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7Web 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

Ta
bl

e 
A4

.1
.1

. (
co

nt
in

ue
d)

CI
 =

 c
on

fid
en

ce
 in

te
rv

al
; R

R 
=

 re
la

tiv
e 

ris
k;

 S
D 

=
 s

ta
nd

ar
d 

de
vi

at
io

n
N

ot
es

a 	
St

ud
y 

pe
rs

on
ne

l n
ot

 b
lin

de
d

b 	
Sm

al
l n

um
be

r o
f e

ve
nt

s
c 	

Cl
ie

nt
s 

an
d 

pr
ov

id
er

s 
fro

m
 C

hi
na

 o
nl

y
d 	

Ap
pr

ox
im

at
el

y 
th

re
ef

ol
d 

hi
gh

er
 p

ro
po

rt
io

n 
of

 c
lie

nt
s 

w
ith

 A
Es

 in
 o

ne
 R

CT
e 	

Lo
w

er
 p

ai
n 

sc
or

es
 w

ith
 re

m
ov

al
 a

t t
w

o 
w

ee
ks

 in
st

ea
d 

of
 o

ne
 w

ee
k

f 	
La

rg
e 

di
ffe

re
nc

e 
in

 h
ea

lin
g 

tim
es

 b
et

w
ee

n 
st

ud
y 

ar
m

s 
in

 o
ne

 b
ut

 n
ot

 th
e 

ot
he

r R
CT

g 	
O

ne
 R

CT
 2  e

xc
lu

de
d 

fro
m

 s
um

m
ar

y 
re

su
lts

 a
s 

he
al

in
g 

de
fin

iti
on

s 
no

t w
el

l s
ta

nd
ar

di
ze

d 
pl

us
 p

oo
r a

nd
 d

iff
er

en
tia

l f
ol

lo
w

-u
p 

be
tw

ee
n 

st
ud

y 
ar

m
s

h 	
In

co
ns

is
te

nt
 d

efi
ni

tio
ns

 o
f h

ea
lin

g 
be

tw
ee

n 
st

ud
ie

s



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

Ta
bl

e 
A4

.1
.2

. G
RA

DE
 e

vi
de

nc
e 

pr
ofi

le
: P

IC
O 

qu
es

tio
n.

 C
an

 th
e 

co
lla

r c
la

m
p 

de
vi

ce
 (n

o-
fli

p 
pl

ac
em

en
t t

ec
hn

iq
ue

) b
e 

us
ed

 a
s 

an
 a

lte
rn

at
iv

e 
to

 s
ur

ge
ry

 in
 m

en
 a

ge
s 

15
–4

9 
ye

ar
s 

se
ek

in
g 

ci
rc

um
ci

si
on

 fo
r H

IV
 p

re
ve

nt
io

n?

A
ut

ho
r(

s)
: T

im
 F

ar
le

y

D
at

e:
 1

1-
10

-2
01

8 
(u

pd
at

ed
 2

0-
08

-2
01

9)

Q
ue

st
io

n:
 C

an
 th

e 
co

lla
r c

la
m

p 
de

vi
ce

 (
no

-f
lip

 p
la

ce
m

en
t t

ec
hn

iq
ue

) b
e 

us
ed

 a
s 

an
 a

lte
rn

at
iv

e 
to

 s
ur

ge
ry

 in
 m

en
 a

ge
s 

15
–4

9 
ye

ar
s 

se
ek

in
g 

ci
rc

um
ci

si
on

 fo
r H

IV
 p

re
ve

nt
io

n?

