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VMMC and Safety 

• Prevention intervention in young, healthy males

• HIV incidence in most settings decreasing

• Further decreased incidence likely with 90-90-90 and 
combination prevention

• For current young clients, HIV risk may be very low 
by the time they reach their mid 20’s

• Safety must be paramount, continued vigilance 
crucial



VMMC and Reality 

• AEs a reality in the context of MC

• AEs associated with MC from:

– provider error

– screening error

– client/parent misinformation or behavior

– none of the above

• Temporal but not causal association

• Need to decrease number and severity as much as possible

• Ensuring identification and reporting enables programs to 
learn and improve programmes



Introduction of Reporting of NAEs

• To learn and track serious AEs and death

• Review of management

• Determine relatedness to MC

• Identify

– rare but serious events 

– AEs associated with MC not previously identified with MC

– opportunities for programme improvement

• As of Q4 FY2016, will be PEPFAR’s only AE reporting 
process (MER AE reporting being discontinued)



• Identify

– rare but serious events (necrotising infections) 

– AEs associated with MC not previously identified  
with MC (tetanus)

– Opportunities to improve programmes and 
guidance (enhanced guidance on management of 
bleeding)

Reporting of NAEs



• Interviews with field teams

• Development of easier-to-use reporting tools

• Simplification of communication chain

• Simplification/shortening of forms

• Increased transparency with feedback to 
country teams

• Final report to country teams

• Feedback welcome!

Next Steps with NAEs



Purposes of AE Action Guide 

• Reduce incidence of AEs in MC by providing 
guidance on how to avoid them

• Improve outcomes of AEs by providing 
guidance on safe and appropriate 
management 

• Facilitate standardized reporting of AEs

• Support monitoring of the quality and safety 
of programmes



Why a New Edition?

• Experience with AEs seen in context of VMMC 
programmes and programmatic needs

• Introduction of devices

• Lessons learned from reporting and 
management of notifiable AEs and deaths



AE Guide, 2nd Ed. What’s Old?

• Standardized definitions for AEs

• Standardized severity classifications

• Management guidance

• Atlas of AEs associated with surgery



AE Guide, 2nd Ed. What’s New?

• Definition and management of AEs associated 
with WHO-prequalified MC devices

• Timing scheme for device-related AEs



• Infection chapter includes tetanus and serious 
necrotising infection

• Additional information on bleeding and bleeding 
dyscrasias

AE Guide, 2nd Ed. What’s New?



AE Guide, 2nd Ed. What’s New?

• Guidance on infection control

• Local anaesthetic dosing charts modified



AE Guide, 2nd Ed. What’s New?

• Policies and responsibilities for reporting AEs

• Color-coding to the charts



• Encouragement for site staff to identify and 
report situations/behaviors that result in 
safety risk

• Additional material in appendix

– Management of bleeding/haematoma

– Safe injection

– Charts that can be used as job aids

• Atlas of device-related AEs

AE Guide, 2nd Ed. What’s New?



• Availability

– www.malecircumcision.org (guide)

– Printed material (guide and atlas)

• Will continue to be informed by learning and 
experience from the field

• Feedback welcome

AE Guide-Final Notes
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