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Risk Assessment for  
Inclusion of Dyad 

CARiAD Risk assessment v4 27/11/2018 
 

 

This document aims to: 

 support healthcare professional decision making on whether a dyad should be approached 
to participate in the CARiAD trial 

 monitor for risk occurrences in dyads who are already participating. 

For completion by: 

 the healthcare professional responsible for approaching the dyad 
 healthcare professionals involved in ongoing care  

Answer Yes (Y) or No (N) to each question. If the answer to any of the statements is NO, the dyad 
are not suitable for inclusion in the CARiAD study and should not be approached to take part or 
should be withdrawn from the study.  

The initial risk assessment should be completed on the patient and available carers. Following 
confirmation from the patient of who they would like to act as a carer in the study, the risk 
assessment should be confirmed using the box provided.   

If the dyad do not fulfil the initial risk assessment or decide not to take part, the risk assessment 
should be destroyed and the reason for exclusion or decline noted on the screening log. 

If the dyad fulfil the initial risk assessment and agree to take part in the study, this form should be 
kept in the handheld patient notes. Risk should be reassessed at regular intervals and if the 
circumstances change.  

Upon completion of or withdrawal from the study, completed risk assessments should be returned 
to the study team.  

If the dyad are to be withdrawn from the study or there are any concerns regarding dyad inclusion, 
please contact the CARiAD team. 

 

CARiAD Trial Manager: Miss Stella Wright 

   Tel: 01248 383516 

   Email: s.wright@bangor.ac.uk 

CARiAD Trial Administrator: Mrs Nic Nikolic 

   Tel: 01248 383520 

   Email: n.nikolic@bangor.ac.uk 
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Risk Assessment for  
Inclusion of Dyad 

CARiAD Risk assessment v4 27/11/2018 
 

 Initial 
check 

Confirm throughout study 

Patient and carer are aged 18 or over     

Patient has no known allergies to usually prescribed anticipatory 
medications. Patients with an allergy may be recruited if a 
suitable  alternative medication can be prescribed 

    

Patient and carer are able and willing to access available 
healthcare support systems e.g. out of hours services 

    

Carer is not confused, disorientated or forgetful     

Carer has no significant vision problems     

Carer has sufficient literacy skills to understand and complete 
necessary documentation 

    

Carer has sufficient dexterity to prepare and give subcutaneous 
injections 

    

Carer is engaged with healthcare team, understands the 
importance of medications and is able to understand information 
relating to them 

    

No known relational issues between carer and patient which may 
contraindicate carer administration of medications 

    

No known issues of substance misuse in immediate circle of 
family and/or friends 

    

There is a suitable place for medications to be stored     

Initial risk assessment confirmed on identification of carer?     

Date     

Print name     

Signed     

Name of carer assessed   

 



CARer-ADministration of as-needed subcutaneous medication for breakthrough 

symptoms in home-based dying patients: the CARiAD open pilot RCT 

 

 

 

 

 

 

 

 

 

 

IInformation for prescribers (intervention group only) 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Page 5 of 21 



CA
Ri

AD
: I

nf
or

m
at

io
n 

fo
r p

re
sc

rib
er

s v
1 

Ju
ne

 2
01

7 
 

 
 

 
 

 
 

 
 

 
In

fo
rm

at
io

n 
fo

r p
re

sc
rib

er
s (

fo
r p

at
ie

nt
s i

n 
th

e 
in

te
rv

en
tio

n 
ar

m
)  

 Th
e 

CA
Ri

AD
 tr

ia
l i

s a
bo

ut
 ca

re
r-

ad
m

in
ist

ra
tio

n 
of

 su
bc

ut
an

eo
us

 (S
C)

 a
s-

ne
ed

ed
 m

ed
ica

tio
n 

fo
r f

ou
r c

om
m

on
 sy

m
pt

om
s i

n 
th

e 
la

st
 d

ay
s o

f l
ife

. T
hi

s l
ea

fle
t d

oe
s n

ot
 in

te
nd

 
to

 su
gg

es
t c

ha
ng

es
 to

 y
ou

r u
su

al
 w

ay
 o

f a
nt

ici
pa

to
ry

 p
re

sc
rib

in
g 

(e
.g

. d
ru

g 
ch

oi
ce

, d
os

in
g)

