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REGISTRY is a European-based observational, prospective, multi-
centre study of individuals affected by Huntington’s disease (HD) 
in all stages, premanifest, people at risk of HD, and includes age 
and sex-matched controls. The major aim of REGISTRY is to 
obtain natural history data on a wide spectrum of HD mutation 
carriers and individuals who are part of an HD family in order to 
relate phenotypical characteristics with genetic factors and disease 
biomarkers. It also aims to expedite identification and recruitment 
for clinical trials and develop and validate sensitive and reliable clinical 
measures for detecting onset and change over the natural course 
of the disease which may also be potential outcome measures for 
use in future clinical trials and clinical care. The clinical assessment 
battery uses well-established standard rating scales for manifest 
HD, for example, the Unified Huntington’s Disease Rating Scale 
’99, and collects biosamples for DNA, plasma, the generation of 
lymphoblastoid cell lines and lymphocytes. The study was initiated 
in 2004 and has undergone three protocol revisions. The most 
recent protocol amendment includes the REGISTRY sub-studies 
component. Substudies aim to assess the sensitivity and reliability of 
novel assessments designed to measure specific and/or rare clinical 
phenotypes currently not captured by standard clinical tools. The 
results of these substudies will make a valuable contribution to 
refining which clinical endpoints should be included into clinical 
trials.

Key words: Huntington disease, European Huntington’s Disease 
Network, Registry 3.0

REGISTRY 3.0 – jest europejskim obserwacyjnym, prospektywnym, 
wieloośrodkowym projektem badawczym nad osobami 
dotkniętymi chorobą Huntingtona (HD) w jej wszystkich stadiach, 
przedobjawowymi, osobami z grupy ryzyka zachorowania na 
HD oraz dobranych pod względem wieku i płci osobami z grupy 
kontrolnej. Głównym celem REGISTRY jest uzyskanie informacji 
na temat naturalnego przebiegu choroby od szerokiego spektrum 
osób z mutacją warunkującą HD i osób które pochodzą z rodzin 
dotkniętych HD, aby umożliwić odniesienie charakterystyki obrazu 
klinicznego do czynników genetycznych i biomarkerów HD. Projekt 
ma również na celu przyspieszenie identyfikacji i rekrutacji osób 
do badań klinicznych, rozwojowi i walidacji czułych i miarodajnych 
pomiarów klinicznych celem obserwacji zachorowania i zmian 
w przebiegu HD, które mogłyby być wykorzystanie do pomiaru 
skuteczności metod leczenia w przyszłych badaniach klinicznych. 
Bateria testów klinicznych jest złożona z powszechnie znanych skal 
oceny dla osób z objawami HD, np.: Unified Huntington’s Disease 
Rating Scale z roku 1999, pobiera się także próbki biologiczne na 
DNA, osocze, hodowlę limfoblastów i limfocyty. Projekt został 
zapoczątkowany w 2004 roku i podlegał trzykrotnej zmianie 
protokołu. Najnowszy przedstawiany protokół zawiera badania 
dodatkowe w ramach REGISTRY. Badania dodatkowe mają na celu 
ocenę czułości i wiarygodności nowo skonstruowanych testów 
do mierzenia specyficzności rzadkich postaci klinicznych choroby 
niemożliwych do oceny przy wykorzystaniu obecnych technik. 
Wyniki tych badań dodatkowych w znacznej mierze umożliwią 
odpowiedź na pytanie, do jakich celów powinno się zdążać 
prowadząc badania kliniczne.

Słowa kluczowe: choroba Huntingtona, Europejska Sieć Choroby 
Huntingtona, Registry 3.0
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y 
of

 R
EG

IS
TR

Y’
s 

Su
b-

St
ud

ie
s,

su
pp

le
m

en
ta

ry
 d

oc
um

en
t).

  
A 

lis
t o

f t
he

 a
ss

es
sm

en
ts

 is
 p

ro
vi

de
d 

as
 a

 s
up

pl
em

en
t t

o 
th

is
 d

oc
um

en
t. 

It 
ou

tli
ne

s 
th

e 
na

tu
re

 o
f 

ea
ch

 t
as

k 
an

d 
th

e 
es

tim
at

ed
 t

im
e 

to
 c

om
pl

et
e 

th
e 

as
se

ss
m

en
ts

. 
 T

he
 o

ng
oi

ng
 

re
vi

ew
 a

nd
 s

ca
le

 d
ev

el
op

m
en

t w
ill 

in
 m

an
y 

ca
se

s 
re

su
lt 

in
 m

od
ifi

ca
tio

ns
 to

 a
ss

es
sm

en
ts

. S
uc

h 
ch

an
ge

s 
w

ill 
be

 r
eg

ar
de

d 
as

 c
ha

ng
es

 t
o 

th
e 

in
te

rn
al

 p
ro

ce
du

re
s 

w
ith

 n
o 

ad
de

d 
bu

rd
en

 o
n 

pa
rti

ci
pa

nt
 t

im
e.

 
Va

lid
at

ed
as

se
ss

m
en

t t
oo

ls
 w

ill 
be

 im
pl

em
en

te
d 

in
to

 R
EG

IS
TR

Y 
st

an
da

rd
 a

ss
es

sm
en

t. 
Th

er
ef

or
e 

th
e 

as
se

ss
m

en
t p

ro
to

co
l i

s
lik

el
y 

to
 c

ha
ng

e 
as

 n
ew

 te
st

s 
be

co
m

e 
av

ai
la

bl
e.

