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Executive Summary

Day 1 Meeting

On September 18 and 19, 2002, the United States Agency for International Development (USAID)
and its partner organizations AIDSMark and JHPIEGO held technical meetings to examine the relation-
ship between male circumcision (MC) and HIV transmission and other health concerns, including penile
and cervical cancer. This relationship has become increasingly important to epidemiologists as well as to
AIDS and reproductive health (RH) program staff. Day 1 was attended by 145 experts, including many
participants from the preceding day’s technical meeting (also organized by USAID) on “ABC”?* behavior
change approaches to primary HIV/AIDS prevention (http://www.synergyaids.com/
show.asp?d=3750& type=18). These guestsincluded researchers and program staff from the Joint United
Nations Programme on HIV/AIDS (UNAIDS), the World Health Organization (WHO), the United Na-
tions Children’s Fund (UNICEF), the United Nations Population Fund (UNFPA), the Centersfor Disease
Control and Prevention (CDC), the National Institutes of Health (NIH), the Canadian International De-
velopment Agency (CIDA), the Gates Foundation, most of USAID’s collaborating partner agencies in
HIV/AIDS and population programming, and several North American and European universities. The
Day 1 presentations are posted at http://www.rho.org/html/menrh_mtg_mc 09 02.html. The goals of the
Day 1 meetingwereto:

*  Present previoudy existing and emerging epidemiol ogica and biologica dataon M C and the status
of recent MCintroduction studiesand clinical trials.

» Discusspolicy andimplementationissuestoward achieving consensuson a) whenit may begppropriate
to begin devel oping programsfor providing M C services; b) how best to then proceed; and ¢) with
whichpopulations(i.e., traditiondly circumcising or non-circumcising populations, which agegroups,
etc.).

* Addressother key concernsand challengesrel ated to M C assessment and introduction.

* |dentify further research and program priorities.

The following five key aspects of MC were presented:

1. Current Epidemiological and Biological Evidence: A systematic review and meta-analysis of 28
published studies by the London School of Hygiene and Tropical Medicine, published in the journd
AIDSin 2000, found that circumcised men arelessthan half aslikely to beinfected by HIV asuncircumcised
men. A subanalysisof 10 African studiesfound a71 percent reduction among higher-risk men. A September
2002 update considered the results of these 28 studies plus an additional 10 studies and, after controlling
for various potentially confounding religious, cultural, behavioral, and other factors, had similarly robust
findings. Recent laboratory studiesin Chicago found HIV uptake in the inner foreskin tissue to be up to
nine times more efficient than in a control sample of cervical tissue.

2. Satusof Clinical Trials. Threerandomized controlled trials (RCTs) are being conducted in Kenya, South
Africa, and Ugandato systematically assesswhether circumcision of adult males protectsagainst HIV. These

1 ABC standsfor: A - Abstain (or delay among youth); B - Be faithful (or reduce partners); and C - Condoms (especially correctly and
consistently). Current evidence indicates that a balance of all three is optimal for the most impact. Despite earlier doubts about the
feasibility of changing sexual behavior, it is now clear that many people (both younger and older) will abstain or reduce partnersin the
face of alife-threatening epidemic. Another component sometimes added is“D” for drugs, which refers both to intravenous drug use and
recreational drugs such as alcohol that can increase the possibility of unsafe sex. The key concept is to support all the componentsin a
balanced, supportive way. Jim Shelton, USAID Office of Population and Reproductive Health “Contraceptive Pearl,” 7/25/2002.
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trias, designed to detect aminimum 50 percent reductionin HIV risk, should provide definitiveevidenceregarding
theefficacy and safety of MC withinthreetofiveyears.

3. Acceptability Studies: Quantitative and qualitative acceptability studies conducted in preparation for
the Kenya, South Africa, and Uganda RCTSs, and at least half a dozen other studiesin these and four other
African countries, indicate that many men as well as women show favorable attitudes towards MC. For
example, of over 800 men and women interviewed in Botswana, 68 percent expressed interest in having
their male child circumcised, and asimilar proportion of uncircumcised men expressed interest in becoming
circumcised. In Zambia, where MC isrelatively uncommon (and where USAID is planning to support the
development of pilot MC services), preliminary qualitative dataindicate there iswidespread interest aswell.

4. Field Introduction Studies: A basic field introduction study in Siaya, western Kenya, recently
demonstrated the feasibility of introducing MC servicesin rural and peri-urban Ministry of Health (MOH)
facilitiesin an area where MC is not traditionally practiced. In order for MC to be introduced, however,
clinicians must be trained, proper instruments and supplies must be made avail able, and informed consent
procedures and HIV/STD counseling mechanisms must be in place. In Chogoria, central Kenya, where
MC istraditionally practiced, a hospital-based M C program has developed an in-depth preventive health
education initiative for adolescent boys. Theinitiativeisaculturally sensitive adaptation of thetraditional
one- to two-week period of seclusion following MC. If further adopted, this approach may have the
potential to reach alarge number of adolescent boysin Kenya.

5. Areas of Concern: Safety and quality of care for MC, especialy pre- and post-operative care and
asepsis, are of key importance. Thereis adearth of accurate data on complication ratesin both traditional
and clinical settings. Bioethical concerns must be addressed and cultural self-determination must be
respected to avoid the perception that the practice is imposed through cultural hegemony. There is an
urgent need to address possible behavioral “ disinhibition” for those men who are already being circumcised
in traditional and clinical settings, even before the RCT findings are announced.

Seven topic areas were suggested as a framework for conclusions and recommendations:

1. Locality and Context: MC programswill only be successful if they are country- or region-specific and
areimplemented with regard for national and local lawsand cultural and religiousnorms. It isnot necessary
to wait for the results from RCTs to start learning about the potential applicability, acceptability, and
feasibility of developing MC servicesin loca environments.

2. Policies, Regulations, and Guidelines: Improvement or expansion of MC services will require a
review of policies and regulatory frameworks at national levels.

3. MC Information Dissemination: Current knowledge on MC must be disseminated to the publicin a
careful and planned manner so asto avoid mixed messages. Stakeholders must be consulted now to build
the constituencies needed to support MC, should the RCTs demonstrate a protective effect.

4. Clinical Management Protocols/Guidelines: Standardized M C guidelines are needed for both clinical
and counseling procedures to ensure quality MC services.

5. Program Design: Program design needs to be developed now in anticipation of possible future
scaling-up of MC services.
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6. Costsand Resour ces. Costsand resources need to be anticipated and secured to ensure equity in access
and quality of servicesfor all potentia clients.

7. Ethical Concerns. An in-depth assessment of the ethical considerations related to MC is needed to
ensure informed choice and consent.

Key Conclusions and Recommendations:

Malecircumcision should not beactively promoted for HIV prevention unlessand until theRCTsconfirm
MCto beeffectiveinreducing HIV infection. However, it isnot necessary towait for the RCT resultsto
begin devel oping therequired infrastructurefor providing safe and affordable M C services.

A haligtic, culturaly adapted approach should be considered for both traditiona and clinic-based MC so
astopromotethe“ABCs’ of prevention, family planning and reproductive health, and rel ated primary
prevention messages.

Additional observationa studiesare needed to better understand traditiona practices.
Practitionersmay need training toimprovethequdity of carefor existing M C services.

Thereisan urgent need for more dataon the safety of MCinbothtraditiona and clinical settings. USAID
plansto support pilot projectsoffering safe M C servicesnot asan HIV prevention service but aspart of
genera servicesfor maehygieneand reproductive health.

Malecircumcision asapotential HIV prevention measure would not beamajor priority where HIV

prevaenceratesarelow or where HIV/AIDSiscontracted primarily through other modesof transmission
(e.g., receptiveand intercourseor injecting drug use).

Other Recommendations:

Female genital cutting (FGC) must be de-linked from MC; it ispossibleto recognizethat FGCisa
harmful practicewhile acknowledging that M C haspotential health benefits.

Neonatal M C services might be considered within the context of programsto reduce mother-to-child
HIV transmission, such asisbeing considered in Haiti and Zambia.

Studiesare needed to assessdisinhibition, not only in the context of RCTsbut al so among men
whereM Ciscurrently thenorm.
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Day 2 Meeting

Day 2 involved a smaller working meeting attended by 29 people, including several of the Day 1
technical experts and representatives from USAID cooperating agencies that have initiated circumci-
sion-related field activities. The group explored the feasibility of further activities, including research
(e.g., safety and complication rates, acceptability, etc.), dissemination of the existing data on risks and
benefits of circumcision, and possible introduction of pilot clinical services.

Conclusions and Recommendations From Day 2 Included:

» Rapid assessment and introduction studies should beimplemented in some high HIV prevaence
countrieswhereM Cisnot practiced by themajority of men (e.g., Zambia, South Africa, and Haiti).
M C introduction should be supported in areas such asKwa-Zulu/Natal, South Africa, in amanner
similar to Kenya sprogramsin SiayaDistrict and at ChogoriaHospital. These rapid assessments
should befacilitated by sharing existing protocolsand data coll ection instruments devel oped by the
RCT and other MCinvestigators.

» A prospectivemultisite study of complicationratesfor MC (both traditional and clinical) should be
conducted among adultsand neonatesin the countrieswhere RCTsare underway (Kenya, Uganda,
and South Africa). Zambia, Haiti, Cameroon, and Botswanawere al so mentioned aspossible sites.
Over the next few months aconcept paper will be devel oped by meeting participants.

* A rapidassessment should be conducted of the recently devel oped M C School program and curricu
luminthe Eastern Capeareaof South Africa. A concept paper will bewritten to seek ingtitutional
support for an assessment of surgical techniques, complication and safety issues, training and curricu
lum methodol ogies, etc. Thismight include bringing in expertsto hel p ensureintegration of MC and
malecultural initiation approachessuch as* responsiblemanhood” initiatives, the“ ABCs,” family
planning, etc. A similar eva uation isrecommended for ChogoriaHospitd’s" Seizethe Day” safeMC/
young maleacculturation program.

» Alongthelinesof thethree RCTsin Kenya, Uganda, and South Africa, thesitesfor introducingMC as
amaleRH service (Zambia, South Africa, Haiti) should communi cate with one another to assure some
comparability and sharelessonslearned, best practices, etc.

*  JPHIEGOwill host an MC technica working group to review and compare surgical and other medical
procedures, medical devices, and guidelinesfor adolescent and adult MC. WHO and other key
organizationswill beinvited to participate or co-host such meetings.