, i
ns

te
ad

, i
t e

xp
la

in
s a

dd
iti

on
al

 a
nd

 sp
ec

ifi
c c

on
sid

er
at

io
ns

 p
er

ta
in

in
g 

to
 

pr
es

cr
ib

in
g 

fo
r p

at
ie

nt
s i

n 
th

e 
CA

Ri
AD

 tr
ia

l. 
Us

ua
l p

ro
ce

du
re

s f
or

 d
ru

g 
st

or
ag

e 
an

d 
di

sp
os

al
 a

pp
ly

. 
 It 

do
es

 n
ot

 co
ve

r 
 

or
al

 a
s-

ne
ed

ed
 m

ed
ica

tio
n,

 
 

th
e 

ad
m

in
ist

ra
tio

n 
of

 m
ed

ica
tio

n 
vi

a 
co

nt
in

uo
us

 S
C 

in
fu

sio
n 

(C
SC

I, 
e.

g.
 sy

rin
ge

 d
riv

er
 o

r p
um

p)
, o

r 
 

as
-n

ee
de

d 
SC

 m
ed

ica
tio

n 
fo

r a
ny

 o
th

er
 in

di
ca

tio
n 

(in
clu

di
ng

 b
re

at
hl

es
sn

es
s, 

se
izu

re
s, 

or
 m

as
siv

e 
te

rm
in

al
 h

ae
m

or
rh

ag
e)

. F
or

 th
es

e,
 p

le
as

e 
fo

llo
w

 e
xi

st
in

g 
ad

vi
ce

 
an

d 
pr

oc
ed

ur
e.

 

Sa
fe

ty
 co

ns
id

er
at

io
ns

 fo
r t

he
 In

te
rv

en
tio

n 
ar

m
: 

 A
 re

la
tiv

e/
ca

re
r w

ill
 o

nl
y 

be
 a

llo
w

ed
 to

 a
dm

in
ist

er
 a

 m
ax

im
um

 o
f 3

 S
C 

do
se

s o
f m

ed
ic

at
io

n 
fo

r t
he

 sa
m

e 
in

di
ca

tio
n 

in
 a

ny
 2

4 
ho

ur
 p

er
io

d.
 If

 a
 sy

m
pt

om
 is

 n
ot

 
co

nt
ro

lle
d,

 it
 w

ill
 tr

ig
ge

r h
ea

lth
ca

re
 p

ro
fe

ss
io

na
l (

HC
P)

 re
vi

ew
 th

ro
ug

h 
th

e 
us

ua
l m

ec
ha

ni
sm

s a
nd

 m
ig

ht
 re

su
lt 

in
 a

 ch
an

ge
 o

f p
re

sc
rip

tio
n.

 If
 3

 d
os

es
 h

av
e 

be
en

 g
iv

en
 b

y 
th

e 
ca

re
r, 

al
l f

ur
th

er
 d

os
es

 in
 a

ny
 2

4 
ho

ur
 cy

cle
 m

us
t b

e 
gi

ve
n 

by
 a

 H
CP

 (i
.e

. r
ev

er
tin

g 
to

 u
su

al
 ca

re
 m

ec
ha

ni
sm

s)
. A

ny
 p

at
ie

nt
 re

ce
iv

in
g 

ca
re

r-a
dm

in
ist

er
ed

 S
C 

m
ed

ica
tio

n 
w

ill
 b

e 
re

vi
ew

ed
 b

y 
a 

HC
P 

on
 a

 d
ai

ly
 b

as
is.

 

 A
 H

CP
 m

us
t n

ot
 ch

an
ge

 th
e 

pr
es

cr
ip

tio
n 

(e
.g

. i
nc

re
as

e 
th

e 
do

se
 o

r f
re

qu
en

cy
 o

f a
dm

in
ist

ra
tio

n)
 b

y 
di

sc
us

sio
n 

w
ith

 th
e 

ca
re

r o
ve

r t
he

 te
le

ph
on

e 
– 

pr
es

cr
ip

tio
ns

 ca
n 

on
ly

 b
e 

ch
an

ge
d 

af
te

r d
ire

ct
 (f

ac
e-

2-
fa

ce
) a

ss
es

sm
en

t. 
A 

ca
re

r m
us

t n
ot

 e
xc

ee
d 

th
e 

pr
es

cr
ib

ed
 fr

eq
ue

nc
y 

of
 a

dm
in

ist
ra

tio
n.