 

Th
e 

ai
m

 w
ill 

be
 t

o
id

en
tif

y 
an

d 
va

lid
at

e 
ad

di
tio

na
l c

lin
ic

al
 o

ut
co

m
e 

m
ea

su
re

s 
ei

th
er

 a
ss

oc
ia

te
d 

w
ith

 a
 

sp
ec

ifi
c 

st
at

e 
of

 th
e 

di
se

as
e 

or
 d

es
cr

ib
in

g 
sp

ec
ifi

c 
do

m
ai

ns
 o

f t
he

 d
is

ea
se

, e
.g

. c
og

ni
tio

n,
 b

eh
av

io
ur

 a
nd

 
fu

nc
tio

n.
 O

nc
e 

fu
lly

 v
al

id
at

ed
,

th
es

e 
ad

di
tio

na
l 

as
se

ss
m

en
ts

 m
ay

 s
er

ve
 a

s 
se

ns
iti

ve
 a

nd
 r

el
ia

bl
e 

ou
tc

om
e 

m
ea

su
re

s 
fo

r c
lin

ic
al

 tr
ia

ls
.

In
 a

n 
at

te
m

pt
 to

ta
ke

 fu
ll 

ad
va

nt
ag

e 
of

 th
e 

ex
te

nt
 o

f t
he

 N
et

w
or

k,
pa

rti
ci

pa
tio

n 
in

 th
e 

R
EG

IS
TR

Y 
su

b-
st

ud
ie

s 
is

 w
id

el
y 

av
ai

la
bl

e.
 T

hi
s 

w
ill

 p
ro

m
ot

e 
th

e 
tim

el
y 

co
lle

ct
io

n 
of

 d
at

a 
an

d 
in

cr
ea

se
 th

e 
en

ro
lm

en
t o

f
ad

eq
ua

te
 n

um
be

rs
 fo

r 
st

ud
ie

s 
of

 r
ar

er
 p

he
no

ty
pe

s,
 e

.g
. s

pe
ci

fic
 s

ym
pt

om
s,

 s
uc

h 
as

 ir
rit

ab
ilit

y,
 a

pa
th

y,
 

or
 r

ar
e 

ph
en

ot
yp

es
, 

e.
g.

 ju
ve

ni
le

-o
ns

et
 H

D
. 

P
ar

tic
ip

an
ts

 a
re

 in
vi

te
d 

to
 p

ar
tic

ip
at

e 
in

 R
EG

IS
TR

Y 
‘s

ub
-

st
ud

ie
s’

 a
s 

pa
rt 

of
 a

 c
ol

la
bo

ra
tiv

e 
ef

fo
rt 

to
 v

al
id

at
e 

 n
ov

el
 a

ss
es

sm
en

t 
to

ol
s 

fo
r 

us
e 

in
 c

lin
ic

al
 a

nd
 

re
se

ar
ch

 d
om

ai
ns

. T
he

 p
ro

ce
du

re
s 

an
d 

as
se

ss
m

en
ts

 a
re

 n
on

-in
va

si
ve

 a
nd

 h
av

e 
m

in
im

al
 b

ur
de

n 
on

 th
e 

pa
rti

ci
pa

nt
. 

A 
pa

rti
ci

pa
nt

 m
ay

 c
ho

os
e 

to
 o

pt
 in

 o
r 

op
t 

ou
t 

of
 th

e 
op

tio
na

l c
om

po
ne

nt
. 

Th
e 

R
EG

IS
TR

Y 
st

ud
y 

as
se

ss
m

en
t 

tim
e 

sh
ou

ld
 n

ot
 e

xc
ee

d 
2.

5 
ho

ur
s.

Th
e 

co
nd

uc
t 

of
 e

ac
h 

su
b-

st
ud

y 
w

ill 
fo

llo
w

 
ad

m
in

is
tra

tiv
e 

gu
id

el
in

es
 s

et
 o

ut
 in

 S
O

Ps
.E

ac
h 

su
b-

st
ud

y 
ha

s 
a 

ta
sk

 fo
rc

e 
to

 c
oo

rd
in

at
e 

th
e 

tra
in

in
g,

 
da

ta
 c

ol
le

ct
io

n 
an

d 
st

at
is

tic
al

 a
na

ly
si

s,
 a

nd
 is

 c
ha

rg
ed

 w
ith

 t
he

 r
es

po
ns

ib
ili

ty
 t

o 
di

st
rib

ut
e 

th
e 

fin
di

ng
s 

fro
m

 th
e 

su
b-

st
ud

y 
in

 a
 p

ee
r-

re
vi

ew
ed

 p
ub

lic
at

io
n.

6.
8

R
et

ro
sp

ec
tiv

e 
da

ta
 c

ol
le

ct
io

n
Pa

rti
ci

pa
nt

s 
w

ill
 b

e 
sp

ec
ifi

ca
lly

 a
sk

ed
 f

or
 t

he
ir 

pe
rm

is
si

on
 t

o 
en

te
r 

cl
in

ic
al

da
ta

 p
rio

r 
to

 t
he

 d
at

e 
of

 
en

ro
lm

en
t t

o 
R

EG
IS

TR
Y,

 a
nd

 th
ey

 w
ill 

be
 a

t l
ib

er
ty

 to
 c

on
tri

bu
te

 to
 th

e 
pr

os
pe

ct
iv

e 
st

ud
y 

on
ly

. 
M

ul
tip

le
 

st
ud

y 
si

te
s 

ha
ve

 s
ys

te
m

at
ic

al
ly

 c
ol

le
ct

ed
 a

ss
es

sm
en

ts
 o

f 
H

D
 p

at
ie

nt
s 

us
in

g 
st

an
da

rd
 t

oo
ls

 (
e.

g.
 