» Basedin part onthe experiencewith the SiayaM C introduction project, acost-effectiveness study
should be conducted to estimate the costs of program scal e-up and sustainability.

»  Work withthe mediato ensure more balanced and accurate press coverage of MC issues.
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1.0 Day 1

Welcoming Remarks: Dr. Anne Peterson, USAID Assistant Administrator for Global Health, and
John Berman, AIDSMark Director

Dr. Peterson noted that new findings are often controversial. The first data linking male circumcision to
reduced HIV transmission date back to the late 1980s. At that time there were concer ns that this might be
an ecol ogi ¢ association confounded by unknown factors. Thelast decade has seen amultiplicity of additional
studies that show a very strong, consistent association even when controlled for all confounders, yet MC
isdtill a controversial intervention. WWe need together to decide the next research and action steps.

John Berman expressed thanks to the conference organizers and outlined three overall objectives for

the conference:

1) Reach a consensus on the epidemiological and cultural acceptability data

2) Develop priorities for pilot programs related to MC

3) Develop shared and realistic expectations for what can be accomplished while remaining
cognizant of the potential problems inherent in this area

Rationale/Statement of Objectives for the Meetings

Over the past 15 years, 35 studies from 10 countries, mostly in Africa, have found a significant asso-
ciation (atwo- to eightfold greater risk) between HIV risk and lack of male circumcision, as reviewed
in The Lancet (http://hivinsite.ucsf.edu/InSite.jsp?doc=2098.4613). A UNAIDS multisite study that
investigated numerous behavioral and other potential factorsfor the pervasivedisparitiesin HIV preva-
lence across different African regions [1] found lack of circumcision (and genital herpes, which is
more common in uncircumcised men) to be the principal determinant for these large and continuing
disparities.

The meetings on male circumcision held in Washington, D.C., on September 18-19, 2002, involved
an intensive exchange of information, analysis, and experience among individuals interested in the
procedure as a potential prevention tool against HIV/AIDS. The meetings were attended by policy
and field staff from USAID Missions, NGOs, USAID cooperating agencies, other multilateral and

donor agencies such as UNAIDS, UNICEF, WHO, NIH, and CDC, and other stakeholders.

The goals of the meeting were to:

*  Present existing and emerging epidemiol ogical and biological dataon MC, findingsfrom recent and
ongoing M C introduction studies, and findingsfrom prospectiveclinical trials supported by NIH/CIHR,
the French government, USAID, and the Gates Foundation.

*  Present and discuss M C policy and implementation i ssuesto achieve consensus on when, how, and
for whomto develop M C service programs.

» Addresskey concernsand cavestsrelated to bioethics, informed choice, behaviora “disinhibition,”
cost-benefit analys's, introduction within ongoing reproductive health programs, and coordination with
femaegenita cutting eradication programs.

o |dentify other research and program prioritiesfor future M C assessment and i ntroduction activities.

MALE CIRCUMCISION: Current Epidemiological and Field Evidence 1



1.1 Evidence: Epidemiological and Biological Findings

Moderator: David Santon, Director, Research and Technical Divison, USAID Office of HIV/AIDS

David Santon introduced the presenters by noting that since the mid- to late 1980s, research on MC asa
risk factor in HIV transmission has gained increasing credibility, resulting in an attitudinal shift within
the epidemiological research community.

Presenter: Dr. Helen Weiss, London School of Hygiene and Tropical Medicine
Topic: Update of current epidemiological evidenceon MC and HIV transmission

Sub-Saharan Africa has been particularly hard hit by HIV/AIDS, especialy in the south and east of the
continent. HIV prevalenceis over 20 percent in the genera adult population in seven countries in south-
ern Africa. Among infected adult men, it isestimated that 90 percent have contracted theinfection through
heterosexual intercourse.

An estimated 30 percent of African men in traditional societies are not circumcised. In the late 1980s,
mapping of the HIV epidemic demonstrated a strong correlation between areas with high levels of HIV
infection and areas with low rates of circumcision [2]. Although such an ecological correlation may be
the result of confounding, this finding warranted further attention.

In 1999, the London School of Hygiene and
Tropical Medicineundertook asystematic re-
view of the evidence [3]. The inclusion cri-

teriafor thismeta-analysislimited thereview el

to published studies (up to April 1999) from ok
Africa of female-to-male transmission of Gresniblat
HIV-1. Results of the 28 studies found that re
circumcised men werelessthan half aslikely hm 2
to contract HIV. This correl ation was particu- P i |
larly strong among high-risk groups (adjusted azew ]
risk ratio (RR) for seven studies. 0.29; 95% elanad
Cl 0.20-0.41). An updated meta-analysiswas i
conducted in September 2002, which ex- Comdirmd |

Risk Ratio for HIV infection (crude) 1 d A 4E

panded the number of studies and aso in-
cluded high HIV prevalence non-African
countries. The 10 additional studies, includ-
ing five additional cohort studies and two non-African studies, resulted in atotal of 38 studies, 22 having
been adjusted for confounding variables. The results of the updated analysis were consistent with the
initial study. The adjusted RR was strongest among the populations at high risk (adjusted RR=0.31; 95%
Cl 0.23-0.42). There was aso a significant protective effect in the population-based studies (adjusted
RR=0.57; 95% ClI: 0.47 - 0.70).

As with any meta-analysis of observational studies, these results do not prove that male circumcision
protects against HIV. However, the studies showed a strong and consistent relationship, and cohort stud-
ies, which are less susceptible to biases and are able to account for changesin HIV incidence, produced
similar or stronger results. In almost every study, the effect was strengthened when adjusting for con-
founders, making it unlikely that the overall effect was due to residual confounding. Perhaps the most
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striking finding was reported by

working in Rakai, Uganda, who 08 |
anayzedrisk factorsfor HIV in-
fection in married couples
where only one partner wasini-
tialy infected [4]. Among 137
uncircumcised, uninfected men
at baseline, 40 seroconverted
during the approximately two-
year follow-up period. Among
the 50 circumcised men (includ-

07+
06+
05+
04
03

0.2

ing 14 non-Muslims), none be-

0.1

Upper 95% CI
¢ Adjusted RR

came infected during the same
period regardlessof their female

Adjusted RR wtih 95% Confidence Intervals

Lower 95% CI

partners' viral load levels. All Studies (n=38)

Population Studies (n=10) High Risk Groups (n=10)

There are few data on the association between male circumcision and male-female transmission of HIV.
This potential relationship is difficult to tease out largely because women may have various partners. In
the same prospective study of serodiscordant couples from Uganda, circumcised men were significantly
I, however, a cross-sectional study based
on infection rates in women and their report of male partners MC status found no association [6]. Addi-

less likely to transmit HIV to their female partners[5]. In Brazi
tional data are needed.

Also important to examine is the relationship between male
circumcision and other STDs. Circumcision appears to lower
the risk of contracting genital ulcer diseases (GUD) such as
chancroid, herpes simplex virus (HSV-2), and syphilis.
Furthermore, circumcised males are at much lessrisk for penile
cancer [7], and there is increasingly convincing evidence that
circumcision helps protect women against cervical cancer [8]. It
is important to disseminate the current evidence and continue
studies into the acceptability and feasibility of MC in non-
circumcising populations with high HIV incidence. Moreover,
researchers and programmers must assess the safety of current
circumcising procedures and devel op affordabl e servicesfor safe,
voluntary MC. Finally, educational materials conveying the
message that M C may reduce, but not eliminate, the risk of HIV
infection must be developed and disseminated.

In addition, it isimportant to remember that MC
as a potential AIDS prevention measure should
not be a priority where HIV prevalence rates are
low or whereHIV iscontracted primarily through
other means (e.g., homosexual intercourse or

injectin

g drug use).
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Presenter: Dr. Bruce Patterson, Northwestern University, Chicago, 1.
Topic: Recent research on the physiology and uptake of HIV in the human foreskin

Much research has been done on the cervix, and more recently on the foreskin, to assess the hypothesis
that susceptibility to sexual transmission of HIV-1 is a function of the presence of mgjor HIV-1 target
cells (CD4+ T cells, macrophages, and Langerhans Cells) and certain HIVV-1 co-receptors such as
chemokine receptors CCR5 and CXCR4, aswell as STDs.

Recent research on the foreskin stems from the following findings with the cervix. The cervix offersthree
barriers to male-to-female HIV transmission: 1) cervical/vagina secretions; 2) epithelia barriers, which
vary dramatically between the cervix and the endocervix; and 3) the number and type of HIV-1 target
cells, as well as the presence of certain floraand STDs. Certain types of cells, as well as the presence of
HIV-1 co-receptors, are associated with HIV-1 infection of the cervix. A significant mathematical corre-
lation has been found between HIV-1 infectivity and the CCR5 HIV 1 co-receptor. In addition, hormonal
influences (progesterone, for example) may also affect the HIV-1 susceptibility of the cervix through
shifts in the types of co-receptors.

Influences of co-receptors on HIV-1 susceptibility are very different in different populations. Types of
HIV-1 co-receptors appear to vary by region. Co-receptors (CCR5) found in cervical tissue samples of
women in Chicago were much more common than in samples from women in Ethiopia, where CXCR4
was more common. The presence of HIV-1 co-receptorsis associated with exposureto STDs. Thereisa
need to model microbicide interventions for the cervix based on different levels and types of co-receptors.
Researchers are looking into the hypothesis that the human papillomavirus (HPV) may make HIV worse
(the reverse was analyzed previoudly). The presence of certain types of HPV (HPV E7) may increase
HIV-1 infectivity through the expression of HIV-1 co-receptors. Recent studies indicate dramatic (up to
32-fold) elevation of HIV-1 infection in cervical cellsin the presence of certain types of HPV. Treatment
of STDs such as trichomoniasis appears to reduce infectivity, supporting the long held recommendation
to aggressively treat STDsto lower HIV incidence.

A newly devel oped method permits the growth of cervical and foreskin tissue in explant culture for up to
seven days. This permits the evaluation of the relative susceptibility of foreskin and cervical tissue to
HIV-1 infection [9]. This system maintains the integrity of the specimens, so that the epithelium can be
exposed to HIV-1 and assays conducted below thistissue layer to assess the relative infectivity of differ-
ent locations on the cervix and foreskin. Harvesting cultures and performing molecular observations
assesses susceptibility to HIV-1. Using this method, HIV-1 infection of T-cells can be observed within
six hours, in Langerhans' cells at 24 hours, and with an abundant infection in these by 96 hours.