 

 T
o 

re
du

ce
 th

e 
ris

k 
of

 e
rr

or
, n

o 
do

se
 ra

ng
e 

or
 d

os
e 

st
ep

s s
ho

ul
d 

be
 p

re
sc

rib
ed

 (e
.g

. ‘
2.

5 
to

 5
m

g’
, o

r ‘
2.

5 
or

 5
m

g’
), 

in
st

ea
d 

th
e 

pr
es

cr
ib

er
 sh

ou
ld

 ch
oo

se
 o

ne
 d

os
e 

to
 

pr
es

cr
ib

e 
an

d 
be

 w
ill

in
g 

to
 re

vi
ew

 th
e 

pr
es

cr
ip

tio
n 

at
 re

gu
la

r i
nt

er
va

ls 
an

d 
in

cr
ea

se
 th

e 
do

se
 if

 a
pp

ro
pr

ia
te

. 

 B
e 

aw
ar

e 
of

 d
os

e 
vo

lu
m

es
 to

 e
ns

ur
e 

ea
se

 o
f d

ra
w

in
g 

up
 fo

r c
ar

er
s.

 T
hi

s m
ay

 m
ea

n 
yo

u 
ei

th
er

 p
re

sc
rib

e 
a 

fu
ll 

am
po

ul
e 

pe
r d

os
e,

 o
r s

ug
ge

st
 a

 a
m

po
ul

e 
siz

e 
th

at
 is

 e
as

y 
fo

r t
he

 ca
re

r t
o 

dr
aw

 u
p 

or
 w

as
te

 in
 p

ar
t. 

Un
le

ss
 d

ia
m

or
ph

in
e 

is 
sp

ec
ifi

ca
lly

 in
di

ca
te

d 
(u

su
al

ly
 b

ec
au

se
 o

f t
he

 u
se

 o
f h

ig
he

r d
os

es
), 

pl
ea

se
 a

vo
id

 it
s u

se
 a

s t
he

 ca
re

r w
ill

 
ne

ed
 to

 re
co

ns
tit

ut
e 

it.
 A

 q
ui

ck
 g

ui
de

 o
f D

ia
m

or
ph

in
e:

 M
or

ph
in

e 
co

nv
er

sio
n 

ca
n 

be
 fo

un
d 

at
 th

e 
en

d 
of

 th
is 

do
cu

m
en

t. 

 T
ho

ug
h 

it 
is 

us
ua

l p
ra

ct
ice

 to
 p

re
sc

rib
e 

as
-n

ee
de

d 
SC

 m
ed

ica
tio

n 
fo

r a
ll 

4 
co

m
m

on
 sy

m
pt

om
s, 

yo
u 

ar
e 

un
de

r n
o 

ob
lig

at
io

n 
to

 p
re

sc
rib

e 
fo

r a
ll 

th
es

e 
in

di
ca

tio
ns

 if
 y

ou
 

de
em

 it
 n

ot
 a

pp
ro

pr
ia

te
 (i

nc
lu

di
ng

 in
 te

rm
s o

f n
um

be
r o

f i
nj

ec
tio

ns
 a

va
ila

bl
e 

to
 th

e 
ca

re
r t

o 
gi

ve
) i

n 
sp

ec
ifi

c c
as

es
. I

t m
ay

 th
er

ef
or

e 
be

 th
e 

ca
se

 th
at

 n
ot

 a
ll 

SC
 a

s-
ne

ed
ed

 
dr

ug
s a

re
 p

re
sc

rib
ed

 fo
r t

he
 ca

re
r t

o 
gi

ve
. 

 T
he

 ca
re

r w
ill

 b
e 

pr
ov

id
ed

 w
ith

 d
et

ai
le

d 
w

rit
te

n 
in

fo
rm

at
io

n 
fo

r e
ac

h 
dr

ug
, i

nc
lu

di
ng

 th
e 

na
m

e,
 d

os
e,

 in
di

ca
tio

n,
 th

e 
ex

ac
t v

ol
um

e 
re

qu
ire

d 
fro

m
 a

 a
m

po
ul

e 
fo

r t
he

 
pr

es
cr

ib
ed

 d
os

e 
(e

sp
ec

ia
lly

 if
 it

 is
 n

ot
 a

 fu
ll 

am
po

ul
e)