U
H

D
R

S)
 th

at
 w

er
e 

ge
ne

ra
te

d 
ei

th
er

 in
 th

e 
co

ur
se

 o
f t

he
ir 

no
rm

al
 c

lin
ic

al
 p

ra
ct

ic
e 

or
 d

ur
in

g 
th

e 
co

ur
se

 o
f 

co
nd

uc
tin

g 
H

D
–r

el
at

ed
 r

es
ea

rc
h 

pr
oj

ec
ts

. I
n 

or
de

r 
to

 a
llo

w
 th

e 
re

se
ar

ch
 c

om
m

un
ity

 to
 h

av
e 

ac
ce

ss
 to
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th
es

e 
sy

st
em

at
ic

al
ly

 c
ol

le
ct

ed
 c

lin
ic

al
 d

at
a,

 r
ec

or
de

d 
pr

io
r 

to
 p

ar
tic

ip
at

io
n

in
 R

EG
IS

TR
Y,

 s
tu

dy
 s

ite
s 

ha
ve

 t
he

 o
pt

io
n 

to
 r

eq
ue

st
 p

er
m

is
si

on
 f

ro
m

 R
EG

IS
TR

Y-
H

D
pa

rti
ci

pa
nt

s 
to

 e
nt

er
 t

he
se

 d
at

a.
 T

he
 

co
lle

ct
io

n 
of

 r
et

ro
sp

ec
tiv

e 
da

ta
 w

ill 
si

gn
ifi

ca
nt

ly
 e

nr
ic

h 
th

e 
cl

in
ic

al
 d

at
a 

re
po

si
to

ry
 a

va
ila

bl
e 

on
 th

is
 H

D
 

co
ho

rt.
 T

he
 c

om
bi

na
tio

n 
of

 r
et

ro
sp

ec
tiv

e 
an

d 
pr

os
pe

ct
iv

e 
cl

in
ic

al
 d

at
a 

w
ill 

pr
ov

id
e 

a 
un

iq
ue

 a
nd

 
in

va
lu

ab
le

 r
es

ou
rc

e 
th

at
 c

an
 b

e 
us

ed
 to

 u
nd

er
st

an
d 

m
or

e 
ab

ou
t c

lin
ic

al
ly

 s
ig

ni
fic

an
t c

ha
ng

es
 o

ve
r 

th
e 

na
tu

ra
l c

ou
rs

e 
of

 H
D

. 
 C

on
se

nt
 t

o 
pr

ov
id

in
g 

th
es

e 
da

ta
 is

 n
o 

ad
di

tio
na

l b
ur

de
n 

on
 t

he
pa

rti
ci

pa
nt

. 
 A

 
pa

rti
ci

pa
nt

 m
ay

 c
ho

os
e 

to
 o

pt
 in

 o
r o

pt
 o

ut
 o

f t
hi

s 
op

tio
na

l c
om

po
ne

nt
.

6.
9

R
EG

IS
TR

Y 
as

se
ss

m
en

ts
 

At
 th

e 
ba

se
lin

e 
st

ud
y 

vi
si

t,
th

e 
fo

llo
w

in
g 

w
ill

 ta
ke

 p
la

ce
:

a)
C

lin
ic

al
 p

he
no

ty
pi

ca
l c

ha
ra

ct
er

is
at

io
n 

w
ill 

be
 a

ss
es

se
d 

an
d 

do
cu

m
en

te
d 

ba
se

d 
on

 in
fo

rm
at

io
n 

ob
ta

in
ed

 fr
om

:

Tr
ai

ne
d 

ra
te

rs
w

ho
 r

ec
or

d 
th

ei
r 

cl
in

ic
al

 im
pr

es
si

on
 u

si
ng

 r
at

in
g 

sc
al

es
 (

i.e
. U

H
D

R
S’

99
, 

th
e 

PB
A-

s
an

d 
co

gn
iti

ve
 te

st
s;

C
SS

R
-S

).

Pa
rti

ci
pa

nt
s 

th
em

se
lv

es
 w

ho
 r

ep
or

t o
n 

th
ei

r 
su

bj
ec

tiv
e 

ex
pe

rie
nc

e 
(i.

e.
 H

AD
S-

S
IS

, S
F-

36
 a

nd
 a

 h
ea

lth
 e

co
no

m
ic

s 
sc

al
e 

(C
SR

I-R
)

Pa
rtn

er
s/

C
om

pa
ni

on
s 

w
ho

 r
ep

or
t o

n 
th

e 
le

ve
l o

f f
un

ct
io

n 
an

d 
ne

ur
op

sy
ch

ia
tri

c 
as

pe
ct

s 
of

 th
e 

pa
rti

ci
pa

nt
, a

nd
 q

ua
lit

y 
of

 li
fe

.

b)
D

on
at

io
n 

of
 b

io
lo

gi
ca

l 
sp

ec
im

en
s 

–
30

 m
l 

of
 b

lo
od

 a
nd

 3
0 

m
l 

of
 u

rin
e 

(R
EG

IS
TR

Y-
H

D
pa

rti
ci

pa
nt

);
20

 m
l o

f b
lo

od
 a

nd
 3

0 
m

l o
f u

rin
e 

(R
EG

IS
TR

Y-
C

O
N

TR
O

L
pa

rti
ci

pa
nt

).

c)
C

om
pl

et
io

n 
of

 a
 fa

m
ily

 h
is

to
ry

 q
ue

st
io

nn
ai

re
 (F

H
Q

). 

Al
lp

ar
tic

ip
an

ts
 w

ill 
be

 in
vi

te
d 

to
co

m
pl

et
e 

a
FH

Q
, 

in
 p

ar
tic

ul
ar

 in
di

vi
du

al
s 

w
ho

 d
o 

no
t 

ha
ve

 a
 

kn
ow

n 
fa

m
ily

 h
is

to
ry

 o
f 

th
e 

di
se

as
e.