Theforeskin hasasimilar make-up to the cervix —both have squamous cells. But the rel ative susceptibility
of different parts of the foreskin (internal versus external foreskin) differs from the cervix (epithelium
versus endocervix). The number of HIV-1 target cellsin the internal foreskin is much higher that in the
cervix or other parts of the penis. There are dramatic keratin differences between theinternal and external
surfaces of the foreskin. Theinternal foreskinisatruly mucosal surface, whereas the external foreskinis
much likearegular skin surface. In addition, Professor Roger Short [10] recently shared results suggesting
that Langerhans' cells - key HIV-1 target cells in the internal portion of foreskin — may be closer to the
surface in the epithelium.
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Comparison of Keratin Thickness on the External and
Mucosal Surfaces of Human Foreskin

Itisdifficult to infect specimens of external foreskin with HIV-1. Samples of the external foreskin, which
has few HIV-1 target cells and greatly increased keratinization compared to internal foreskin, showed no
detectable HIV-1 DNA in the outer surface. Compared to the

cervix, the internal foreskin samples were found to contain Compared tothecervix, theinternal

significantly (five to ten times) higher levels of HIV-1 target
cells, macrophages, and co-receptors. Thereis an age-related
increase (which eventually drops off) in the number of target
cells in the foreskin. There is also an association of HIV-1

foreskin samples were found to
contain significantly higher levelsof

HIV-1 target cells, macrophages,

and co-receptors.

target cells with exposure to STDs, which is consistent with
the observed greater HIV infectivity associated with STDs.

Adult foreskin mucosa appears to be much more susceptible
to HIV infection than cervical mucosa or the external sur-
face of the foreskin. HIV uptake in the inner foreskin tissue
samplesis up to nine times more efficient than in samples of
cervical tissue. One important limitation in these findingsis
the absence of data for skin samples from the frenulum and
penile shaft of uncircumcised men. Preliminary data from
Szabo and Short, based on tissue sampl esfrom deceased men,
suggest that there is no significant difference between cir-
cumcised and uncircumcised men in the keratinization of the
glans penis.

Adult foreskin mucosa appearsto be
much more susceptible to HIV in-
fection than cervical mucosa or the
external surfaceof theforeskin. HIV

uptake in the inner foreskin tissue
samplesisup to nine times more ef-
ficient than in samples of cervical
tissue.

Based on these findings and the new methodologies available, there should be an aggressive push to
assess potentia use of microbicides in non-circumcised males. The transplant culture system can evalu-
ate up to 24 specimens per day; and it is quite feasible to quantify how compounds might influence HIV-
1 susceptibility for uncircumcised men. The option of circumcision in high-risk populations needs to be
considered, as the foreskin appears to be an important reservoir for HIV. Specific questions regarding
foreskin removal, such as how much to remove and where the highest density of cellsis found, remain
undetermined.
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1.2 Satusof Current Clinical Trials (and Related Acceptability
Findings)

Moderator: Dr. Edward Tramont, Director, Division of AIDS (DIAIDS), NIAID/NIH

Dr. Tramont noted that as of 2002 the HIVV/AID S epidemic remains unabated and thereis limited progress
toward a vaccine. Two promising strategies to slow the epidemic are microbicides and male circumci-
sion. The recent findings of RCTs with hormonal replacement therapy demonstrate, however, that the
results for MC in observational studies must be verified with appropriately designed clinical trials.

The three existing RCTs designed to assess whether circumcision of adult males protects against HIV
should provide definitive evidence regarding the efficacy and safety of adult MC. The trials are being
conducted in Kisumu, Kenya (Robert Bailey, University of Illinois at Chicago, principal investigator);
Johannesburg, South Africa (Adrian Puren, South Africa National Institute of Communicable Disease,
and Bertran Auvert, University of Paris, principal investigators); and Rakai, Uganda (Ronald Gray,
Johns Hopkins University, principal investigator). The Kenyaand South Africatrials have already begun
enrolling volunteers. In Uganda, a pilot study is about to begin, and the main trial will begin enrollment
thereafter. In al three settings the acceptability of MC and reported willingness to be circumcised is high.
Findings from the three trials are expected within three to five years.

RCT acceptability findings were presented for Kisumu,

whichispredominantly made up of the non-circumcising

Luo ethnic group. An estimated 10 percent of Luo men

are circumcised. Approximately 60 percent of Luo men

and women interviewed would prefer to be circumcised

or have a circumcised partner. Among 18- to 25-year-

old males, 86 percent said they would prefer to be

circumcised. Acceptability findings from Rakai, based

oninterviewswith 1,178 uncircumcised men, found that

60 percent would accept MC and enroll in aRCT, even if MC were delayed. Acceptance was highest (65
percent) among the 20- to 29-year age group. Resultsfrom focus group discussions showed that participants
found MC acceptable for reasons of health and hygiene. They had little concern about its religious
connotations, and women prefer circumcised men as partners. MC acceptability was aso reported to be
high in the Johannesburg, South Africa, trial area, where MC prevalence is 21 percent.

The design of each tria is similar. Uncircumcised adult men who are medically eligible and provide
informed consent will be randomly selected for circumcision and control arms. All study participantswill
be extensively counseled on waysto prevent HIV infection, including abstinence, mutual monogamy, and
consistent condom use. They will be provided with condoms and encouraged to seek prompt treatment for
suspected STDs. HIV and STD incidence will be assessed periodicaly in both the circumcision and
control groups for approximately two years. All participants randomized into the control arm are offered
freecircumcision at the end of thetrial. All threetrials are designed to assess the hypothesis of aminimum
50 percent reduction in the incidence of HIV infection relative to HIV incidence in uncircumcised men.
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Differencesin study design among thethreetrials:

Kenya: Men testing HIV positive at baseline are not eligible for this trial. When men test positive, they
arereferred to support groups and other care and support services available in the community. The study
will recruit 1,338 men in each arm with an expected decreased annual incidence from 2.5 percent to 1.25
percent. As of mid-September 2002, 1,245 men age 18 to 24 years old had been screened. Of those, 97
percent consented to HIV testing (11 percent tested positive; 5.4 percent in ages 18 to 20 and 15.3 percent
in 21- to 24-year-olds) and 662 have been randomized. NIH and CIHR (Canadian Institute for Health
Research) are funding this trial.

Uganda: The Uganda trial actually consists of two separate trials. The first, funded by the NIH, will
enroll 5,000 uncircumcised, HIV negative men into two arms with an expected decrease in incidence
from 1.8 t0 0.9 per 100 person-years. A separate study, funded by the Bill and Melinda Gates Foundation,
will enroll approximately 800 uncircumcised HIV positive men and randomly divide them into circumci-
sion and control groups, in order to assess the effect of MC on transmission to female partners as well as
the safety of performing MC in HIV positive men. Aninitial six-month pilot study will include 200 HIV
negative men and approximately 50 HIV positive men with randomization into immediate versus delayed
MC after 24 months. At the end of both trials, men in the control group will be offered free circumcision.

South Africa: Both HIV positive and HIV negative men are eligible to participate. Private general prac-
titioners, who have prior experience with MC services, have been trained to perform the procedure using
acommon protocol developed by the Urology Department of the University of Witswatersrand. Thetrial
will seek atotal of 3,500 participants divided evenly into two arms. HIV incidence of 2.2 percent per year
isexpected tofall to 1.1 percent per year. Thetrial began in August 2002 and currently averages about 10
randomizations per day. The Government of France is funding this trial at the relatively modest cost of
$700,000.
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1.3 Field Research on Acceptability and Feasibility of
Introducing M C Services

Moderator: Dr. Daniel Halperin, Senior Technical Advisor, USAID Office of HIV/AIDS

Dr. Halperin reported that there have been at least nine surveys or qualitative studies on MC acceptabil -
ity in Africa. These include studies in Botswana, Kenya, South Africa, Tanzania, Uganda, Zambia, and
Zimbabwe. In virtually all studies, a majority of respondents expressed interest in MC. [ 11-20] . A Malawi
study is planned in mid-2003.

Presenter: Tom Onyango, Kenya MOH
Topic: Trial intervention of MC servicesin Nyanza Province, Kenya?

The Siaya project isatrial intervention of MC services in Nyanza province in western Kenya, which has
the country’shighest adult HIV prevaencerate, between 28 and 35 percent in different studies. Prevalence
in Siayais 38.4 percent. The province is populated by the Luo, the only major ethnic group in Kenyathat
does not traditionally practice MC. About 90 percent of Luo men are not circumcised [21].

Despite the absence of traditional circumcision, an acceptability study conducted in 1998 showed that the
Luo community has positive views about MC. More than 75 percent of Luo men and women equated MC
with greater cleanliness and reduced risk of STDs. More than 50 percent believed that circumcised men
enjoy sex more and give greater sexual pleasure to their partners. Approximately 60 percent of Luo men
and women said they would prefer to be circumcised or to have a circumcised partner. Seventy-four
percent of men and 88 percent of women said they would circumcise their son if affordable and safe
services were available.

Few clinicians in the district have had comprehensive training and experience in conducting MC. The
planned intervention had the following five objectives:

1) Increase the number of health providers trained to perform safe MC

2) Increase the numbers of circumcisions among males over 8 years old

3) Increase the knowledge of health providers about the risks and benefits of MC

4) Increase the availability of MC instruments and supplies in 20 facilities

5) Develop consistent policies and practices regarding MC pricing

Twenty-six male clinicians were trained to provide MC, and informed consent procedures were devel-
oped. Education on the risks and benefits of MC was conducted in 120 schools, 10 churches and 15
administrative fora. Informational brochures and a poster were devel oped and distributed in schools and
other sites. Twenty facilities were selected and provided with instruments and supplies.

After six months, activities in Siaya were compared with Nyando, a control area. Interviews with clini-
cians showed significant differences between the two sites in the number of circumcisions performed,
and the percentage of clinicians that recommended the procedure to more than five clients. Peak months
for MC were August and December, when more than 100 procedures per month took placein Siaya. The

2 Asthe key investigator for the Siaya intervention, Tom Onyango Matinde of the Kenya Ministry of Health made a presentation on
behalf of his co-authors Dr. Richard Muga (Director of Kenya Medical Services), Dr. Robert Bailey (University of Illinois at Chicago),
and Dr. Rudi Poulussen (Belgium Development Corp.).
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modal age range for MC was 20 to 24 years, ] i
but there were some procedures performed on Trial Intervention Results
men above age 40 and on children. During the from Nyanza Province, Kenya
intervention’s first 25 months, only 24 MCs Male Circumcisions in Siaya District
inthe control district werereported, while 433 i Jan 1999 - May 2001

MCs were performed in the Siaya District.