, l
ik

el
y 

un
de

sir
ab

le
 e

ffe
ct

s, 
th

e 
tim

e 
be

fo
re

 a
 re

pe
at

 d
os

e 
is 

pe
rm

itt
ed

 a
nd

 th
e 

m
ax

im
um

 n
um

be
r o

f i
nj

ec
tio

ns
 p

er
 



24
 h

ou
rs

. T
he

re
 is

 sp
ac

e 
in

 th
e 

Ca
re

r D
ia

ry
 to

 re
co

rd
 th

is 
to

 p
ro

vi
de

 a
t-a

-g
la

nc
e 

in
fo

rm
at

io
n 

fo
r t

he
 ca

re
r, 

an
d 

th
e 

Di
st

ric
t N

ur
se

s, 
af

te
r h

av
in

g 
tr

ai
ne

d 
th

e 
ca

re
r, 

w
ill

 
co

m
pl

et
e 

th
is 

se
ct

io
n 

of
 th

e 
Ca

re
r D

ia
ry

. (
Th

e 
in

fo
rm

at
io

n 
in

 th
e 

Ca
re

r D
ia

ry
 is

 n
ot

 in
te

nd
ed

 to
 a

ct
 a

s a
 p

re
sc

rip
tio

n,
 so

, a
s a

 p
re

sc
rib

er
, y

ou
 w

ill
 st

ill
 n

ee
d 

to
 co

m
pl

et
e 

th
e 

us
ua

l p
re

sc
rip

tio
n 

ch
ar

t f
or

 H
CP

 u
se

. P
re

sc
rib

in
g 

su
gg

es
tio

ns
 a

re
 p

ro
vi

de
d 

in
 th

e 
ta

bl
e 

be
lo

w
.) 

 Us
ua

lly
, t

he
 a

ss
es

sm
en

t o
f e

ffe
ct

 o
f a

s-
ne

ed
ed

 m
ed

ica
tio

n 
w

ill
 o

cc
ur

 a
fte

r a
bo

ut
 1

 h
ou

r p
os

t-a
dm

in
ist

ra
tio

n.
 If

 a
t a

ny
 ti

m
e 

(e
ve

n 
if 

th
is 

is 
w

ith
in

 th
is 

on
e 

ho
ur

 w
in

do
w

) t
he

 
ca

re
r f

ee
ls 

a 
sy

m
pt

om
 is

 w
or

se
ni

ng
 d

es
pi

te
 a

pp
ro

pr
ia

te
 a

s-
ne

ed
ed

 m
ed

ica
tio

n,
 o

r i
t i

s n
ot

 le
ss

en
in

g 
at

 a
ll 

in
 th

at
 ti

m
e,

 th
ey

 sh
ou

ld
 in

fo
rm

 th
ei

r H
CP

 te
am

 w
ith

ou
t d

el
ay

. 
Th

e 
ca

ll 
is 

lik
el

y 
to

 tr
ig

ge
r t

he
 n

ee
d 

fo
r a

 d
ire

ct
 (f

ac
e-

2-
fa

ce
) a

ss
es

sm
en

t t
o 

ru
le

 o
ut

 a
ny

 n
ew

 o
r r

ev
er

sib
le

 ca
us

es
 fo

r t
he

 sy
m

pt
om

. 
 In

 li
ne

 w
ith

 n
at

io
na

lly
 a

cc
ep

te
d 

pr
ac

tic
e 

fo
r a

nt
ici

pa
to

ry
 p

re
sc

rib
in

g 
an

d 
ex

ist
in

g 
lo

ca
l g

ui
da

nc
e 

in
 th

e 
CA

Ri
AD

 re
cr

ui
tm

en
t a

re
as

, a
nd

 ta
ki

ng
 in

to
 a

cc
ou

nt
 th

e 
ab

ov
e 

sa
fe

ty
 

co
ns

id
er

at
io

ns
, t

he
 a

s-
ne

ed
ed

 S
C 

m
ed

ica
tio

n(
s)

, d
os

es
 a

nd
 m

ax
im

um
 fr

eq
ue

nc
y 

of
 a

dm
in

ist
ra

tio
n 

fo
r e

ac
h 

of
 th

es
e 

in
di

ca
tio

ns
 a

re
: 

 Sy
m

pt
om

s 
M

ed
ic

at
io

n 
cl

as
se

s a
nd

 li
ce

ns
in

g 
Pr

es
cr

ib
in

g 
su

gg
es

tio
ns

 

Pa
in

 

 A
 st

ro
ng

 o
pi

oi
d 

e.
g.