 T
hi

s 
is

 a
n 

op
tio

na
l c

om
po

ne
nt

 o
f 

R
EG

IS
TR

Y.
 

Th
e 

FH
Q

 
at

te
m

pt
s 

to
 c

ol
le

ct
in

fo
rm

at
io

n 
ab

ou
t 

th
e 

hi
st

or
y 

of
 H

D
 w

ith
in

 a
 f

am
ily

 u
ni

t 
an

d 
w

ill 
th

er
ef

or
e 

fo
cu

s 
on

 th
e 

si
de

 o
f t

he
 fa

m
ily

 a
ffe

ct
ed

 b
y 

H
D

. W
ith

in
 th

e 
FH

Q
 d

at
a 

on
 th

re
e

ge
ne

ra
tio

ns
 w

ill 
be

 
as

se
m

bl
ed

 a
s 

w
el

l a
s 

da
ta

 o
n 

th
e 

sp
ou

se
(s

po
us

es
).

Th
e 

pu
rp

os
e 

of
 th

e 
FH

Q
 is

 (1
) t

o 
ob

ta
in

 a
 

fa
m

ily
 tr

ee
 a

s 
an

 im
po

rta
nt

 p
ar

t o
f s

ta
nd

ar
d 

m
ed

ic
al

 c
ar

e 
an

d 
(2

) t
o 

re
nd

er
 li

nk
ed

 b
io

sa
m

pl
es

 o
r 

da
ta

 s
et

s 
id

en
tif

ia
bl

e 
w

hi
le

 p
ro

te
ct

in
g 

th
e 

pr
iv

ac
y 

of
 a

ll 
do

no
rs

. I
n 

or
de

r t
o 

en
su

re
 a

n 
ap

pr
op

ria
te

 
nu

m
be

r o
f l

in
ke

d 
bi

os
am

pl
es

 a
nd

 li
nk

ed
 c

lin
ic

al
 d

at
a 

se
ts

, p
ar

tic
ip

an
ts

 a
re

 a
sk

ed
 (p

ro
vi

de
d 

th
at

 
th

e 
fe

el
 c

om
fo

rta
bl

e 
to

 d
o 

so
) t

o 
fo

rw
ar

d 
an

 in
vi

ta
tio

n 
to

 th
ei

r r
el

at
iv

es
 to

 c
on

si
de

r t
ak

in
g 

pa
rt 

in
 

R
EG

IS
TR

Y.

d)
Pa

rti
ci

pa
nt

s 
ar

e 
as

ke
d 

to
 i

nd
ic

at
e 

w
he

th
er

 t
he

y 
ag

re
e 

to
 b

e 
co

nt
ac

te
d 

by
 t

he
 s

tu
dy

 s
ite

 i
n-

be
tw

ee
n 

an
nu

al
 s

tu
dy

 v
is

its
 t

o 
co

lle
ct

 a
dd

iti
on

al
 in

fo
rm

at
io

n,
 t

o 
pr

ov
id

e 
in

fo
rm

at
io

n 
re

ga
rd

in
g 

R
EG

IS
TR

Y 
or

 o
n 

up
co

m
in

g 
in

te
rv

en
tio

n 
st

ud
ie

s 
fo

r 
w

hi
ch

 p
ar

tic
ip

an
ts

 in
 R

EG
IS

TR
Y 

m
ay

 b
e 

el
ig

ib
le

 in
 o

rd
er

 to
 a

llo
w

 th
em

 to
 c

on
si

de
r t

he
ir 

pa
rti

ci
pa

tio
n.

e)
Pa

rti
ci

pa
nt

s 
w

ill 
be

 a
sk

ed
 t

o 
gi

ve
 t

he
ir 

co
ns

en
t 

fo
r 

re
gi

st
ra

tio
n 

of
 t

he
ir 

re
tro

sp
ec

tiv
e 

da
ta

 
ga

th
er

ed
 d

ur
in

g 
co

ns
ul

ta
tio

ns
 p

rio
r 

to
 t

he
ir 

pa
rti

ci
pa

tio
n 

fo
r 

R
EG

IS
TR

Y,
 p

ro
vi

di
ng

 t
ha

t 
th

es
e 

da
ta

 w
er

e 
as

se
ss

ed
 w

ith
 th

e 
sa

m
e 

to
ol

s.

f)
Pa

rti
ci

pa
nt

s 
w

ill
 b

e 
as

ke
d 

to
 g

iv
e 

th
ei

r 
co

ns
en

t t
o 

ta
ke

 p
ar

t i
n 

th
e 

N
ov

el
 A

ss
es

sm
en

t P
ro

to
co

l. 
Th

is
 w

ill 
pe

rm
it 

th
e 

co
lle

ct
io

n 
of

 d
at

a 
on

 n
ov

el
 a

ss
es

sm
en

ts
 to

ol
s.

g)
Pa

rti
ci

pa
nt

s 
w

ill 
be

 a
sk

ed
 to

 c
on

si
de

r g
iv

in
g 

th
ei

r c
on

se
nt

 to
 v

id
eo

ta
pi

ng
. T

he
 v

id
eo

ta
pe

s 
w

ill 
be

 
vi

si
bl

e 
fo

r a
 re

st
ric

te
d 

nu
m

be
r o

f E
H

D
N

 m
em

be
rs

 (e
.g

. e
xp

er
ie

nc
ed

 p
hy

si
ci

an
s,

 fo
r c

on
su

lta
tio

n 
pu

rp
os

es
, p

hy
si

ci
an

s 
in

 tr
ai

ni
ng

) 
fo

r 
qu

al
ity

 c
on

tro
l, 

re
se

ar
ch

 a
nd

 tr
ai

ni
ng

 p
ur

po
se

s 
on

ly
.  