Cost was the most important factor in deter- 80 1

mining the number of men who requested MC.
The initial charge of 250 Ks, or about US $3,
appeared to be too expensive. The cost was
reduced to 100 Ks, or about US $1, which at- 207 II
tracted many more clients. There was a high O e s e e 2 » Tk >
rate of patient satisfaction. Some men came
for medical or cosmetic reasons, including
genital warts. It was not possibleto accurately
evauate the rate of complications. There were anecdotal reports of bleeding and infection, which were
appropriately treated. Although many people thought that circumcision would not be acceptable among a
non-practicing group such asthe Luo, the opposite proved true. By giving people clear information, they
were able to make their own choice. The intervention was done on a very small budget (less than US
$15,000), financed initially by the Belgium Government.
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This experience shows that before MC can be offered, cli-
nicians must be trained, proper instruments and supplies
must be made available, and informed consent procedures
and HIV/STD counseling mechanisms should be in place.
There is still a substantial need for more data on rates of
complicationsin clinical settings.

Presenter: Dr. Judith Brown, Nazareth Hospital, Kenya
Topic: Integration of traditional and clinical circumcision in Chogoria Hospital, Kenya

In most ethnic groupsin Kenya, MC is practiced as part of amale rite of passage. It includes a post-MC
traditional period of seclusion of up to several weeks, in which boys are taught about the community’s
expectations of men, relationships with women, potential wives and children, and sexual activity, which
(among some groups) is expected to begin soon after healing. Teaching methods often include beatings,
harsh language and rote learning.

Among the Meru ethnic group of Central Kenya, where MC occurs on average about age 15, several
different traditional techniques of circumcision are practiced. By undergoing MC, achild is“madeinto a
man,” and is expected to undergo physical, psychological, social, and sexual transformations. A program
at ChogoriaHospital, achurch-affiliated hospital established in 1922, combinesclinical MC with ahospital-
based period of group seclusion and teaching [22]. Although some boys are circumcised in groups by
traditional practitioners, other families have their sons circumcised at the hospital or at homeindividually.
Sincethese boys miss out on the opportunity for the teaching and peer bonding that occursduring traditional
group seclusion, Chogoria Hospital now offers a group seclusion and training period within the hospital
where boys learn some traditional cultural material as well as about reproductive health in general, HIV/
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AIDS, drug and alcohol abuse, goal-setting, making
responsible choices, family planning, abstinence and
faithfulness, violence, and so forth. Groups of 20 to 30 boys
are housed in a special ward for five to seven days following
the circumcision. The expectation that MC is performed at a
time when boys can learn the ways of men provides an
opportunity to build on traditional customs, create more
gender-equitable behavior, and establish healthy attitudes and
practicesearly inlife. The ChogoriaHospital work isrelevant
tothe“ABC” approach and adapts Meru traditional initiation/
MC teachings to modern circumstances.

Other African ethnic groups could aso re-examine their traitional MC practices and teaching. Since
circumcisionisa time when boys are expected to learn the ways of men, itis an opportunity to build on
traditional customs, create more gender equitable behavior, and establish healthy attitudes and practices
early inlife.

Other Survey and Qualitative Data on
MC Acceptability

Presenter: Steve Hodgins, USAID, Zambia
Topic: Findings from focus groupsin Lusaka and a nearby rural areain Zambia

TheHIV prevalenceratein Zambiais approximately 16 percent in adults. About 17 percent of menin the
country have been circumcised (2000 DHS). Mae circumcision is not traditionally practiced outside of
some areas in the Northwest (e.g., Luvale) region. Focus group discussions were held with urban and
rural men to assess MC practices, opinions, and acceptability anong married and unmarried men ages 18
to 39. Most of the participants were not circumcised. Among groups traditionally practicing MC, not
being circumcised was associated with uncleanness, premature gaculation, and unfitness for marriage.
MC is viewed as a milestone for manhood, protection from disease, and an enhancement for women’s
sexual pleasure as circumcised men are thought to be able to “perform” longer, thereby increasing their
female partner’s satisfaction. Among groups not practicing traditional MC, the men expressed limited
interest in MC although some informants said they wished they had been circumcised because there was
a common belief that women prefer circumcised men. Male circumcision was aso associated with re-
duced risk of STDs, including HIV. Several participants said they were serioudly considering the procedure.

Thereported age of MC was generally between 8 and 15 years old. Performing circumcision on aboy less
than 5 years old was considered unsafe. There were mixed views on infant MC. Some felt that the proce-
durewould not be aspainful early inlife, and that if donelater during

adulthood, healing would be slower and complications more likely.

There were also mixed views on traditional versus medical MC.

Groups practicing MC tended to prefer camp settings, which offer

community members an opportunity to pass on the group’s tradi-

tional valuesto the boys. Urban men wereless confident in the safety

of traditional MC; non-practicing groups preferred hospital-based

services for safety reasons. They were concerned about the reuse of

blades and disease transmission.
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Practicing and non-practicing groupsclaimed M Cisaprotectivefactor against STDss ncethe proceduretends
to makethe penis“harder and drier.” They believethat transmission of STDsand HIV occursthrough theglans
and that with theforeskinintact, the virus could be harbored. A few informantsviewed MC asa*” natura con-
dom” conferring 100 percent protection, and one claimed that if hewas circumcised, he couldn’t possibly get
HIV. Most men considered such kind of protection asonly partial. Somebelieved that MCislesseffectivein
preventing HIV than for other STDs. Nevertheless, these perceptions are troubling since they suggest that cir-
cumcised men might not find it necessary to practice safer sex.

Respondents did not raise concerns that MC could compromise male sexua satisfaction. There was a
view that MC made condom use easier. The concerns around safety included fear of disease transmission
by using the same knife on several boys. Hence, boys now frequently arrive with their own razor blades
for the procedure. Slow healing, localized infection, blood loss, and risk of dying were aso mentioned as
concerns. Expense is perceived as a barrier, both for traditional MC camps and medical MC. There are
few clinicians trained to practice MC. Some informants reported trying unsuccessfully to obtain medical
MC.

A key informant interview was aso held with a Lusaka-based physician who is originally from an MC-
practicing ethnic group. He performs MC on weekends on a volunteer basis and his clientele consists
largely, but not exclusively, of men from M C-practicing groups or men who have intermarried with MC-
practicing groups. He sees a slow increase in demand for MC from other groups and reports interest
among medical colleagues in offering these services.

In conclusion, athough MC is relatively uncommon in Zambia, there appears to be widespread and
evidently growing interest. Focus group discussion participants were interested in more information.
Thereisaneed for and interest in acceptability and feasibility studies. There are potential partners on the
ground but relatively few trained physicians. There is a need to examine the regulatory environment and
whether other practitioners can perform the procedure.

Presenter: Dr. Daniel Halperin, Senior Technical Advisor, USAID Office of HIV/AIDS
Topic: Recent findings from Botswana (Harvard AIDS Institute) and Harare (University of
California, San Francisco) surveys and Southern Africa qualitative data

M C Acceptability in Botswana: In Botswana, which hastheworld's
highest rate of HIV infection, MC was universally practiced some
100 years ago. The practice is now much less common, however.
Roger Shapiro (Botswana-Harvard AIDS Institute Partnership) and
colleagues from the Botswana MOH and the University of Botswana
conducted a cross-sectional survey in the spring of 2001 with 605
men and women aged 18 or over in various geographic and ethnically
representative locations throughout the country [13, 14]. Of men and
women approached at meeting places and public markets, 57 percent
agreed to participate. The survey consisted of abaseline questionnaire
followed by aninformational session onthe potentia risksand benefits
of MC. A second set of questions was administered following the
information session. Prior to theinformation session, 68 percent of respondents said they would definitely
or probably circumcise a male child if MC was offered free of charge in a hospital; this increased to 89
percent following the informational session. Of 316 men, 238 (75 percent) reported they were not
circumcised. Of these uncircumcised men, 61 percent said they would definitely or probably be circumcised
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if MC serviceswere availablein asafe hospital setting, free of charge. Thisincreased to 81 percent after the
informational session. Themajority of respondentsfavored M C at age 5 or younger. Given that most birthsin
Botswanaoccur at district hospitals, it may befeasibleto implement infant M C services. Parents should be
offered theoption of MC for young children and it should aso bean option for adultsand adolescents, especialy
if RCTsconfirmthat MC hasaprotectiveeffect against HIV.

MC Acceptability Research in Zimbabwe: 1n 2000 Catherine Fritz, Daniel Halperin, and colleagues
from the University of California, San Francisco, and the University of Zimbabwe Medical College
conducted a survey of 200 men randomly sampled from beer hall settings in Harare [17]. Of these, 14
percent self-reported being circumcised. Of the remaining uncircumcised men, 45 percent said they would
like to be circumcised if it were affordable and performed safely.

Qualitative Acceptability Research in South Africa: Eight focus group discussions were conducted by
Dr. Halperin in 2001 with men and women in the Johannesburg area and in Kwa-Zulu/Natal, South
Africa, where HIV prevalenceisvery high and MC has not been practiced since the early 1800s[18,20].
Among 52 men interviewed, seven were circumcised. Of the remaining 45 young men, 41 (including 31
of 32 Zulus) said they would be interested in MC. Most said they would prefer that the procedure be
performed at a private practitioner’s office rather than at afree public clinic. Two young men had foreskin
complications; one claimed he had never been able to have sex because hisforeskin would not retract at all.

The men overwhelmingly stated they prefer MC because they believe it promotes better hygiene. They
spoke of difficultiesin staying clean, of not “smelling,” and of not contracting infections. All 16 women
interviewed said they would prefer a circumcised male partner. Male circumcision was thought to makeit
easier to use a condom, as the uncircumcised foreskin can get “caught up” in a condom. Some men said
they have had to remove condoms because of discomfort in the foreskin. A couple of men believed that
MC would protect them from HIV. These statements provoked loud arguments from other participants,
who admonished that “if you' re with someone who has AIDS, you'll get it too, MC or not.”
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1.4 Key Areas of Concern

Moderator: Dr. Jim Shelton, Medical Director, USAID Office of Population and RH

Presenter: Dr. Douglas Huber, Management Sciences for Health
Topic: Safety and quality of care for male circumcision

In many respects, the safety and quality of MC surgical procedures can be informed by the historical
experience of male and female surgical sterilization. There is a wide range of MC settings that must be
considered, from the“gold standard” approaches used for examplein the Kisumu RCT, to those employed
at Chogoria Hospital and at the Siaya pilot MC introduction program. Counseling on informed choice,
disinhibition, and screening for medical issues are also important.