 m
or

ph
in

e 
(fi

rs
t l

in
e)

 o
r o

xy
co

do
ne

 
(s

ec
on

d 
lin

e)
 

 O
ne

 si
xt

h 
of

 th
e 

24
 h

ou
r b

ac
kg

ro
un

d 
do

se
 o

f s
tr

on
g 

op
io

id
 P

RN
 4

-h
ou

rly
 

 I
f n

ot
 o

n 
ba

ck
gr

ou
nd

 st
ro

ng
 o

pi
oi

ds
, c

on
sid

er
 a

 st
ar

tin
g 

do
se

 o
f m

or
ph

in
e 

2.
5 

or
 5

m
g 

PR
N 

4 
ho

ur
ly

 

A 
ca

re
r, 

af
te

r c
ar

ef
ul

 co
ns

id
er

at
io

n 
by

 th
e 

HC
P 

te
am

, c
ou

ld
 b

e 
ad

vi
se

d 
th

at
, i

f t
he

 p
re

sc
rib

ed
 d

os
e 

of
 o

pi
oi

d 
ha

s n
ot

 ta
ke

n 
ef

fe
ct

 a
fte

r o
ne

 h
ou

r, 
th

ey
 ca

n 
gi

ve
 o

ne
 

fu
rt

he
r d

os
e 

an
d 

th
en

 in
fo

rm
 th

ei
r H

CP
 te

am
 th

at
 th

is 
ha

s h
ap

pe
ne

d.
 A

fte
r t

hi
s ‘

se
co

nd
’ d

os
e,

 th
e 

ca
re

r w
ou

ld
 n

ot
 b

e 
al

lo
w

ed
 to

 g
iv

e 
an

y 
fu

rt
he

r o
pi

oi
d 

fo
r p

ai
n 

fo
r 

an
ot

he
r 4

 h
ou

rs
. 

Ag
ita

tio
n/

re
st

le
ss

ne
ss

 
 B

en
zo

di
az

ep
in

es
 (m

id
az

ol
am

) o
r a

nt
ip

sy
ch

ot
ics

 
 e

.g
. s

ta
rt

in
g 

do
se

 o
f M

id
az

ol
am

 2
.5

 o
r 5

 m
g 

PR
N 

4-
ho

ur
ly

 

 
 A

 ca
re

r, 
af

te
r c

ar
ef

ul
 co

ns
id

er
at

io
n 

by
 th

e 
HC

P 
te

am
, c

ou
ld

 b
e 

ad
vi

se
d 

th
at

, i
f t

he
 p

re
sc

rib
ed

 d
os

e 
of

 m
id

az
ol

am
 h

as
 n

ot
 ta

ke
n 

ef
fe

ct
 a

fte
r o

ne
 h

ou
r, 

th
ey

 ca
n 

gi
ve

 o
ne

 fu
rt

he
r d

os
e 

an
d 

th
en

 in
fo

rm
 th

ei
r H

CP
 te

am
 th

at
 th

is 
ha

s h
ap

pe
ne

d.
 (T

he
 H

CP
 m

ay
 w

ish
 to

 co
ns

id
er

 th
e 

us
e 

of
 a

nt
ip

sy
ch

ot
ics

 a
t t

hi
s p

oi
nt

.) 
Af

te
r t

hi
s 

‘se
co

nd
’ d

os
e,

 th
e 

ca
re

r w
ou

ld
 n

ot
 b

e 
al

lo
w

ed
 to

 g
iv

e 
an

y 
fu

rt
he

r m
id

az
ol

am
 fo

r a
ny

 o
th

er
 in

di
ca

tio
n 

fo
r a

no
th

er
 4

 h
ou

rs
. 

Na
us

ea
 a

nd
 

vo
m

iti
ng

 
 A

ny
 a

nt
i-e

m
et

ic 
de

em
ed

 a
pp

ro
pr

ia
te

 fo
r t

he
 li

ke
ly

 ca
us

e 
 e

.g
. C

yc
liz

in
e 

50
 m

g 
PR

N 
8-

ho
ur

ly
 (u

su
al

 m
ax

im
um

 d
os

e 
in

 2
4 

ho
ur

s =
 1

50
m

g)
, o

r 

 L
ev

om
ep

ro
m

az
in

e 
6.

