to sexually transmitted infection.

To quantify this, a system has been devised that diVeren-
tiates these two ways of using the clinic, and adds weight
through a set of scores. In this the activity of the clinic as a
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whole can be summarised as aggregate rather than
individual scores, and these monitored over time to see if
the service is meeting the aim of shifting attendance from
broadly reactive to more proactive. While appealing in its
simplicity and potential reproducibility, I believe this is not
the best approach to overall evaluation of their service. The
fundamental problem, just like the limitation of monitoring
numbers of sexually transmitted infections, is that the
scores only relate to the people who attend the clinic and
the relationship of them with the population served

remains unclear. Since the overall objective of the service is
to reduce risks and sequelae in the local sex worker popu-
lation, data based only on those attending can never be a
full evaluation. Also, the scoring system itself is not
straightforward. The negative scoring (−10) given to a ter-
mination may be appropriate if it results from a failure to
use contraception; on the other hand, access to termination
may be a very positive outcome for a woman who has an
unwanted pregnancy due to contraceptive failure. Diagno-
sis of sexually transmitted infection also scores negatively
(−5), but this too may be the result of very appropriate
health behaviour—for example, in a woman who seeks a
screen soon after a burst condom.

Rather than a single, simple scoring system, I think that
a number of measures have to be used in any service evalu-
ation. Some of these can be internal, relating to the process
and outcome of those who attend the clinic. Others should
relate to the population served by the clinic, and be
collected by the outreach team. A number of suggestions
for the kind of indicators are provided in the box, and
would apply to many clinical services linked to outreach
and prevention work. In addition, specific indicators can be
developed to relate to new initiatives. One year the
Edinburgh clinic decided to promote backup contracep-
tion; this could be evaluated specifically by looking at the
proportion who used any form of backup contraception
and, of those who did not, what proportion were either (a)
fitted for a cap, or (b) started using a hormonal contracep-
tive. Similarly, if the team decided to focus on emergency
contraception, an evaluation may look at changes in
knowledge about appropriate use and access to the “morn-
ing after pill.”

Unfortunately, we have yet to identify a single, simple
method of evaluating these complex services. A European
perspective on evaluation, developed with the involvement
of sex workers, clinicians, social workers, and researchers
shows the importance of context in any evaluation. Simple
measures, while appealing, are unlikely to provide an
undisputed picture of the utility of a service, and should
always be placed in a broader context.7 8
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Possible indicators for evaluation of outreach
clinics
The following ideas for evaluation are designed to be
relatively easy to measure, and to be used individually or
in combination to describe which aspects of the service
are going well, and which need to be improved. They
should be used alongside routine monitoring of clinic
attendance, outreach contacts, and the profile of women
contacted. As with all types of evaluation, they should be
put in context by a review of the local situation, includ-
ing any changes in funding, organisation, and police
activity.

Health protection, promotion, and proactive
health behaviours
+ The proportion of patients vulnerable to hepatitis B

infection at initial screen who complete a vaccination
programme The proportion of patients who have
backup contraception The proportion of patients
who are up to date with cervical screening Proportion
of cases of sexually transmitted infection (eg,
chlamydia) diagnosed through asymptomatic screen-
ing Proportion of patients who know to avoid oil
based lubricants with condoms

Clinical care
+ The proportion of patients with a sexually transmit-

ted infection who are treated Proportion of treated
patients who return for test of cure Proportion of
exposed contacts of patients with a sexually transmit-
ted infection known to have been screened Pro-
portion of patients with abnormal smear who are
adequately followed up

Outside the clinic
+ Proportion of sex workers met through outreach who

are aware of the clinic Proportion of sex workers met
through outreach who have used the clinic Pro-
portion of sex workers who have been vaccinated
against hepatitis B

Users’ views
+ No evaluation is complete without asking the users

about the service, what is good, bad, and how it might
be improved. This may not provide useful quantita-
tive information, it frequently prompts changes, and
can be repeated periodically to see whether changes
have been eVective.
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