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Web Annex 4.1: GRADE tables, summary of studies and evidence-to-decision table on safety and acceptability of male circumcision devices: collar clamp, elastic collar
compression and surgical assist devices
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Web Annex 4.1: GRADE tables, summary of studies and evidence-to-decision table on safety and acceptability of male circumcision devices: collar clamp, elastic collar

compression and surgical assist devices
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Web Annex 4.1: GRADE tables, summary of studies and evidence-to-decision table on safety and acceptability of male circumcision devices: collar clamp, elastic collar
compression and surgical assist devices
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Web Annex 4.1: GRADE tables, summary of studies and evidence-to-decision table on safety and acceptability of male circumcision devices: collar clamp, elastic collar
compression and surgical assist devices

References for Tahles A4.1.7-A4.1.8

1. Millard PS, Wilson HR, Goldstuck ND, Anaso C. Rapid, minimally invasive adult voluntary male circumcision: a randomized trial of Unicirc, a novel disposable device.
S Afr Med J. 2014; 104(1): 52-7.

2. Millard PS, Goldstuck ND. No-needle, single-visit adult male circumcision with Unicirc: a multi-centre field trial. PLoS One. 2015; 10(3): €0121686.

3. Shenje J, Millard PS. Sutureless adult voluntary male circumcision with topical anesthetic: a randomized field trial of Unicirc, a single-use surgical instrument. PLoS
One. 2016; 11(6): €0157065.

4. Millard PS. Unicirc adolescent 12—15 year old boys [NCT02593630] 2019. February 4, 2019 (https:/clinicaltrials.gov).


https://clinicaltrials.gov

Preventing HIV through safe voluntary medical male circumcision for adolescent boys and men in generalized HIV epidemics

Table A4.1.9. Evidence-to-decision table on use of device-hased methods of circumcision

Factor ‘ Explanation/evidence ‘ Judgment

Quality of evidence e Combining the evidence from the randomized trials and observational studies (for both | Moderate quality of evidence for device
in situ device types), the overall judgement was made that further research would be use among males ages 15 years and older
very unlikely to change the estimate of effect for the outcomes of eligibility, successful Low quality of evidence for those 10

circumcision, procedure time or acceptability. More evidence needed on surgical assist
type devices including on their use by mid-level non-physician health care workers.

The available data for males ages 10 through 14 years were limited to the collar clamp
type device, and those data were few.

through 14 years

Benefits and harms ¢ A smaller proportion of men is eligible for circumcision with a device than by surgery. Neutral — some device types may have
e Efficacy in achieving successful male circumcision was similarly high with the devices some benefits over surgical VMMC,
and with conventional surgery. arl]though not clearly advantageous at
this time.

The frequency of mild, moderate and severe adverse events with devices was no higher
than with conventional surgery when both types of procedures are performed by
appropriately trained health care workers. However, one device type was associated
with significantly higher rates of tetanus, which, although rare, had high case-fatality.
Tetanus is preventable, but mitigation by vaccination several weeks before circumcision
resulted in low VMMC uptake.

Healing times after devices procedures were one to two weeks longer than after
surgical circumcision since healing is by secondary intention.

More evidence needed.

Acceptability Generally high rates of satisfaction with the cosmetic result reported among adult men | Mostly acceptable to recipients, but
and adolescent boys. specific aspects of acceptability (for
Studies consistently found that circumcision using devices interfered minimally with example, odour) vary by type of device.
clients’ work or daily activities; however, evidence was limited.

Existing evidence suggests that device-based VMMC is acceptable among adolescent
and adult males.

Acceptability may vary by type of device and procedure.

Values and preferences Evidence lacking on relative values and preferences; however, some understanding from | No judgment, as evidence is limited

commonly stated barriers of pain and odour.

Time to healing from the time of device placement takes about one to two weeks longer
(variation in time across studies and methods) than with surgical methods. Men who
undergo male circumcision with a device, therefore, need to be counselled to abstain
from sex for a longer time than after a surgical MC method, or for a total of at least
seven weeks. During the first week, while wearing the device, abstinence is essential.

The procedure times with the devices were less than the times required for conventional
surgery. This includes times at both the visit to place and the visit to remove the device.

Providers say that ease of procedure is a key facilitator to acceptability.
Views of female sexual partners, the wider communities, policy-makers and funders are
not currently unknown.

Programme managers expressed the importance of prequalification status to guide use
of devices.

Resource use and cost Costs for device-based VMMC varied according to the type of device used. Limited data

Consumables and staffing costs are substantial contributors to total cost.

The device-based approach involves shorter duration of the procedure than with
surgical methods and, thus, is associated with lower cost of clinician time. However,
the costs of the device itself and associated medical supplies as well as costs with
subsequent device removal should be noted.

Existing evidence focussed on the use of elastic compression and collar clamp in situ
devices. The costs of other VMMC devices remain unclear.

Equity and ethics e Evidence lacking on the impact of device-based VMMC on health equity. No evidence that use of devices increases
equity
Feasibility e Evidence lacking on the constraints or barriers to implementing device-based VMMC Mixed
recommendations.

To date, limited numbers of VMMCs have been performed using devices, but, where
they have been used, this has been feasible, including permitting less surgically skilled
providers to perform the procedure. The huge scale-up of VMMC has been achieved
largely with surgical VMMC.
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