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1 Preamble

The purpose of this document is to provide the annotated view of the Enroll-HD eCRF (electronic
Case Report Form). The annotated view shows all forms, variables and its variable names used within
the study. The forms and variables are described in detail in detail within the data management

requirements [1] and data dictionary [2] of the study.
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2 Visit Form Schedule

The visit form schedule defines the assignment of forms to visit types:

eCRF Form

Demographic Data (Demog)

HD Clinical Characteristics (HD CC)
CAG Report (CAG)

Pharmacotherapy (PharmacoTx)
Nutritional Supplements (NutSuppl)
Non-Pharmacologic Therapies (Non-PharmacoTx)
Comorbid Conditions (Comorbid)
Clinical Trials Form (Clinical Trials)
Reportable Event (Event)

Mortality

Family History (FHXx)

Enrollment into Enroll-HD (Enrollment)

Medical History (MHx)

ENROLL-DOC-2006-EN-1.12

General

Family History

Final

Baseline

Follow Up

Phone Contact

Unscheduled Premature End
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eCRF Form

Variable Items Baseline (Variable)

Variable Items Follow Up (Variable)

UHDRS® Motor/Diagnostic Confidence (Motor)
UHDRS® Total Functional Capacity (TFC)

UHDRS® Functional Assessment (Function)

Problem Behaviours Assessment — Short (PBA-s)
Core and Extended Cognitive Assessment (Cognitive)
Bio Specimens for Bio Banking (Samples)

Hospital Anxiety and Depression Scale - Snaith
Irritability Scale (HADS-SIS)

Columbia-Suicide Severity Rating Scale (C-SSRS) —
Baseline

Columbia-Suicide Severity Rating Scale (C-SSRS) —
Follow Up

Mini Mental State Examination (MMSE)

Physiotherapy Outcome Measures (Physio)

ENROLL-DOC-2006-EN-1.12

General Family History

Final

Baseline

v

(v)

(v)

(v)

Follow Up

(v)

(v)

(v)

Phone Contact

Unscheduled Premature End
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eCRF Form General Family History @ Baseline Follow Up  Phone Contact Unscheduled @ Premature End

Short Form Health Survey — 12v2 (SF12) 4 4 v

Caregivers Quality of Life Questionnaire (CareQol) 4 4 v

Client Service Receipt Inventory (CSRI) 4 4 v

Work Productivity and Activity Impairment-Specific v v v

Health Problem (WPAI-SH)

Follow-up on Missed Visit (Missed Visit) v

Premature End of Study (End) v 4

Monitoring Baseline Visit (Monitoring BL) v

Monitoring Follow Up Visit (Monitoring FUP) v

Monitoring General Visit (Monitoring Gen) 4

Monitoring General Family History (Monitoring FHx) v

Monitoring Event Form (Monitoring Event) v v v v v v v
Table 1: Visit Assessment Schedule
ENROLL-DOC-2006-EN-1.12 Final 24-)an-2022
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3 eCRFForms

3.1 Enrollment into Enroll-HD (Enroliment)

Date of informed
consent:

Signed by:

Participant category:

Optional Components:

[monsderyyyy |

() participant 1 () legal representative z

() genotype unknown 1

() pre-manifest/pre-motor-manifest HD 2

() manifest/motor-manifest HD =
() genotype negative 4

() family control =

() community control s

Inclusion criteria (community control):

No historyoforno (O yes 1 (O no o
concurrent major

central nervous

systemn disorder

{e.g. Stroke,

Parkinson's

disease, Multiple

Sclerosis, etc.):

Family History: Oyes1 Onoo

Biosamplesforuse (O yes 1 (Jnoo
in research:
Linking clinical Oyes1 Onoo

Participation in Oyes1 Onoo
sub-studies:

Contact between Oyes1 Onoo
wisits:

Contact regarding (O yes 1 (Jno o
other research
studies:

Contact regarding (O yes 1 (Jno o
post-mortem
tissue collection:

rfstdec

SENLr

hdcat

icl

fhx

bsp

[=lg} =4

Cntotst

entetpme

ID= in other Studies (please enter on the Clinical Trials CRF)

COHORT HDID: |:| ch_id
PREDICT HDID: |:| pd.id
ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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3.2 Demographic Data (Demog)

Demographics (invariable)

Gender: () female ¢ () male =

Ethnicity: () American Indian/Native American/Amerindian 2
() Alaska Native/Inuit =
() African - North 12
() African - South 11
() American - Black 2
() Asian - West 13
() Asian - East 14
() Caucasian 1
() Mative Hawaiian or Other Pacific Islander 4
() Hispano or Latino Origin 3
() mixed 15
() other &

Handedness; O right 1

O left 2
) mixed

brthdec

race

handed

ENROLL-DOC-2006-EN-1.12 Final
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3.3 Medical History (MHx)

Assessment date:

[monddryyyy |

O

mhdtc

Has the participant
had alcohol problems
in the past?