Se
tt

in
gs

: L
ow

 re
so

ur
ce

 s
et

tin
gs

Q
ua

lit
y 

as
se

ss
m

en
t

N
o.

 o
f 

pa
ti

en
ts

Ef
fe

ct

Q
ua

lit
y

Im
po

rt
an

ce
N

o.
 o

f 
st

ud
ie

s
St

ud
y 

de
si

gn
Ri

sk
 o

f b
ia

s
In

co
ns

is
te

nc
y

In
di

re
ct

ne
ss

Im
pr

ec
is

io
n

O
th

er
 

co
ns

id
er

at
io

ns
Co

lla
r 

cl
am

p 
de

vi
ce

Su
rg

er
y

Re
la

ti
ve

 
(9

5%
 C

I)
A

bs
ol

ut
e 

(9
5%

 C
I)

Ef
fic

ac
y 

(c
om

pl
em

en
t 

of
 fa

ilu
re

, a
ss

es
se

d 
w

it
h:

 p
ro

po
rt

io
n 

of
 m

en
 r

eq
ui

ri
ng

 a
n 

ad
di

ti
on

al
 in

te
rv

en
ti

on
 t

o 
co

m
pl

et
e 

ci
rc

um
ci

si
on

)

3 
17

–1
9

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(A

fri
ca

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

no
 s

er
io

us
 

in
di

re
ct

ne
ss

so
m

e 
im

pr
ec

is
io

n 
a

no
ne

1/
65

4 
(0

.2
%

)
 

LO
W

 
CR

IT
IC

AL

1 
20

co
nc

ur
re

nt
 c

oh
or

t 
(C

hi
na

)
se

rio
us

 
in

di
re

ct
ne

ss
 b

so
m

e 
im

pr
ec

is
io

n
no

ne
0/

40
8 

(0
.0

%
)

0/
94

 (0
.0

%
)

no
t e

st
im

at
ab

le
no

t e
st

im
at

ab
le

 
VE

RY
 L

O
W

CR
IT

IC
AL

2 
21

,2
2

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(C

hi
na

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

se
rio

us
 

in
di

re
ct

ne
ss

 b
so

m
e 

im
pr

ec
is

io
n 

a
no

ne
0/

16
6 

(0
.0

%
)

 
VE

RY
 L

O
W

CR
IT

IC
AL

Sa
fe

ty
 (s

ev
er

e 
an

d 
m

od
er

at
e 

ad
ve

rs
e 

ev
en

ts
, a

ss
es

se
d 

w
it

h:
 p

ro
po

rt
io

n 
of

 c
lie

nt
s 

ex
pe

ri
en

ci
ng

 e
ve

nt
)

3 
17

–1
9

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(A

fri
ca

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

no
 s

er
io

us
 

in
di

re
ct

ne
ss

so
m

e 
im

pr
ec

is
io

n 
a

no
ne

17
/6

54
 (2

.6
%

)
 

LO
W

 
CR

IT
IC

AL

1 
20

co
nc

ur
re

nt
 c

oh
or

t 
(C

hi
na

)
se

rio
us

 
in

di
re

ct
ne

ss
 b

no
 s

er
io

us
 

im
pr

ec
is

io
n

no
ne

11
/4

08
 (2

.7
%

)
9/

94
 (9

.6
%

)
RR

 0
.2

8 
(0

.1
2 

to
 

0.
66

)
69

 fe
w

er
 p

er
 

10
00

 (f
ro

m
 7

 to
 

13
0 

fe
w

er
)

 
VE

RY
 L

O
W

CR
IT

IC
AL

2 
21

,2
2

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(C

hi
na

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

se
rio

us
 

in
di

re
ct

ne
ss

 b
so

m
e 

im
pr

ec
is

io
n 

a
no

ne
4/

16
6 

(2
.4

%
)

 
VE

RY
 L

O
W

CR
IT

IC
AL

Pr
oc

ed
ur

e 
du

ra
ti

on
 (a

ss
es

se
d 

w
it

h:
 d

ur
at

io
n 

of
 d

ev
ic

e 
pl

ac
em

en
t)

3 
17

–1
9

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(A

fri
ca

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

no
 s

er
io

us
 

in
di

re
ct

ne
ss

so
m

e 
im

pr
ec

is
io

n 
a

no
ne

65
2 

(m
ea

n 
5.