Th
e 

re
co

rd
in

gs
 w

ill
 b

e 
tra

ns
m

itt
ed

 v
ia

 s
ec

ur
e

in
te

rn
et

 c
on

ne
ct

io
n 

an
d 

w
ill 

be
 s

to
re

d 
on

 t
he

 
R

EG
IS

TR
Y 

se
rv

er
 in

 a
 p

se
ud

on
ym

is
ed

 fo
rm

.
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At
 e

ac
h 

an
nu

al
 fo

llo
w

 u
p 

st
ud

y 
vi

si
t,

th
e 

fo
llo

w
in

g 
w

ill 
ta

ke
 p

la
ce

:

a)
a 

cl
in

ic
al

 p
he

no
ty

pi
ca

l 
ch

ar
ac

te
ris

at
io

n 
id

en
tic

al
 t

o 
th

e 
on

e 
at

 b
as

el
in

e 
vi

si
t. 

A
s 

pa
rt 

of
 t

he
 

U
H

D
R

S
’9

9,
 in

fo
rm

at
io

n 
ab

ou
t e

ve
nt

s 
w

hi
ch

 h
av

e 
oc

cu
rr

ed
 s

in
ce

 th
e 

la
st

 v
is

it 
(e

.g
. c

ha
ng

es
 in

 
oc

cu
pa

tio
n,

 in
te

rc
ur

re
nt

 h
ea

lth
 p

ro
bl

em
s,

 c
ha

ng
es

 in
 m

ed
ic

at
io

n 
et

c.
) w

ill 
be

 re
co

rd
ed

.

R
EG

IS
TR

Y-
H

D
 p

ar
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ip
at

e.
 

At
 t

he
 t

im
e 

of
 t

he
 p

ot
en

tia
l 

pa
rti

ci
pa

nt
's

 v
is

it 
an

 e
xp

la
na

tio
n 

of
 t

he
 s

tu
dy

 a
nd

 a
 c

op
y 

of
 t

he
 P

at
ie

nt
 

In
fo

rm
at

io
n 

Sh
ee

t (
se

e 
A

pp
en

di
x 

B)
 p

re
pa

re
d 

in
 th

e 
re

sp
ec

tiv
e 

na
tiv

e 
la

ng
ua

ge
 a

nd
 a

pp
ro

ve
d 

by
 th

e 
re

sp
ec

tiv
e 

IR
B 

w
ill 

be
 p

ro
vi

de
d.

 T
he

 o
pp

or
tu

ni
ty

 t
o 

re
ad

 t
he

 c
on

se
nt

 w
ill 

be
 g

iv
en

 a
nd

 q
ue

st
io

ns
 

an
sw

er
ed

 b
y 

th
e 

re
se

ar
ch

 s
ta

ff.
 T

he
 p

ar
tic

ip
an

tw
ill 

be
 g

iv
en

 th
e 

op
po

rtu
ni

ty
 to

 ta
ke

 th
e 

co
ns

en
t f

or
m

 
ho

m
e 

to
 d

is
cu

ss
 w

ith
 fa

m
ily

 m
em

be
rs

, a
nd

 c
on

se
nt

 w
ill 

be
 o

bt
ai

ne
d 

at
 a

 fu
tu

re
 v

is
it.

 P
ar

tic
ip

at
io

n 
in

 th
e 

st
ud

y 
w

ill 
no

t b
e 

pu
rs

ue
d 

if 
th

e 
po

te
nt

ia
l p

ar
tic

ip
an

t d
ec

la
re

s 
no

t t
o 

be
 c

on
ta

ct
ed

, u
nl

es
s 

th
e 

po
te

nt
ia

l 
pa

rti
ci

pa
nt

 a
gr

ee
s 

to
 fu

tu
re

 d
is

cu
ss

io
n.

Th
e 

si
te

 i
nv

es
tig

at
or

 w
ill

 d
et

er
m

in
e 

w
he

th
er

 o
r 

no
t 

a 
po

te
nt

ia
l 

pa
rti

ci
pa

nt
 h

as
 d

im
in

is
he

d 
m

en
ta

l 
ca

pa
ci

ty
 w

hi
ch

 m
ay

 i
nt

er
fe

re
 w

ith
 g

iv
in

g 
in

fo
rm

ed
 c

on
se

nt
. 

If 
a 

po
te

nt
ia

l 
pa

rti
ci

pa
nt

 w
ith

 m
en

ta
l 

in
ca

pa
ci

ty
 is

 a
pp

ro
ac

he
d 

fo
r e

nr
ol

m
en

t, 
th

e 
re

se
ar

ch
 s

ta
ff 

w
ill 

se
ek

 c
on

se
nt

 fr
om

 th
at

 p
ar

tic
ip

an
t's

 le
ga

l 
re

pr
es

en
ta

tiv
e.

 A
 le

ga
l r

ep
re

se
nt

at
iv

e 
m

ay
 b

e 
de

fin
ed

 a
s 

an
 in

di
vi

du
al

 w
ith

 g
ua

rd
ia

ns
hi

p 
or

 a
 h

ea
lth

 
ca

re
 p

ro
xy

, 
pr

ov
id

ed
 c

on
se

nt
in

g 
fo

r 
re

se
ar

ch
 s

tu
di

es
 i

s 
w

ith
in

 t
he

 s
co

pe
 o

f 
th

e 
pr

ox
y'

s 
de

le
ga

te
d 

re
sp

on
si

bi
lit

ie
s.