Has the participant
ever smoked?

Has the participant
ever abused drugs?

O yes 1 (O no o ) unknown 3333

O yes 1 (O no o ) unknown 3333

Cigarettes per day: I:l
[ ]

Years of smoking:

O yes 1 (O no o O unknown s3ss

Drug use for non-medical reasons?

Marijuana:

Heroin:

Cocaine:

Club drugs (Ecstacy, GHB, Roofies):

Amphetamines:

Ritalin:

Hallucinogens:

Inhalants:

ENROLL-DOC-2006-EN-1.12

Abuse: Frequency:
hxrmar - | hxmarfrg
yes 1 seldom 1
mo 0 occasionally 2
frequently 3
hxher - “ | hxherfrg
yes 1 seldom 1
o 0 occasionally 2
frequently 3
hxcoc —— ~ | hxcocfrg
yes 1 seldom 1
nao 0 occasionally 2
frequently 3
hxclb —— ~ | hxeclbfrg
yes 1 seldom 1
ma 0 occasionally 2
frequently 3
hxamp - | hxampfrg
yes 1 seldom 1
o 0 occasionally 2
frequently 3
hxrit - | hxritfrg
yes 1 =eldom 1
o 0 occasionally 2
frequently 3
hxhal - “ | hxhalfrg
yes 1 seldom 1
o 0 occasionally 2
frequently 3
hxinh —— | hinhfrg
yes 1 seldom 1
nao 0 occasionally 2
frequently 3
Final

hecalcab

hxtobab

hxtobcpd

hxtobyos

hxdrugab

24-Jan-2022
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Opium: hxopi -— ~ | hxopifrg
yes 1 =eldom 1
no 0 occasionally 2
frequently 3
Painkillers: hxpak -— W | hxpakfrg
yes 1 =eldom 1
no 0 occasionally 2
frequently 3
Barbiturates/sedatives: hxbar — w | hxbarfrg
yes 1 =eldom 1
no 0 occasionally 2
frequently 3
Tranqguilizers: hxtrg — w | hxtrafrg
yes 1 seldom 1
mo 0 occasionally 2
frequenthy 3
Other: hxoth — ~ | hxothfrg
yes 1 seldom 1
ma 0 occasionally 2
frequenthy 2
ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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3.4 HD Clinical Characteristics (HD CC)

Participant category: - v] hacat

Eenotype unknown 1
pre-manifest/pre-motor-manifest HD 2
manifest/motor-manifest HD 2
EEenotype negative 4

family control 5

community contral &

Family History

Mother affected: O yes 1 () no o () unknown ssss memhd
Age at onset of I:I years momagesk
symptoms in
mother:

Father affected: O yes 1 ) no o ) unknown sss3 dadhd
Age at onset of I:l years dadagesx
symptoms in
father:

Each estimate of symptom onset should be based on ALL available sources of information including reports of
participant. companions, case notes and clinical rating scales.

HD Clinical Characteristics and Age-of-Onset

Has depression (includes () yes 1 () no o ccdep
treatment with

antidepressants with or

without a formally-stated

diagnosis of depression)

ever been a part of the

participant's medical

history?
At what age did the depression begin?
age (years): year of onset:
[ Jecoepsee [yyyy | ccdenyr
Has irritability ever been (O yes 1 (O no o ccirb

a part of the participants
medical history?

At what age did the irritability begin?

age (years): year of onset:
Has violent or aggressive () yes 1 () no o covab

behavior ever been a part
of the participant's
medical history?