Pre- and post-operative instructions warrant specia time and attention. As we learned from the Siaya
pilot project, conducted in a public-sector clinical setting with male nurses (some of whom had already
done alarge number of procedures), MC can still lead to problems. For example, one man returned home
directly following M C without adequate instruction. He rode his bike home late in the afternoon after MC
because he needed to care for his parents. Due to substantial 1oss of blood, he could not stand up the next
day and had to be brought to the health center in hemorrhagic shock. This“near miss’ isavivid example
of why postoperative care and instructionsare so important. Clearly written and verbal guidanceisimportant
to ensure that a patient goes home well prepared. Nurses need to communicate well and provide thorough
instructions.

Asepsis must be improved. Providers did not have effective topical antiseptics to prepare the skin for
surgery in Siaya. Aninexpensive and simpleintervention can make asignificant difference. Local anesthesia
for clinical proceduresis aso very important and fairly low risk.

Based on experience with voluntary surgical steriliza-

tion (VSS) for men and women, accurate information

for complication rates may only be available from pro-

gpective studies. For some 1.25 million procedures in

50 countriesover aperiod of eight years, underreporting

of surgical complicationsfor male and female V SS ap-

peared to bein the range of 90 to 99 percent. Thereare

strong ingtitutional incentives to not report complica-

tions. Expecting a 3 percent complication rate with

“minilap” procedures, complication ratesof only 0.2 and

0.3 percent were routinely found. It was not uncommon

to have projectsreporting 10,000 sterilization procedures

with no complications. Paradoxically, the few placesthat reported complications were not in fact the ones
with problems. Rather, they actually reported complications and, as aresult, provided higher quality care.
Routine reporting is not where the problems are found. Typically it isin protected, confidential interviews
where the most valuable information comes from.

A suggested arbitrary range for expected complication rates for clinical MC might be between 2 and 3
percent, even up to 5 percent. Bleeding and complications are going to happen. Thereis no such thing as
risk-free surgery.
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Contextual issues are important. Unlike male and female VSS,
MC is often part of arite of passage. Male circumcision is a part
of cultural rites that have been around for a long time in many
partsof Africa. When talking about safety, standards of care should
reflect endogenous cultural practices instead of exogenous ideas
of what isacceptable. Although traditional MC may involvetrain-
ing for responsible manhood, certainly it is reckless to promote
promiscuous sex following MC, as has sometimes been the case.
Therefore, a lot more needs to be learned about sexuality and
other aspects of orientation into manhood within the traditional
approach to MC. There are as many different practices as there
are different cultural settings. The cultural contexts may be as
important as the medical protocols.

Informed choice information needs to be widely disseminated now. We should not only worry about
disinhibition in the future, because it is already a problem. Many men are circumcised each year and
hence M C-associated disinhibition is already an issue.

Male circumcision should be available in public health settings to meet existing demand. Many medical
personnel, including nurse practitioners and male nurses, are eager to learn and do more about M C but do
not have adequate training or supplies. A lot can be done simply to improve the servicesthat are currently
being provided. The private sector can and will provide MC services, as private practitioners in South
Africa and male nurses in Kenya are already doing. There is a need to work with them on cost issues,
quality of care, training, and their own professional satisfaction in conducting better and safer procedures.
(Thisis clearly important for male nurses in Kenya.) Prospective follow-up studies are needed to get a
better sense of complication rates and how to reduce them. Finaly, it is worthwhile to combine clinical
M C services with an orientation toward healthy manhood, as in the Chogoria Hospital program. It is not
just the foreskin; thisis arite of passage with wide ramifications.

Presenter: Dr. Ina Roy, bioethics consultant and former faculty member of the University of
Pennsylvania Center for Bioethics
Topic: Bioethical and informed consent issues

Pertinent principles and practices that need to be put into

place for ethically sound MC policies include autonomy

and self-determination for people who would be subjects

for or involved in an MC project. This is accomplished

through the process of informed choice, which involves

more than informed consent. Second, there must be

safeguards for bodily integrity; the subjects themselves

should be the determinants of any choices involving

irrevocable change to their bodies. Finally, care is needed to ensure cultural self-determination — cultural
changes cannot be imposed on societies but must be adapted by them.

Target population: When applying the above principles to MC policy, we must choose an appropriate
population for the intervention, particularly adults versus children. We cannot assume that our ideas of
what constitutes an “adult” will work in all cultures.
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There are clear advantages to providing MC interventions for adults. It is far easier for adults to under-
stand information than for neonates. Adults have experience with comparing risks and benefits and have
more fully formed ideas about how these are particularly important to them. For example, some adults
may prefer MC because of perceived long-term benefits, while others may feel it's not worth the risk or
discomfort. Also, adults are the current population of interest; in the case of MC and HIV, adults are
sexually active whereas neonates will not be for many years to come.

There is also ample rationale for considering MC
interventionsfor children. Maecircumcisionisgenerally
less complex with children, involving, for example, less
bleeding. Also, some prospective studies have suggested
that prepubescent MC may be particularly associated
with reduced HIV risk. Finally, in some cultures,
practitioners of circumcision may already have child-
appropriate experience, skills, and equipment.

Some say that MC interventions should not be used for children because they cannot give their consent.
But we often give parents the right to consent to physical changes if they are in the best interest of the
child (childhood vaccinations, for example). Male circumcision can also be seen as a preventative proce-
dure against urinary tract infections, and potential future renal damage, in children.

I nformed consent: Informed consent is more than a lengthy form and signature. It must involve an in-
formed choice. To be informed, a person must be educated about the procedure and aware of opportuni-
tiesfor follow-up care. To provide consent, a person must assent to exactly and only that procedure and to
the costs of the procedure.

The onus to ensure valid consent for an individual is especialy important in three instances — if the proce-
dure 1) isirreversible; 2) includes a process that may involve emotional or physical pain; and/or 3) may
result in permanent damage including functiona deficit. Mae circumcison fitsall three of these possibilities.
Thereforeit isvitd that adolescents (not just their parents) aswell as adults be fully involved in informed choice.

The informed consent process involves describing the procedure and the risks and benefits to self and
others. Alternative procedures and options available to the client should be presented. This needs to be
done at a level and in the type of language appropriate to the individual and culture, including use of
tranglators. Potential participants should be able to ask questionsin a culturally appropriate environment.
For example, peoplein some cultures prefer agroup question-and-answer session rather than anintimidating
one-on-one session with the health care provider. Some believe that a waiting period helps people give
consent. While a 48-hour period may permit a person time to reflect, it can be onerous to poor persons
traveling by foot for many hoursto seek MC services. An aternative to awaiting period isto begin giving
people full information about the procedure before they decide to seek health care services.

Cultural self-determination: Thereissome concern about distinguishing “ cultural hegemony” from cultura
adaptation. Persons within the culture must be the ones making the decision about whether to incorporate
new practices into their community. Researchers and external policy makers should assist in this process
by articulating both risks and benefits as well as suggesting ways of implementing research and policies.
The onusison the MC programsto verify there are overall benefitsto the specific local culture. Coercion
—intheform of making it practically difficult for personsto refuse to accept a policy or procedure — must
be avoided in any form.

MALE CIRCUMCISION: Current Epidemiological and Field Evidence 15



Finaly, it must be acknowledged that there are many differences between FGC and M C. Argumentsthat one
isnot ethical do not mean that the other isnot ethical .

Presenter: Dr. Ward Cates, President, Family Health I nter national
Topic: Behavioral implications, including thepossibility of a*“ disinhibition effect” associated

with MC for HIV prevention

Theterm “disinhibition” may be defined asan increasein
unsafe behaviorsin responseto perceptions caused by the
introduction of apreventiveor therapeuticintervention. Itis
not anew ideaand appliesto any field of public health, not
just HIV prevention. A release of inhibited behavior, namely
an increase in unsafe behavior, isin fact aby-product of

amogt every curative and preventiveintervention we have (for example, seatbeltsand recklessdriving, chest x-
raysand tobacco use). It hasbeen with usfor centuriesand can be addressed prospectively. Epidemiologistscan

model out beforehand what therisk-ratio fromdisinhibition
would be. Theimportant thing isto addressdisinhibitionin
pre-intervention counseling (theinformed consent process)
andin post-intervention counsdling and follow-up, & boththe
individua and population levels.Wehaveto recognizedisinhi-
bition asareality and addressit constantly.

Oneof themore optimistic approachesintheRH and HIV

arenaishow toinvolvemenin choicesfor their sexual hedth. If therewas ever achancetowork withmen, MC
isit. Thereisan ongoing opportunity to talk with men about what M C is—just one of many optionsamong the

avalableinterventions.,

1.5 Breakout Sessons

Participants broke into five smaller groups to discuss various topics related to MC and then present
conclusions and recommendations back to the larger group. Three underlining themes emerged in the

groups’ conclusions.

Malecircumcision promotion and large-scd eimplementation should not begin without theresults
of theRCTs. Mogt of thegroups' recommendationswere madewith the understanding that they
would not be implemented unless the RCTs prove MC to be efficacious in reducing HIV
prevention. However, there was agreement that we cannot and should not haveto wait for the
RCT resultsto begin building theinfrastructurefor M C implementation.

Maecircumcision programswill only be successful if they are country- or region-specific and
are created and implemented with knowledge of and conformity with national or local lawsand
cultura andreligiousnorms.

Standardized M C guidelinesare needed for both clinical and counseling proceduresto ensure
high-quality MC services.
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1.5.1 Neonatal and Child MC Issues

Following adataoverview presentation by Dr. Edgar Schoen of Kaiser Permanente Hospitalsof Cdifornia[23],
the neonatal discuss on group focused on how and whento implement MCfor infants. Thediscussionledtothe
issue of whether toimplement MC aspart of child health servicesand/or asan HIV intervention program. In
settingswhere M C isnot practiced, promotion of M C as part of child health might be more acceptable. How-
ever, MC would morelikely be adopted if it was promoted as part of an HIV intervention program. Others
recommended that M C also beincluded in other hedlth programs, such asthose address ng prevention of mother-
to-child HIV transmisson (PMTCT).

Male circumcision programs need to include information dissemination and education to help those
already practicing circumcision to promote safer procedures. Standard MC procedures and the means to
ensure quality of care must also be developed. All MC practitioners should be retrained according to
these guidelines. Nurses and midwives must be included as M C practitioners, especially in settingswhere
infants are born at home.