  H
ea

lth
 c

ar
e 

pr
ox

ie
s 

m
ay

 b
e 

th
e 

po
te

nt
ia

l p
ar

tic
ip

an
t's

 n
ex

t-o
f-k

in
, a

 r
el

at
iv

e,
 o

r a
 lo

ng
-

te
rm

 c
ar

eg
iv

er
/s

ig
ni

fic
an

t 
ot

he
r 

or
 a

n 
ap

po
in

te
e 

by
 a

 c
ou

rt 
of

 l
aw

; 
th

is
 p

er
so

n 
m

us
t 

be
 m

en
ta

lly
 

co
gn

is
an

t a
nd

 b
e 

ab
le

 to
 u

nd
er

st
an

d 
th

e 
pr

oc
ed

ur
es

, r
is

ks
, a

nd
 b

en
ef

its
 in

vo
lv

ed
 w

ith
 th

e 
st

ud
y.

 A
t t

he
 

tim
e 

of
 th

e 
pa

rti
ci

pa
nt

's
 v

is
it,

 a
n 

ex
pl

an
at

io
n 

of
 th

e 
st

ud
y 

an
d 

a 
co

py
 o

f t
he

 c
on

se
nt

 w
ill 

be
 p

ro
vi

de
d 

to
bo

th
 th

e 
pa

rti
ci

pa
nt

an
d 

th
e 

au
th

or
is

ed
 re

pr
es

en
ta

tiv
e.

 O
pp

or
tu

ni
ty

 to
 re

ad
 th

e 
co

ns
en

t w
ill 

be
 g

iv
en

 a
nd

 
qu

es
tio

ns
 a

ns
w

er
ed

 b
y 

th
e 

re
se

ar
ch

 s
ta

ff.
 T

he
 p

ar
tic

ip
an

t/a
ut

ho
ris

ed
 r

ep
re

se
nt

at
iv

e 
w

ill 
be

 g
iv

en
 t

he
 

op
po

rtu
ni

ty
 t

o 
ta

ke
 t

he
 c

on
se

nt
 f

or
m

 h
om

e 
w

ith
th

em
 f

or
 f

ur
th

er
 d

is
cu

ss
io

ns
 a

nd
 c

on
se

nt
 w

ill
 b

e 
ob

ta
in

ed
 a

t a
 fu

tu
re

 v
is

it.
 A

lth
ou

gh
 th

e 
au

th
or

is
ed

 r
ep

re
se

nt
at

iv
e 

w
ill 

be
 o

ffi
ci

al
ly

 p
ro

vi
di

ng
 c

on
se

nt
 fo

r 
th

e 
pa

rti
ci

pa
nt

to
 p

ar
tic

ip
at

e,
 th

e 
pa

rti
ci

pa
nt

m
us

t a
ls

o 
ag

re
e 

to
 p

ar
tic

ip
at

e.

Pa
rti

ci
pa

nt
s 

w
ith

 H
D

 m
ay

 lo
se

 m
en

ta
l c

ap
ac

ity
 to

 p
ro

vi
de

 c
on

tin
ue

d 
co

ns
en

t d
ur

in
g 

th
e 

co
ur

se
 o

f t
hi

s 
st

ud
y 

be
ca

us
e 

of
 th

e 
st

ud
y'

s 
lo

ng
-te

rm
 n

at
ur

e.
 T

he
re

fo
re

, p
ar

tic
ip

an
ts

 w
ho

 h
av

e 
be

en
 d

ia
gn

os
ed

 w
ith

 
H

D
 w

ill 
be

 a
sk

ed
 t

o 
co

ns
id

er
 a

pp
oi

nt
in

g 
a 

re
se

ar
ch

 p
ro

xy
 t

o 
ai

d 
in

 t
he

 d
ec

is
io

n 
m

ak
in

g 
pr

oc
es

s 
fo

r 
co

nt
in

ue
d 

pa
rti

ci
pa

tio
n.

 P
ar

tic
ip

an
ts

 w
ill 

be
 e

nc
ou

ra
ge

d 
to

 d
is

cu
ss

 th
ei

r f
ut

ur
e 

st
ud

y 
pa

rti
ci

pa
tio

n 
w

is
he

s 
w

ith
 th

e 
re

se
ar

ch
 p

ro
xy

. 

Fo
r p

ot
en

tia
l p

ar
tic

ip
an

ts
 w

ho
 a

re
 c

hi
ld

re
n 

at
 th

e 
tim

e 
of

 e
nr

ol
m

en
t, 

pa
re

nt
al

 p
er

m
is

si
on

 w
ill 

be
 o

bt
ai

ne
d 

fro
m

 o
ne

 p
ar

en
t/g

ua
rd

ia
n 

fo
r 

ea
ch

 p
ar

tic
ip

an
t

un
de

r 
th

e 
ag

e 
of

 1
8 

w
ho

 p
ar

tic
ip

at
es

 in
 t

hi
s 

st
ud

y.
 I

n 
ad

di
tio

n,
 v

er
ba

l o
r w

rit
te

n 
as

se
nt

 b
y 

th
e 

pa
rti

ci
pa

tin
g 

ch
ild

 w
ill 

be
 o

bt
ai

ne
d 

w
he

n 
ap

pr
op

ria
te

. G
ui

de
lin

es
 

fo
r o

bt
ai

ni
ng

 a
ss

en
t i

nc
lu

de
:

fo
r c

hi
ld

re
n 

un
de

r t
he

 a
ge

 o
f 7

, o
nl

y 
w

rit
te

n 
pa

re
nt

al
 p

er
m

is
si

on
 w

ill 
be

 o
bt

ai
ne

d 
an

d 
do

cu
m

en
te

d
fo

r c
hi

ld
re

n 
7 

to
 1

2 
ye

ar
s 

of
 a

ge
, w

rit
te

n 
pa

re
nt

al
 p

er
m

is
si

on
 a

nd
 v

er
ba

l a
ss

en
t b

y 
th

e 
pa

rti
ci

pa
tin

g 
ch

ild
 w

ill 
be

 o
bt

ai
ne

d 
an

d 
do

cu
m

en
te

d.
fo

r c
hi

ld
re

n 
13

 to
 1

7 
ye

ar
s 

of
 a

ge
, p

ar
en

ta
l p

er
m

is
si

on
 w

ith
 w

rit
te

n 
as

se
nt

 b
y 

th
e 

pa
rti

ci
pa

tin
g 

ch
ild

 
w

ill 
be

 o
bt

ai
ne

d 
an

d 
do

cu
m

en
te

d 
th

ro
ug

h 
si

gn
at

ur
e.