9,
 

SD
 2

.4
 m

in
ut

es
)

 
LO

W
 

IM
PO

RT
AN

T

1 
20

co
nc

ur
re

nt
 c

oh
or

t 
(C

hi
na

)
se

rio
us

 
in

di
re

ct
ne

ss
 b

no
 s

er
io

us
 

im
pr

ec
is

io
n

no
ne

30
6 

(m
ea

n 
4.

8,
 

SD
 0

.9
 m

in
ut

es
)

76
 (m

ea
n 

23
.4

, 
SD

 4
.3

 m
in

ut
es

)
18

.6
 m

in
ut

es
 

sh
or

te
r (

fro
m

 
17

.6
 to

 1
9.

6 
m

in
ut

es
 s

ho
rt

er
)

 
VE

RY
 L

O
W

IM
PO

RT
AN

T

2 
21

,2
2

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(C

hi
na

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

se
rio

us
 

in
di

re
ct

ne
ss

 b
so

m
e 

im
pr

ec
is

io
n 

a
no

ne
16

6 
(m

ea
n 

6.
4,

 
SD

 1
.5

 m
in

ut
es

)
 

VE
RY

 L
O

W
IM

PO
RT

AN
T

D
ur

at
io

n 
of

 d
ev

ic
e 

re
m

ov
al

 (a
ss

es
se

d 
w

it
h:

 d
ur

at
io

n 
of

 r
em

ov
al

 p
ro

ce
du

re
)

2 
17

,1
8

ob
se

rv
at

io
na

l 
co

ho
rt

s 
(A

fri
ca

)
no

 s
er

io
us

 
in

co
ns

is
te

nc
y

no
 s

er
io

us
 

in
di

re
ct

ne
ss

so
m

e 
im

pr
ec

is
io

n 
a

no
ne

22
3 

(m
ea

n 
3.

0,
 

SD
 2

.9
 m

in
ut

es
)

 
LO

W
 

IM
PO

RT
AN

T

1 
22

ob
se

rv
at

io
na

l 
co

ho
rt

 (C
hi

na
)

se
rio

us
 

in
di

re
ct

ne
ss

 b
so

m
e 

im
pr

ec
is

io
n 

a
no

ne
62

 (m
ea

n 
5.

6,
 S

D 
1.

4 
m

in
ut

es
)

 
VE

RY
 L

O
W

IM
PO

RT
AN

T



9Web 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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19Web 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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Table A4.1.9. Evidence-to-decision table on use of device-based methods of circumcision

Factor Explanation/evidence Judgment

Quality of evidence •	 Combining the evidence from the randomized trials and observational studies (for both 
in situ device types), the overall judgement was made that further research would be 
very unlikely to change the estimate of effect for the outcomes of eligibility, successful 
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.

Moderate quality of evidence for device 
use among males ages 15 years and older
Low quality of evidence for those 10 
through 14 years

Benefits and harms •	 A smaller proportion of men is eligible for circumcision with a device than by surgery.
•	 Efficacy in achieving successful male circumcision was similarly high with the devices 

and with conventional surgery.
•	 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.

Neutral – some device types may have 
some benefits over surgical VMMC, 
although not clearly advantageous at 
this time.
More evidence needed.

Acceptability •	 Generally high rates of satisfaction with the cosmetic result reported among adult men 
and adolescent boys. 

•	 Studies consistently found that circumcision using devices interfered minimally with 
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.

Mostly acceptable to recipients, but 
specific aspects of acceptability (for 
example, odour) vary by type of device.

Values and preferences •	 Evidence lacking on relative values and preferences; however, some understanding from 
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.

No judgment, as evidence is limited

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

Limited data

Equity and ethics •	 Evidence lacking on the impact of device-based VMMC on health equity. No evidence that use of devices increases 
equity

Feasibility •	 Evidence lacking on the constraints or barriers to implementing device-based VMMC 
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.

Mixed
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