Program implementation could start by improving M C standards, setting up country-specific infrastructure,
and encouraging community education and dialog even before the RCT results are available.

1.5.2 Quality of Care, Including Training, Safety Regulations, Counseling Methodologies, etc.
This discussion produced three main points. First, MC programs should focus on a comprehensive sys-
tems approach that incorporates the specific views and practices that aready exist on MC in respective
countries. Different clinical approaches are needed for different groups, cultures, and regions, and both
medical aswell astraditiona approaches should be available. Secondly, there is a need for standardized MC
procedures and techniques to address infection prevention and complications management, training and
accreditation, and supplies/equipment standards. Medical and traditional practitioners should receive com-
petency-based training on these clinical procedures.

Lastly, counseling is an important and essential component of quality care. Practitioners must be well
versed in client rights and able to present an understandabl e and culturally appropriate consent procedure.
MC programs need to abide by national laws, including parental consent laws. Practitioners also need to
be able to provide their clients full information on the partial protection afforded against HIV, possible
complications, and the potential for behavioral disinhibition. MC counseling could become auseful entry
point for RH counseling more generally.

1.5.3 Potential Advantages and Concerns of Private-Sector Approaches, Including Cost Issues
A clear advantage of performing MC in the private sector is the potential increase in accessibility and
coverage. The private sector may be able to help increase the quality of MC procedures and standards.
Practitioners could be well trained and would a so have the mechanismsin place to monitor and improve
their practice asthey seefit. The private sector could also facilitate further research, helping to uncover data
on acceptability and side effects of MC.

Concerns include identification of appropriate practitioners, training, and education on counseling, spe-
cificaly on the social and cultural aspectsrelated to MC. Standardized M C procedures would be aneces-
sary tool for thistraining. Additional funding for these practitioners would be necessary as an incentive to
providethe services. The cost of suppliesand equipment would also need to be sufficiently low to increase
practitioners willingness to perform MC.
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1.5.4 Women’'s Roles and Issues, Including Relation to FGC Advocacy and Cervical Cancer
SinceMCiscurrently seen asacultural and religious practice, women —asimportant carriers of communal
traditions— a so need to beinvolved in MC awareness and implementation. WWomen could be the starting
point of M C promoation for infantsand adol escents since child-rearing responsibilitiesare often their purview.
Any MC program must be culturally appropriate and work from withinthe system.

Promotion of MC could complicate the cam-
paign to stop female genital cutting (FGC). In
places where FGC is practiced, MC is nearly
always also practiced. Female genital cutting
must be de-linked from MC and the interna-
tional community and non-practicing FGC/
MC communities must be able to discuss the
issues rationally, concluding that FGC is a
harmful practice while MC may provide various health benefits and advantages.

Cervical cancer isone of the leading causes of death for women. Lower rates of cervical cancer have been
found in areas with high rates of male circumcision. Although there may not yet be total proof of acause-
and-effect connection between MC and cervical cancer, a recent seven-site international study found a
significant association between lack of MC and higher prevalence of HPV infection in men as well as
lower cervical cancer rates in partners of circumcised men who had multiple partners compared to the
partners of uncircumcised men with multiple partners [8]. MC should be added to the cervical cancer
research agenda.

1.5.5 Integration With Other RH Services

Male circumcision should be introduced into RH services within

a spectrum of three scenarios of program activity. The first sce-

nario isto work with modified traditional/medicalized MC prac-

tices aong the model of Chogoria Hospital’'s “ Seize the Day”

program. The second is to respond to existing demand for MC

services without actively promoting MC asan HIV preventionin-

tervention. Activities within these first two scenarios would help

build aknowledge base of clinical, counseling, and cost data that

would be essential preparation for scaling-up of services if the

RCTs indicate that MC definitively has a substantial protective effect against HIV. Third (should RCTs
show aclear protective effect for MC), there would be a need for afar more active approach, including the
possibility of vertical programs to respond to the anticipated rapid increase in demand.

Some people view integration of MC with RH services as a potentially effective way to get men more
involved in reproductive health in general. However, maintaining the quality of both services once they
are integrated is still a challenge. There is concern that the quality of RH might be compromised since
MC isamedical procedure and hence might be performed by practitioners who are less knowledgeable
about RH services generally. RH services must be able to attend to their own program needs before
introducing and integrating another component. However, there is a potentialy important opportunity,
with adolescents in particular, for further RH counseling following MC.
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Lastly, the creation of MC programs should start locally. Therearevariouscultura and religiousdifferencesthat
could become barriersto successful implementation. In addition, acceptability studies must be conducted in
different cultural settings, especialy in placeswhere M Cisnot arite of passageor isnot traditionaly practiced at
dl.

1.6 “Where do we go from here?’: Key Policy and
| mplementation | ssues

Moderator: Peter McDermott, UNICEF/USAID Africa Bureau
Pan€lists: Ronald Gray, Douglas Huber, and Dipo Otolorin

The panelists were charged with commenting on next steps for MC, addressing whether it is appropriate
or not to promote MC now for HIV prevention and/or male RH, and describing the criteria for making
such determinations.

Ron Gray: While we await the results of the RCTs we need to start observational studies on traditional
MC practices. We should provide training to medical and traditional practitioners and emphasize certifi-
cation of training and equipment. We should also consider integrating MC with other services, such as
condom promotion. However, thereis aneed for caution, because we need to learn much more about how
to prevent disinhibition. Moreover, the observational data could be confounded, and RCTs are required to
determinethe efficacy of MC for HIV prevention before this procedureis actively promoted as ameans of
HIV control. If RCTs demonstrate a protective effect, MC could be very beneficial; in fact, MC could
become one of the most powerful HIV prevention interventions we have. But this beneficial protective
effect could readily be offset by any significant increase in risky behavior. Moreover, it is premature to
promote MC in areas where it is not done traditionally, especialy if the message isthat MC is protective
against HIV/AIDS because this could engender fal se expectations of protection and thus promote disinhi-
bition.

Douglas Huber: The question of disinhibition needs to be addressed now, not in the future. There are
millions of men already circumcised and undergoing MC without any intervention, and some of these
men may well be getting the wrong message that MC isfully protective against HIV. Thereisacompelling
and urgent need for disseminating accurate and balanced information on MC. Thisis not to promote MC
asconferring complete HIV prevention but to make sure accurate information gets out in an understandable
package. We need to let the local decision-makers know what the advantages and disadvantages are; it is
for them to take action.

It is important to put MC within a holistic context and realize that it is an opportunity to integrate im-
proved educational messages into the traditional MC experience; for example, to introduce “ABC” (Ab-
stinence, Be faithful, use Condoms) concepts. We need to counter misinformation and dangerous mes-
sagesthat are part of sometraditional M C practicesin the transition from boyhood to manhood. Therisks
to young men now practicing traditional MC are great in terms of the way they are introduced to un-
healthy sexuality and related behavioral messages. More work needsto be donein order to move forward.
As part of MC-related education for young men, there is an opportunity to introduce the A, B, and C
messages aswell astheideaof VCT being a positive, courageous, and responsible male behavior. Thisis
not just about improving MC surgery; this is about changing the entire educational package associated
with traditional MC.
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Dipo Otolorin (JHPIEGO): Although we must wait for the RCT results before actively promoting MC
for HIV/AIDS protective purposes, we need to support existing M C programs. Male circumcision should
be a component of the ABCs of prevention. We are not going to stop traditional MC. We need to work
with communities that support MC, as Judith Brown discussed in her presentation. Thisis especialy true
since, unlike FGC, we have no evidence to show that we should stop MC services. While waiting for the
RCT resullts, let usfocusonimproving the quality of care, safety, training, and standardi zation of techniques.
We should identify who the providers are and help them perform MC safely and without complications.
Action must be taken now and not postponed until the outcomes from RCTs are known. We should
support existing MC programs and the cultures that support it. Let’s prepare to scale up now, even aswe
are awaiting the RCT results.

Participant Discussion: David Stanton (USAID Office

of AIDS) noted that we need more discussion of pilot

projects, operationsresearch (OR), and operationa issues

such aswhat levels of training and quality assurance are

necessary in various settings in order to be ready to hit

the ground sooner if RCTs show a protective result. We

need interventions that help identify better practices; we

need prospective OR studies and/or modified clinical

trialsto get accurate complication data. Service delivery

programswill not provide thisinformation. At this point

in history we have atremendous opportunity to get ready

inanticipation of theRCT results. A scientific breakthrough

requires a relatively slow process of operationalization, such as with MTCT. The three- to five-year
duration of clinical trials may seem long, but so will the processto develop consensus, national standards,
and community buy-in on MC. We have to start now and, with thisin mind, USAID plans to support one
or two pilot sitesin providing MC not asan HIV prevention intervention but as part of male RH services.
This will be coupled with rigorous operations research to answer the questions raised today and other
guestions we haven't yet thought of. We want to get closer to or even ahead of the curve on thisissue.

Male circumcision is aloca decision and we have a responsibility to make sure we get the information
out to our local communities so they can discuss it. One meeting participant admonished that MC affects
women as well and we need to include them. The Siaya study pointed out that women (mothers, wives,
and partners) are strong proponents of MC — 88 percent of mothers wanted their sons to be circumcised.
Male circumcision choices need to be integrated with RH issues for both women and men. There was a
call for assessing the relative cost of MC introduction versus other types of interventions.

A physician from South Africaraised the concern that despite the presentations made on M C acceptability
studies, he had yet to see any interest expressed in MC in his medical practicein an areawhere MC is not
traditionally practiced. He cautioned that there may be a Western cultural bias at work here, akin to
“cultural hegemony,” that might inflate estimates of demand for MC services. There is aneed for equity
and balance to ensure that we do not improve M C services for some but then not offer MC to others.
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1.7 Summary and Conclusions

Recap of the Day: Peter McDermott, UNICEF/USAID Africa Bureau

While it may be premature to actively promote MC,
we should nevertheless take a number of critical ac-
tions now. There is much to do, but explicit promo-
tion or demand creation is not advisable at this time
in the absence of definitive evidence. There is aso
the unresolved issue of whether we should move to
support neonatal MC while at the same time looking
toward youth and adult MC. We need to start building
the foundations for successful MC implementation if
and when favorable results derive from the RCTs.