25
 m

g 
PR

N 
4 

ho
ur

ly
 (u

su
al

 m
ax

im
um

 d
os

e 
in

 2
4 

ho
ur

s =
 2

5m
g)

 

No
isy

 re
sp

ira
to

ry
 

se
cr

et
io

ns
 

 A
nt

im
us

ca
rin

ics
 

 e
.g

. H
yo

sc
in

e 
hy

dr
ob

ro
m

id
e 

40
0 

m
cg

 P
RN

 4
 h

ou
rly

, o
r 

 G
ly

co
py

rr
on

iu
m

 2
00

 m
cg

 P
RN

 4
 h

ou
rly

 
 Us

in
g 

m
or

ph
in

e 
(r

at
he

r t
ha

n 
di

am
or

ph
in

e)
 a

s f
irs

t l
in

e:
 D

ia
m

or
ph

in
e 

SC
: M

or
ph

in
e 

SC
 is

 2
:3

, t
hu

s f
or

 q
ui

ck
 re

fe
re

nc
e:

 

 
5m

g 
of

 D
ia

m
or

ph
in

e 
SC

 =
 7

.5
m

g 
of

 M
or

ph
in

e 
SC

  

 
10

m
g 

of
 D

ia
m

or
ph

in
e 

SC
 =

 1
5m

g 
of

 M
or

ph
in

e 
SC

 

 
15

m
g 

of
 D

ia
m

or
ph

in
e 

SC
 =

 2
2.

5m
g 

of
 M

or
ph

in
e 

SC
 

 
20

m
g 

of
 D

ia
m

or
ph

in
e 

SC
 =

 3
0m

g 
of

 M
or

ph
in

e 
SC

 

 
30

m
g 

of
 D

ia
m

or
ph

in
e 

SC
 =

 4
5m

g 
of

 M
or

ph
in

e 
SC

 



CARer-ADministration of as-needed subcutaneous medication for breakthrough 

symptoms in home-based dying patients: the CARiAD open pilot RCT 
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CARiAD Daily Checklist for District Nurses – Patients in the Intervention Arm 

 Carer diary 
- Remind carers that the diary must be completed for each breakthrough symptom  
- Ensure that any medications given are transcribed to the All Wales Care Decisions 

paperwork and noted as “carer administered” 
- Remind carers to complete the QOLLTI-F questionnaire every 48 hrs from the first time they 

have noted a breakthrough symptom 
- Check that medication instruction table in carer diary is up-to-date and that any dose 

changes have been explained to the carer. 
 

 As per usual practice, check that drug stocks tally. 
 

 Check Saf-T-Intima. 
 

 If there has been a change in the mental capacity of the patient since the last visit, please 
contact the trial manager. 
 

 Report any Serious Adverse Events to the trial manager. 
 

 If the patient or carer wish to withdraw from the study, or if a patient consultee advises the 
patient would want to withdraw from the study, please contact the trial manager. Ensure that 
the carer diary is collected and that the carer understands they should not administer 
subcutaneous medication for breakthrough symptoms following their withdrawal from the 
study. Management of breakthrough symptoms should revert to the usual care pathway. 
 

Following the patient’s death, please contact the trial manager and collect the carer diary. 

 

CARiAD Trial Manager 

Stella Wright 
Tel: 01248 383516 
Email: s.wright@bangor.ac.uk 
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CARiAD Daily checklist for DN control v2 May 2018 

CARiAD Daily Checklist for District Nurses – Patients in the Control Arm 

 Carer diary 
- Remind carers that the diary must be completed for each breakthrough symptom  
- Remind carers to complete the QOLLTI-F questionnaire every 48 hrs from the first time they 

have noted a breakthrough symptom 
 

 As per usual practice, check that drug stocks tally.  
 

 If there has been a change in the mental capacity of the patient since the last visit, please 
contact the trial manager. 
 

 Report any Serious Adverse Events to the trial manager 
 

 If the patient or carer wish to withdraw from the study, or if a patient consultee advises the 
patient would want to withdraw from the study, please contact the trial manager. Ensure that 
the carer diary is collected. 

Following the patient’s death, please contact the trial manager and collect the carer diary. 