An
y 

pa
rti

ci
pa

nt
w

ho
 b

eg
in

s 
pa

rti
ci

pa
tio

n 
in

 th
is

 s
tu

dy
 a

s 
a 

m
in

or
 (

un
de

r 
th

e 
ag

e 
of

 1
8)

 w
ill 

be
 a

sk
ed

 to
 

re
co

ns
en

t f
or

 th
is

 s
tu

dy
 a

fte
r t

ur
ni

ng
 1

8 
ye

ar
s 

of
 a

ge
. 

Fo
r t

he
 U

K,
 th

e 
M

en
ta

l C
ap

ac
ity

 A
ct

 re
qu

ire
s 

sp
ec

ifi
c 

pr
oc

ed
ur

es
 w

hi
ch

 a
re

 d
es

cr
ib

ed
 b

el
ow

.

If 
a 

po
te

nt
ia

l 
pa

rti
ci

pa
nt

 w
ith

 m
en

ta
l 

in
ca

pa
ci

ty
 i

s 
ap

pr
oa

ch
ed

 f
or

 e
nr

ol
m

en
t, 

th
e 

re
se

ar
ch

 s
ta

ff 
w

ill 
id

en
tif

y 
an

 a
pp

ro
pr

ia
te

 c
on

su
lte

e 
w

ho
 c

an
 a

dv
is

e 
on

 t
he

 p
re

su
m

ed
 w

is
he

s 
an

d 
fe

el
in

gs
 o

f 
th

e 
pa

rti
ci

pa
nt

. 

30

Th
e 

fo
llo

w
in

g 
st

ep
s 

w
ill 

be
 ta

ke
n 

in
 o

rd
er

 to
 id

en
tif

y 
a 

su
ita

bl
e 

co
ns

ul
te

e:

Id
en

tif
yi

ng
 a

 c
on

su
lte

e

If 
an

 u
np

ai
d 

ca
re

r 
(e

.g
. s

po
us

e 
or

 fa
m

ily
 m

em
be

r)
 c

an
 b

e 
id

en
tif

ie
d 

an
d

th
ey

 a
re

 w
illi

ng
 to

 b
e 

in
vo

lv
ed

, 
th

ey
 w

ill 
ha

ve
 t

he
 r

es
ea

rc
h 

ex
pl

ai
ne

d 
to

 t
he

m
 a

nd
 w

ill 
be

 a
sk

ed
 f

or
 t

he
ir 

ad
vi

ce
 o

n 
in

vo
lv

in
g 

th
e 

pe
rs

on
 in

 th
e 

re
se

ar
ch

. T
he

 c
on

su
lte

e 
m

us
t b

e 
so

m
eo

ne
 w

ho
 k

no
w

s 
th

e 
po

te
nt

ia
l 

pa
rti

ci
pa

nt
 w

el
l a

nd
 w

ho
 w

ill 
be

 a
bl

e 
to

 g
iv

e 
an

 o
pi

ni
on

 a
bo

ut
 t

he
 p

er
so

n’
s 

pr
es

um
ed

 w
is

he
s 

an
d 

fe
el

in
gs

.
If 

th
e 

ca
re

r a
tte

nd
in

g 
th

e 
re

se
ar

ch
 a

pp
oi

nt
m

en
t i

s 
a 

he
al

th
 c

ar
e 

pr
of

es
si

on
al

, t
he

n 
at

te
m

pt
s 

w
ill

 
be

 m
ad

e 
to

 fi
nd

 a
 fr

ie
nd

 o
r 

fa
m

ily
 m

em
be

r 
(o

r 
so

m
eo

ne
 w

ith
 L

as
tin

g 
Po

w
er

 o
f A

tto
rn

ey
 (

LP
A)

 
fo

r t
he

pe
rs

on
) w

ho
 k

no
w

s 
th

e 
pe

rs
on

 w
el

l a
nd

 th
ey

 w
ill 

be
 a

sk
ed

 fo
r t

he
ir 

ad
vi

ce
.

If 
th

er
e 

is
 n

o 
un

pa
id

 c
ar

er
, f

rie
nd

 o
r f

am
ily

 m
em

be
r a

nd
 n

o-
on

e 
w

ith
 L

P
A 

th
en

 a
 c

on
su

lte
e 

w
ho

 
is

 n
ot

 in
vo

lv
ed

 w
ith

 t
he

 p
ro

je
ct

 w
ill

 b
e 

no
m

in
at

ed
. 