At what age did violent or aggressive behaviour begin?

age (years): year of onset:

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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Has apathy ever been a Ovyes1 Onoo ccapt
part of the participant's
medical history:

At what age did apathy begin?

age (years): year of onset:
Has Ovyes1 Onoo cepob

perseverative/obsessive
behaviors ever been a
part of the participant's
medical history:

At what age did perseverative/obsessive behaviour begin?

age (years): year of onset:
Has psychosis O yes1 QOnoo cepsy

(hallucinations or
delusions) ever been a
part of the participant's
medical histary:

At what age did psychosis (hallucinations or delusions) begin?

age (years): year of onset:
Does the Oyes1 Onoo cepsyth
participant have a

family history of a
psychotic illness in
a first degree
relative:

Has significant cognitive Ovyes1 QOnoo cecog
impairment (severe

enough to impact on

work or activities of daily

living) or dementia ever

been a part of the

participant’s medical

history:

At what age did cognitive impairment first start to have an impact on daily life?

age (years): year of onset:

. History of HD Motor Symptoms '.

Have motor symptoms COyes1 Onoo cemtr
compatible with HD ever

been a part of the

participant’s medical

history?

At what age did the participant’s motor symptoms begin?

age (years): year of onset:

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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HD History - Participant and Family

Symptoms first noted I:l =xsubj
by participant:
Initial major symptom ) motor 1 () cognitive 2z () psychiatric 3 () oculomotor 4 () other 5 O) sxsubjm
noted by participant: mixed &
Mixed symptoms: motor: O =xs5_m
cognitive: | sxs_c
psychiatric: O sxs p
oculomotar: O = o
Symptoms first noted |:| sxfam
by family:
Initial major symptom () motor 1 () cognitive z () psychiatric = () oculomotor 4 () other 5 O sxfamm
noted by family: mixed &
Mixed symptoms: motor: O sxf_m
cognitive: O xf ¢
psychiatric: O sxf p
oculomotor: O sxf o

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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HD History - Rater

Date of clinical HD [monryyyy | hodisgn
diagnosis:

Can you, as a rater, O yes1 Onoo sxest
estimate the time of

symptom onset:

Rater's estimate of |:| sxrater

symptom onset:

Confidence with O high 1 O low 2 sxestcfd

which this

estimation is made:

Please specify why () participant can not provide information (mute, or cognitively too  sxreaz

you, as a rater, can impaired) 1

not estimate () information provided deemed unreliable 2

symptom onset

(without additional

external

information) at the

moment:

What is your bast O=<51 cxgs

guessof howmany () <10 z

years ago symptom () <15 3

onset took place: =20 4
(=205

Date of data entry: |:| sxgsdtc

Rater's judgement of () motor 1 () cognitive 2 () psychiatric = () oculomotor 2 () other 5 O sxraterm
initial major symptom:  mixed &

Mixed symptoms: motor: O sxr_m
cognitive: (M| sxr_c
psychiatric: (M| sxr_p
oculomotor: O sxr_o

Suicidal Behavior

Previous suicidal ideation (O yes 1 (O no o () unknown 2393 hixsid

Local genetic test

Has an genetic testbeen () yes 1 (O no o () unknown gssa hdtest
done?

Comments: O yes1 (Onoo hxcmt

Enter comment: coval

© COPYRIGHT University of Ulm, Faculty of Medicine, EHDN Genetic Modifiers Working Group.
For enquiries, contact permissions@euro-hd.net.

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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3.5 CAG Report (CAG)

Date of report: oo ] ake
Specimen type: ) blood 1 Ibspec
() brain {postmortem) 2
() unknown sz33
Source of information: () laboratory repaort 1 Ibsrc
() medical records/correspondence z
() participant/companion self-report 2
CAG analysis results Were the exact O yes1 (Onoo Iorpt
{(number of CAG repeat lengths
repeats): given?
CAG repeat length:  Tolerance:
Allele 1 (smaller allele): I:l allelell allele’t
00
11
22
33
44
55
66
77
82
EE
Allele 2 (larger allele): I:l allelel allele2t
00
11
22
33
44
55
66
77
28
99
CAG repeat torng
information normal 1
(larger allele): <27 b27
""""""" 27-35 27_35
36-39 35_39
=35 a35
=36 a36
=37 a37
=38 338
*39a39
=40 340
Analyzing laboratory: | | lonam
Comments: O yes1 Onoo cmt
Enter comment: coval
Y
ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022
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3.6 Pharmacotherapy (PharmacoTx)

Drug nams InGicatn: Dose: umt Maorne Noory. e Night: Fregquency: Route: Staet date: Ongong:  Siop date:
1 [ Jn-m [ | =viee [ ]m,mmn D:m»n.cmmu I.__ pa— Im:_; | imt’\; Dmm_n {— v]ensey [— v | e [ Jrmatme. ] et | Iumm:
-y Bal
vy e Swy 1 prl
Sonry a2y i =3
wrewity 4 ims
Oenry 200 wees 5 (8
bl rasas
weary 2zt means T =y
vty g meor ) L)
anvany 9 s
l:m:".ﬁ war 10