Therewere seven main topicsfrom the day’sdiscuss ons, which may serve asaroadmap for thoseinterested
in MC as a potentially important public health component of HIV prevention programs:

1. Locality and context: We need to learn much more about the communities where MC programs may
be put into place. As we heard from representatives from places such as South Africa and Cameroon
where MC istraditionally performed, we do not need to await the results of RCTsin order to learn about
applicability, acceptability, and feasibility in local environments. Local context assessments from an
anthropologic, ethnographic, and cultural perspective informed by a gender dimension can commence
now. We need to start working on acceptability and feasibility studiesto identify and overcome barriersif
and when MC is ready to be fully implemented. We need to learn about existing practices, identify
community leaders, and investigate what will work and what won'’t in specific regions and communities.

2. Palicies, regulations, and guidelines:. We need to understand the policy and legal dimensions better.
It isnot clear that thereisapolicy framework at the national level that will cover MC interventions. There
is some knowledge of medical and traditional practices, but we need to review country policies and
regulationsregarding medical practices, safety, age, etc., that can haveimplicationsfor M C implementation.
We need to undertake an assessment and analysis of potential constraints at the national level in order to
develop successful programs.

3. MC information dissemination: We need to get current knowledge on MC into the public domain in
a careful, planned, and deliberate manner without sending mixed messages. We need a public and
professional dialogue at national and regional levelsin order to build alocal constituency and favorable
environment for MC. We need to craft messages and strengthen professional and community alliancesto
build a broader constituency.

4. Clinical management protocols/guidelines: Clinical management requires protocolsand/or guidelines
on quality, training, certification, safety, etc. Other issues such as referrals, emergency management,
consumables, age considerations, also need to be considered and prepared for. Other guidelines will be
necessary to addressintegration with existing services (antenatal care, PMTCT, etc.) aswell asfor public-
and private-sector services provision.

5. Program design: Program design and careful strategy formulation are needed if we wish to make
existing practices safer and create culturally acceptable pilot interventions. Program design must antici-
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pate possible national “roll out” of MC. Key operations research agenda questions must be identified,
including the relationship of MC to microbicides, HSV-2 transmission, and other determinant factors.

6. Cost and resources: There are potentially huge cost implications of public service scale-up for MC,
even with expected economies of scale. There are al'so concerns related to equity in access. Costs and
resources need to be anticipated to ensure equity in terms of access and quality of MC. We need to look at
the national estimated costs of MC and look creatively at how we can reduce or allocate other funds.

7. Ethical concerns: Finally, we need to examine the ethical considerations of MC services asthey relate
to bodily integrity and informed choice and consent, especialy for neonates and children.

1.8 Final Discussion and Closure of
Formal Meeting

Concluding Remarks by Duff Gillespie
and Kevin O’Relilly

Duff Gillespie, USAID Deputy Assistant Administrator for Global Health: Let’s reflect on what we
currently have available to address HIV/AIDS. Mae circumcision may be invasive but it aso happensto
bethe most common surgical procedureintheworld. Unlike MTCT programs, it isalready widely practiced.
The frustrating reality of the HIV challengeisthat in the early stages we implemented things that did not
work and implemented other things that have worked for reasons we do not fully understand. When you
compare the knowledge base for what we are doing now (at great cost) with the MC knowledge base, our
knowledge about MC is actually pretty robust. The MC horse is out of the stable. Private providers are
responding to demand and will attempt to earn money from performing it. We should consider the fact
that there are probably more men who are circumcised than are using condoms. We need to avoid being a
bit ivory-towerish. We cannot wait two to three years to move forward. When compared to MC, we are
actually implementing some programs based more on hunches and good i ntentions than on sound scientific
evidence. The discussion has been rich. We cannot make perfect decisions, but this type of meeting can
help us to make the best decisions we can, armed with the best information at hand.

Kevin O'Reilly, WHO, Geneva: Asoutlined in an editoria by Ward

Cates and others some 15 years ago, there is no magic bullet for

HIV/AIDS. We al have a strong desire to find one and it does not

exist; MCisnot amagic bullet either. At the very successful “ABC”

meeting yesterday, it was concluded that multiple prevention

approaches are needed: all of A, B, and C... and perhaps a D will

emerge. We need to think about MC in the A and B and C context.

We must keep in mind that we do not have MC intervention data yet. In the meantime, while we are
waiting we should focus on the following issues. First, we need to address disinhibition. We need to
address a fatigue that may have set in. Rather than lament a lack of progress, we should point to how
much worse the epidemic would have been without the various interventions that are already in place, and
redouble our efforts with arobust armamentarium of approaches. We need to implement other prevention
methods where MC is insufficient, such as those places where MC is practiced but HIV prevalence is
relatively high anyway. With MC, we still need to proceed with caution and continue the prevention
efforts we' ve practiced in the last 20 years. HIV/AIDS requires a multifaceted, multilayered response.
MC isjust one of the components that need to be considered.
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2.0 Day 2 - Smaller Working Group Meeting
(held at PATH-DC Offices)

The day-long meeting on Sept. 19 was attended by 29 expertsin RH, MC services, epidemiology, and
related disciplines, who explored next stepsfor M C activities, including research, training, and introduction
of pilot clinical services (see attached participant list and agenda). The discussions focused on the ques-
tion, “How do we best go about, in real life situations, providing voluntary, affordable, safe MC services
in developing countries?” The meeting’s four specific objectives were to draft rapid assessment tools;
draft a“generic’ MC introduction strategy; prioritize alist of research gaps; and prioritize alist of train-
ing needs.

2.1 Informal Pand: “How best to move M C programs forward,
and with which populations?”

Judith and Richard Brown: There are four key populations in which to consider MC programs: 1)
whereinfant circumcision iswidely practiced; 2) where pubertal and/or adult MCistraditionally practiced;
3) where MC is not traditionally practiced yet demand is building; and 4) where the results from RCTs
will become available. Interventions will not be necessary in all settings. For example, although training
and improved service are important, an over-professionalizing of MC might actually reduce the number
of safe circumcisions performed. Small practical steps can betaken now, through, for example, an exchange
of personnel between Kenya and Zambia for three months of peer-to-peer training. We should not give
priority to improving MC techniques in countries where it is already practiced. Our primary objectiveis
to reduce the spread of HIV/AIDS, and just improving M C technique is not going to have a direct impact
on HIV incidence.

Robert Bailey: Onebarrier to theintroduction of MC isthefear in ministries of health that peoplewill go
to traditional practitioners where complications rates are perceived to be high. While some frequency
data exist for MC complications, there is no denominator to calculate a rate. Hence we need to conduct
prospective studies of MC in both traditional and clinical settings to provide empirical data on
complications. Standard MC policy in the United States and Canada is to provide parents with the best
information on risks and benefits for informed choice, but thisinformation is not available in developing-
country settings. It isimportant to educate providers at all levels about the potential risks and benefits of
MC.

Douglas Huber: We need to keep the larger context in mind and address the disinhibition message.
Given that many men are already being circumcised, disinhibition isamajor priority for all men now, not
just future clients of MC programs. The larger context must be kept in mind that MC is not amagic bullet
to reduce HIV/AIDS and we must also promote healthy sexual behaviors within existing MC practices.

Thegroup discussed how to improveexisting M C practicesin placeswhere complication rates are thought to be
high, such asthe Eastern Caperegion of South Africa. Transferring of expert M C techniquesshould beahigh
priority in order to sustain M C acceptability. Itisimportant to improvethetechniqueswheretraditional MCis
performed and to utilizetraditional providersasan entry point for HIV prevention and RH messages. In many
places, MCisanimportant rite of passage and boysarevery receptiveto learning. Theteaching that occurs
during thisperiod involveslifelong learning, and thislearning will probably have moreof animpact onAfrican
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menthan at any other timeintherr lives. Donorsfacethe dilemmaof limited resourcesand the need to concentrate
themwherethey will havethe greatest impact on prevention. Thismeeting should keep thefocusonMCfor HIV
prevention, not MC for itsown sake.

2.2 Componentsfor a Draft MC Introduction Srategy

Participants divided into three groups:
Group 1. Assessment strategies and tools
Group 2. Components for clinical protocols
Group 3. Informed consent and counseling

Group 1. Assessment strategies and tools:
The group made recommendations in two areas — rapid assessment strategies and complication studies.

Rapid Assessment: Thereisaneed for rapid assessmentsaswell asfor “buy-in” from national, provincial,
and local political and traditional authorities with active participation of key institutions (MOH, health
facilities, etc.). Dataneed to be collected from multiple sources at different levels, including focus groups
with young men and women, adults and elders, MC providers, and commercial sex workers. Quantitative
survey data are al'so needed from representative samples of these groups. Data need to be collected on
current MC practices, including clinical procedures, availability, institutional cost appraisas in various
settings, and logistical issues (training needs, inventory of instruments, supplies and consumables, etc.,
bothin clinical and traditional settings). Counseling issues need to be addressed in data collection. There
isalready arange of validated instruments available that can be adapted for rapid assessment (e.g., those
developed by Bailey et a. in Kenya, both in Kisumu and Siaya, as well as for the RCTs in Uganda and
South Africa). In addition, the London School of Hygiene and Tropical Medicine has conducted an
acceptability study of MC in the Kwa-Zulu/Natal region of South Africa.

MC-related questions should be added to ongoing or planned Demographic and Health Surveys (DHS)
and Behavioral Surveillance Surveys (BSS). A recent large BSS in Ethiopia asked about MC (77 percent
of men nationally reported being circumcised, including 49 percent in one district with particularly high
HIV prevalence). The 2003 DHS surveysin Kenya, Uganda, and M ozambique, and perhapsother countries,
will ask about MC status. The Zambian Sexual Behavior Survey will include severa questions about
whether men are circumcised or not, their potential interest in being circumcised if they are not already,
and perceptions of apossi blerelationship between M C and hygiene/health. Other potential survey questions
could focus on resumption of sexua activity after surgery, sexual pleasure, and gender-related issues
associated with MC.

Complication Studies: Prospective studies to assess complication rates are needed for traditional and
clinical MC for adults, adolescents, and infants. Priority should be given to the countrieswhere RCTs are
underway (Uganda, Kenya, South Africa). Idedlly, variations in complication rates should be assessed at
several different sites in South Africa. There is a need for more information on neonatal and child
circumcision in regions such as West Africa. A site outside of Africa, (e.g.. Haiti) could also be included.
An updated literature review is required to ensure that there are not any new complication studies from
Africa (to date, evidently only three have been conducted).
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Key methodological issuesrelateto sampledesign, samplesize, timing of datacollectioninrelaiontotheMC
procedure, and apotentia biastoward the higher quality MC services(i.e., theKenyaand UgandaRCTS). It
would be useful to employ aretrospective study design.