 

CARiAD Trial Manager 

Stella Wright 
Tel: 01248 383516 
Email: s.wright@bangor.ac.uk 
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CARer-ADministration of as-needed subcutaneous medication for breakthrough 

symptoms in home-based dying patients: the CARiAD open pilot RCT 
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CARer-ADministration of as-needed subcutaneous medication for breakthrough 

symptoms in home-based dying patients: the CARiAD open pilot RCT 

 

 

 

 

 

 

 

 

 

 

SSerious Adverse Event Reporting Form 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Page 14 of 21 



 
 

Page 1 of 5 
CARiAD SAE reporting v3 April 2018  

CARiAD Serious Adverse Event Reporting Form 

 

Participant ID number __ __ __ __ 

Part A – to be completed by the person who becomes aware of the serious adverse 
event  

Please indicate if this is: 

 Initial report 
 Follow up report 
 Final report 

Please return to PI within 24 hours of becoming aware of the event. Any change of condition or 
other follow-up information should be provided as soon as it is available or at least within 24 hours 
of the information becoming available. Events should be followed up until the event has resolved or 
a final outcome has been reached.   

 

Adverse event identified by:  
 

Date identified:  
 

Date (and duration, if applicable) of 
adverse event: 

 
 

Who experienced the event? E.g. 
carer, patient, both 

 
 

Details of adverse event: 
e.g. location, type of event, 
was trial participation a factor? 
Please attach any relevant reports 
relating to the event 

 
 
 

How did you become aware of this 
event? 

 
 
 
 

Please categorise the event by 
ticking all appropriate boxes: 

 Death 
Please include date of death __/__/___ 
 

 Life threatening 
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 Hospitalisation or prolongation of existing 
hospitalisation 
Please include number of days ______ 
 

 Persistent or significant disability or incapacity 
 

 Related to participation in the trial 
 

 Otherwise considered medically significant (please 
give detail below) 
 

 
Any action taken:  

 
 
 
 

Outcome:  

Date principal investigator notified:  
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When you have completed the form, please send a copy to the principal investigator and trial 
manager and retain a copy for your records. 

CARiAD Trial Manager:  

Stella Wright 
North Wales Centre for Primary Care Research 
Bangor University 
Cambrian 2, Wrexham Technology Park 
Wrexham, LL13 7YP 

Tel: 01248 383516 

Email: s.wright@bangor.ac.uk 

CARiAD Principal Investigators 

Betsi Cadwaladr University Health Board 

Dr Marlise Poolman 

Tel: 01248 383521 

Email: m.poolman@bangor.ac.uk 

Cardiff & Vale University Health Board 

Dr Anthony Byrne 

Tel: 02920 715196 

Email: anthony.byrne2@wales.nhs.uk 

Gloucestershire Care Services 

Dr Paul Perkins 

Tel: 01242 230199 

Email: paul.perkins@suerydercare.org 
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Part B – to be completed by the Principal Investigator 

Please return a copy to Trial Manager or CI and retain a copy for the trial site file. 

All serious events should be reported to the Trial Manager or CI within 24 hours. 

In your opinion, is the adverse event 
assessed as serious, according to the 
CARiAD protocol? 

 

In your opinion, did the adverse 
event arise as a result of 
participation in the CARiAD study? 
(Please tick one) 

 Not related 
 Probably unrelated  
 Possibly related 
 Probably related 
 Definitely related 

 
Please add any further comments 
regarding the adverse event: 

 
 
 
 
 

Action taken:  
 
 
 

What was the outcome of the event? 
(Please tick one) 
 

 Recovered 
 Recovered with sequelae 
 Ongoing 
 Fatal 

 
Name of PI:  

 
Signature:  

 
Date:  

 

 



 
 

Page 5 of 5 
CARiAD SAE reporting v3 April 2018  

When you have completed the form, please send a copy to the trial manager and chief investigators 
and retain a copy for your records. 

CARiAD Trial Manager: Stella Wright 
   North Wales Centre for Primary Care Research 
   Bangor University 
   Cambrian 2, Wrexham Technology Park 
   Wrexham 

   LL13 7YP 

   Tel: 01248 383516 

   Email: s.wright@bangor.ac.uk  

Co-chief investigators: 

Professor Clare Wilkinson     Dr Marlise Poolman 

Tel: 01248 383521     Tel: 01248 383520 

Email: c.wilkinson@bangor.ac.uk   Email: m.poolman@bangor.ac.uk 
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CARer-ADministration of as-needed subcutaneous medication for breakthrough 

symptoms in home-based dying patients: the CARiAD open pilot RCT 
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CARiAD - Carer Competency Checklist

CARiAD Carer Competency Checklist v1 Jun 2017

of these symptoms

  • No needle technique, or 
  • Blunt needle technique

Date

Print name (HCP)

HCP HCP HCP