A
n 

in
de

pe
nd

en
t 

co
ns

ul
te

e 
co

ul
d 

ei
th

er
 b

e 
id

en
tif

ie
d 

by
 th

e 
cl

in
ic

al
 r

es
ea

rc
h 

te
am

 o
r 

th
e 

H
un

tin
gt

on
’s

 d
is

ea
se

 A
ss

oc
ia

tio
n 

R
eg

io
na

l C
ar

e 
Ad

vi
so

r(
R

C
A)

.  
In

 s
om

e 
in

st
an

ce
s,

 th
e 

R
C

A 
m

ay
 a

ls
o 

be
 w

illi
ng

 to
 p

ro
vi

de
 a

dv
ic

e 
on

 b
eh

al
f o

f 
th

e 
pa

rti
ci

pa
nt

 a
nd

 is
 a

n 
in

de
pe

nd
en

t 
pe

rs
on

 w
ho

 c
ou

ld
 e

ith
er

 a
ct

 a
s 

co
ns

ul
te

e 
or

 a
ss

is
t 

in
 

id
en

tif
yi

ng
 s

om
eo

ne
 fa

m
ilia

r w
ith

 H
D

to
 a

ct
 in

 th
is

 ro
le

.

Th
e 

fo
llo

w
in

g 
st

ep
s 

w
ill 

be
 t

ak
en

 t
o 

di
sc

us
s 

th
e 

re
se

ar
ch

 w
ith

 t
he

 c
on

su
lte

e 
an

d 
th

e 
po

te
nt

ia
l 

pa
rti

ci
pa

nt
:

In
vi

ta
tio

n 
to

 p
ar

tic
ip

at
e 

in
 re

se
ar

ch

An
 e

xp
la

na
tio

n 
of

 th
e 

st
ud

y 
an

d 
a 

co
py

 o
f t

he
 p

at
ie

nt
 in

fo
rm

at
io

n 
sh

ee
t, 

co
ns

ul
te

e 
in

fo
rm

at
io

n 
sh

ee
t a

nd
 p

at
ie

nt
 c

on
se

nt
 fo

rm
 w

ill 
be

 p
ro

vi
de

d 
to

 b
ot

h 
th

e 
pa

rti
ci

pa
nt

 a
nd

 th
e 

co
ns

ul
te

e.
C

ar
er

s 
or

 n
om

in
at

ed
 th

ird
 p

ar
tie

s 
m

us
t b

e 
co

ns
ul

te
d 

an
d 

ag
re

e 
th

at
 th

e 
pe

rs
on

 w
ou

ld
 w

an
t t

o 
jo

in
 th

e 
re

se
ar

ch
 p

ro
je

ct
. I

n 
pa

rti
cu

la
r, 

th
e 

co
ns

ul
te

e 
sh

ou
ld

 a
dv

is
e 

ab
ou

t:
o

w
he

th
er

 th
e 

pe
rs

on
 w

ho
 la

ck
s 

ca
pa

ci
ty

 s
ho

ul
d 

ta
ke

 p
ar

t i
n 

th
e 

pr
oj

ec
t, 

an
d 

w
ha

t t
he

y 
th

in
k 

th
e 

pe
rs

on
’s

 fe
el

in
gs

 a
nd

 w
is

he
s 

w
ou

ld
 b

e,
 if

 th
ey

 h
ad

 c
ap

ac
ity

 to
 d

ec
id

e 
w

he
th

er
 

to
 ta

ke
 p

ar
t. 

If 
th

e 
pe

rs
on

 s
ho

w
s 

an
y 

si
gn

s 
of

 re
si

st
an

ce
 o

r i
nd

ic
at

es
 in

 a
ny

 w
ay

 th
at

 h
e 

or
 s

he
 d

oe
s 

no
t w

is
h 

to
 ta

ke
 p

ar
t, 

th
e 

pe
rs

on
 m

us
t b

e 
w

ith
dr

aw
n 

fro
m

 th
e 

pr
oj

ec
t i

m
m

ed
ia

te
ly

. 
So

m
et

im
es

 th
e 

co
ns

ul
te

e 
w

ill 
sa

y 
th

at
 th

e 
pe

rs
on

 w
ou

ld
 p

ro
ba

bl
y 

no
t t

ak
e 

pa
rt 

in
 th

e 
pr

oj
ec

t o
r 

th
at

 t
he

y 
w

ou
ld

 a
sk

 t
o 

be
 w

ith
dr

aw
n.

 I
n 

th
is

 s
itu

at
io

n,
 t

he
 r

es
ea

rc
he

r 
m

us
t 

no
t 

in
cl

ud
e 

th
e 

pe
rs

on
 in

 th
e 

pr
oj

ec
t, 

or
 th

ey
 s

ho
ul

d 
w

ith
dr

aw
 th

em
 fr

om
 it

 
Ev

en
 w

he
n 

a 
co

ns
ul

te
e 

ag
re

es
 t

ha
t 

a 
pe

rs
on

 c
an

 t
ak

e 
pa

rt 
in

 r
es

ea
rc

h,
 t

he
 r

es
ea

rc
he

r 
m

us
t 

pa
y 

ex
tra

 a
tte

nt
io

n 
to

 m
on

ito
rin

g 
th

e 
pe

rs
on

’s
 w

is
he

s 
an

d 
fe

el
in

gs
. 

If 
pa

rti
ci

pa
nt

s 
lo

se
 m

en
ta

l c
ap

ac
ity

 d
ur

in
g 

th
e 

co
ur

se
 o

f t
hi

s 
st

ud
y 

th
e 

ab
ov

e 
st

ep
s 

w
ill 

al
so

 b
e 

ta
ke

n 
to

 
id

en
tif

y 
a 

su
ita

bl
e 

co
ns

ul
te

e 
w

ho
 c

an
 a

dv
is

e 
on

 th
e 

pr
es

um
ed

 w
is

he
s 

of
th

e 
pa

rti
ci

pa
nt

.

6.
14

D
oc

um
en

ta
tio

n 
of

 C
on

se
nt

/A
ss

en
t

Si
gn

ed
 c

on
se

nt
/a

ss
en

t 
fo

rm
s 

w
ill 

be
 s

to
re

d 
in

 a
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