A multisite study of complication rates in traditional and clinical settings for neonates, adolescents and
adults is highly recommended.

Group 2. Components for clinical protocols:

Various clinical and technical requirements for adolescent and adult MC were identified. The group
recommended the improvement of counseling for informed consent/choice; assessment of client needs;
assessment of facilities; pre-operative care; surgical procedures; discussion of different procedures/
techniques; post-operative care; supplies and equipment; infection prevention (for example, use of sterile
instruments, “one clamp, one boy,” protection for both providers and clients); patient education (pre- and
post-operative); and pain management.

Training considerations included devel oping methods to assess current competencies and cultural practices
and then providing additional group and one-on-one training as needed. A performance checklist to as-
sess competency was also suggested. Important core techniques for practitioners to learn include infec-
tion prevention, education and counseling, complication and pain management, and optimal M C techniques.
Thereis also a need for tools to support training and clinic systems such as anatomic models, job aids,
monitoring, and supervision. A training curriculum could be developed with modules available on-line. An
MC Technical Working Group should be set up to help assess the relative merits of MC surgical tech-
niques and related medical devices (Terra-clamp, PlastiBell for adults, etc.), as well as to work toward
formulating international standards and addressing regulatory issues such as FDA approval. In addressing
supplies and equipment, quality and price will influence the capacity for resupply.

Male circumcision and HIV prevalence rates as well asthe local cultural context will influence training.
For example, there may be potential friction between the medical establishment and traditional practitioners.
Low MC prevaence areas might bring in provider trainees from high MC prevalence areas where the
caseload (and presumably technical expertise) is higher.

Group 3. Informed consent and counseling:

Signed informed consent forms may, at times, be culturally unacceptable, and “information overload”
should be avoided. Key components should include benefits and risks, potential for risk reduction, the
patient’sresponsibility for self-care, the need to involve afamily member or friend (i.e., a“buddy system” to
ensure post-operative safety), and the vital need to take advantage of the post-op recuperation period to
introduce strong educational messages about sexual responsibility, gender roles, and sociaization —i.e.,
the “ABCs.”

Easily understandable information, education, and communication (IEC) materias that clients can refer
to later will help them retain needed information. |EC materials should be age- and culturally appropriate
as well as geared towards different groups, such as adolescents, adult men and their spouses, and the
parents of infants. In addition to responsible sexuality and “ABC” types of messages, |IEC materials
should challenge erroneous community beliefs; present the potential advantages/benefits aswell asrisks/
disadvantages, complications, and pre- and post-operative care needs; and stress the need for prompt
treatment of STDs.
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Counseling needswill inevitably differ between adol escents, adult men and their spouses, and the parents of
childrenandinfants. In areas such as Cameroon, where neonatal M C isaready acultural norm, parentsmay not
know of any medica advantagesand risks. Counseling should describethe procedure, post-operative care, and
potential complications. It may aso addressand compareclinical versustraditional practices. Counseling must
addresslocal cultural preferencesfor how theforeskin should be disposed (for both neonatal and adolescent
procedures); i.e., should it be buried with appropriateritualsor ritually eaten, or may it be used for research
purposesor even skin graftsfor burnvictims, etc.?

The type of approach employed by Chogoria Hospital’'s “ Seize the Day” program should be considered
for the post-operative recuperation period (approximately one month). Thisis a time to address gender/
violence against women issues, condom use, and the potential for behavioral disinhibition. In areaswhere
FGC is practiced, MC should be clearly de-linked from FGC, and should not be viewed as promoting or
reinforcing FGC norms.

2.3 Key Follow-Up Priorities

In the afternoon, two groups were formed to discuss 1) possiblelocations, challenges, and planning needs
for introducing MC into high HIV prevalence areaswhere M C isnot commonly practiced, such asZambia,
and 2) how to work within traditional settings where MC isroutinely practiced, such asin most of Kenya
and the Eastern Cape region of South Africa.

Group 1. Introducing MC services into traditionally non-circumcising, high HIV prevalence areas
(Zambia, Haiti):

In view of USAID’s planned support for pilot studies of MC as part of male RH services (not asamainly
HIV intervention), the group focused on Zambia, where USAID/Lusaka and the Zambia MOH have
expressed interest in pursuing acceptability and feasibility research for pilot MC services. Thereisevidence
of demand for clinical MC in Zambia, but lack of adequate practitioners and resources is reported in
Lusakaand elsewhere. The group recommended convening a stakehol ders meeting within the next couple
of months to present accurate and balanced information on the risks and potential benefits of MC and to
explorethe possihility of some pilot provision of safe and affordable MC services, ideally integrated with
male RH programs. MC-related questions will be added to the next Measure Il Sexual Behavior Survey
(in spring 2003), and PSI/AIDSMark may conduct some additional focus group discussions and inter-
views with key informants. JHPIEGO will assist with MC clinical training needs, and the USAID-funded
Horizons program could possibly support an OR study in Zambia.

Suggested next steps include:

a) Hold a stakeholders meeting with doctors, nurses, other potential providers, and the requisite
regulatory bodies

b) Develop nationa standards and guidelines

c) Develop alearning resource package modeled on JHPIEGO training materials

d) Identify in-country “champions’

e) Conduct atraining needs assessment

f) Establish a context for MC within model male-friendly RH services/clinics

g) Link with VCT and STD screening

h) Work with faith-based organizations such as the Adventist Hospitals, which reportedly are
providing some clinical MC services
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Haiti may aso beinterested in holding asimilar stakehol dersmeeting to assesstheinterest and potentia demand
for adult or neonatal MC. (A future stakehol ders meeting might also take placein the neighboring Dominican
Republic.) TheUSAID Haiti Missonanditsloca partnersmay be particularly interested in congdering integrating
neonatal MCinto PMTCT services.

Group 2. Working with traditional providers of adolescent MC services in sub-Saharan Africa:

The group discussion reflected both the Chogoria Hospital experience in Kenya (described on Day 1 by
Judith Brown) and recent work in the Eastern Cape of South Africa, under the leadership of Dr. Mamisa
Chabula. Dr. Chabula's efforts over the past two years have resulted in new government regulations
covering traditional MC providers. Some 50 M C practitioners and 100 care provider-educators have been
trained to provide servicesfor thousands of youthseach year, using acurriculum developed in collaboration
with the University of Port Elizabeth.

The group recommended that a rapid assessment be conducted of the Eastern Cape program, as well as
the oneat ChogoriaHospital. A concept paper for funding will bedrafted by Dr. Chabulaand her colleagues.
It will recommend assessing what MC services are already available in South Africa, what isworking and
what is not, and potential recommendations for improvement. Assessment of the Eastern Cape program
should address training, curriculum and teaching methods, and how to improve traditional MC services
generaly. The project should include South-to-South sharing of lessons |earned between sites, such asthe
Chogoria Hospital in Kenya and the Eastern Cape.

It may also befeasibleto re-introduce M C servicesinto the currently non-circumcising region of Kwa-Zulu/
Nata, which has very high HIV prevalence (as high as 40 percent). Male circumcision was traditionally
practiced here until the time of King Chaka Zulu in the early 1800s, but has since been abandoned. The
London School of Hygiene and Tropical Medicine is collaborating with a research center in Kwa-Zulu/
Natal that might provide good infrastructure for both an intervention and for monitoring (i.e., an ongoing
demographic survey every three months across a representative sample of households). A survey of 100
men in the arearevealed that 56 percent would be willing to undergo MC if it were performed safely and
at low cost.

The group recommended that WHO host a technical consultation on MC in traditional and informal
medical sectors. Such a meeting would help develop a consensus on standards of practice, medical and
educational issues for MC with regard to HIV prevention, adolescent RH, etc. The consultation could
take place before the results of the RCT are known, not to create policy in advance of the evidence, but to
discusstraditional practices, standards, rites of passage, etc. Thistype of consultation would be consistent
with previous WHO work on, for example, the use of antibiotics and syndromic approaches within the
informal sector. External donor support would probably be needed to pay for this consultation.

A suggestion was made, especially in settings where MC is not traditionally practiced, to establish
“post-MC clubs’ for young men to be able to come back after the procedure, talk about their new MC
status, discuss the “ABCs’ of prevention, get condoms, etc. This might help compensate for the ab-
sence of the group education and socialization experience that occurs during the seclusion period of
traditional initiation/rites of passage practices.
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3.0

Final Recommendations from the Day 2 M eeting:

Facilitate rapid assessment of M C through sharing of existing protocolsand datacollectioninstruments.

Carry out aprospective, multisite study of complication ratesfor MC (both traditional and clinical)
among adults and neonates. Priority should be given to the three countries with RCTs (Kenya,
South Africa, Uganda).

Convene aMC Technical Working Group meeting to review and compare surgical and other medical
procedures, medical devices, and guiddlinesfor adol escent/adult and possibly neonatal MC. JHPIEGO
would host, and Dr. Dipo Otolorin would chair, the meeting.

Conduct acost-effectiveness study to assessthe cost of scaling-up and sustainability, perhapsbasedin
part on the experience of the Siaya, Kenya, MC introduction project.

Work withthemedia, i.e., bemore proactivein providing balanced and accurateinformation to the press
and possibly in responding to internet websites that may soread misinformation (such asmateria sposted
by the more extremist anti-M C groups).

Implement M C assessment and introduction studiesin Zambia, Haiti, and possibly Kwa-Zulu/Natal,
SouthAfrica. Alongthelinesof thethreeclinicd tridsin Kenya, Uganda, and South Africa, there should
be multiple sites for introducing MC as a voluntary aspect of male RH services. The sites should
communi cate with one another to ensure some degree of comparability. Cameroon wasa so mentioned
asapossiblesite.

Possibly assessdifferent typesof M C practicesregarding their rel ative efficacy against HIV. Someforms
of MC may only haveapartid effect if thereceptor cellsare not removed to the same degree. A multisite
study of complicationscould also look at different practicesand stylesof MC, but needsto be carried
out asanon-intervention so asnot to influence the practicesunder study.

Encourange WHO to co-host with JHPIEGO atechnica consultationon M Cintraditiona andinformal
medical sectors. The meeting would help devel op aconsensus on standards of practice, medical and
educational issueswithregard to HIV prevention, adolescent RH, etc. Such aconsultation could take
placebeforetheresults of the RCTsareknown, not to form policiesin advance of the evidence, but to
discusstraditional M C practices, standards of care, integration of RH/HIV prevention into traditional
ritesof passage, etc.

Disseminate the results of thismeeting, viaathree-page brief, to key government officialsand other
stakeholders.
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