3.7 Nutritional Supplements (NutSuppl)

Supplement: Type: Dose: Uni: Marn Noor: Eve: Night! Frequency: Start date Ongoing:  Stop date:
1. [ lu—m [—- v]m [ | ervrtaatee E}nm Dvm‘\_v [:]ML: E]-—wm,l Dmt [.——- v | vty [ ]m-ﬁ: L] cvamt Eﬁm
Waamen L auzcmments | L ety |
Merzy [eorrar) & gl ewery sther tay 1
vt lowd) 2 LR ety trerd day 3
SIS RROLTM P adT posne & e B
wromathecagms L tatiets o ARAry SHR T ek S
Sumepattic remeties ¢ et musthiy A
Nigh canpre Get T Caphe Weery oner mann T
seher & wwery Suamer 3
anvcunty
o4 1ee0e0 10

3.8 Clinical Trials Form (Clinical Trials)

Clinical trial name: Participant ID in trial: Date of enrollment: What is ppt current clinical trial status?  End date of participation:

rfendtc

1. | CTF: | C> ctnm subjid  |mon/ddiyyyy rfstdec | - w | crstts

active 1
completed 2
discontinued prematurely 3

ENROLL-DOC-2006-EN-1.12 Final 24-)an-2022
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3.9 Non-Pharmacologic Therapies (Non-Pharmaco

. Non-Pharmacologic Therapies '

Therapy:

Tx)

Mumber of Frequency:

times:

Start date:

Ongoing:

Stop date:

Physical therapy 1

Occupational therapy 2

Psychotherapy 2

Counseling 4

Speech/Language therapy 5

Swallowing therapy &

Music therapy 7

Relaxation therapy (meditation, massage, yoga, etc) 8
Acupuncture 3

1. — W | cmitrt cmifrg

daily 1
weekly 2
monthly 3
835 needed 4

3.10 Comorbid Conditions (Comorbid)

' Past Disorders and Comorbidities .

Condition:

Body system code:

Start date:

Ongoing:

End date:

1] | 1co-10: |:| ot

cardiowascular 1
pulmonary 2
neurclogic 3

EMT 4
Evnecologic/urologic 5
reproductive &
Eastrointestinal 7
metabolic/endocrine &
hematollymphatic 3
dermatological 10
psychiatric 11
musculoskelatal 12
allergyfimmunalogic 13
ophthalmological 14
hepatobiliary 15

renal 16

other 17

ICD-10 codes, terms and text @World Health Organization 2011

ENROLL-DOC-2006-EN-1.12
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3.11 Mortality

18

Assessment date:

[monvddryyyy |

dsdec

Date of death:

Place of death:

Cause of death:

Was an autopsy
performed?

Information obtained
primarily from:

Comments?

[monvddryyyy |

() home 1

() hospital 2

() nursing home 3
() hospice care 4
() unknown 3399

) pneumonia 1
() other infection =2
() cancer =

) stroke 4

() trauma s

) suicide &

() other 7

() unknown 3393

ds=sdic

dsplace

dsend

Please specify: |

dsendoth

O yes 1 O no o O unknown 9399

dsautop

Result of autopsy:

dsautopr

() spouseffamily 1

() friend =z

) physician/nurse =z

() patient’s medical record 4
() obituary in newspaper s
() death certificate &

() other 7

dsinfo

Please specify: |

infooth

Oyes1 Onoo

dscom

Comment:

coval

ENROLL-DOC-2006-EN-1.12 Final
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3.12 Variable Items Baseline (Variable)

Date of visit:

]

Is participant part of
mobile clinic site:

Weight:
Height:

Does the participant
currently drink
alcohol?

Does the participant
currently smoke?

Current caffeine use?

Does the participant
currently use drugs?

General Variable Items |

O yes 1 (O no o

m—
e
_—

O ywyes 1 Onoo

Units per week:

O yes 1 (O no o

Cigarettes per day:

Years of smoking:

O yes 1 O noo

Do you drink more
than 3 cups of
coffee, tea and cola
drinks combined

per day?

O yes 1 O noo

Drug use for non-medical reasons:

Marijuana:

Heroin:

Cocaine:

Club drugs (Ecstacy, GHB, Roofies):

Amphetamines:

ENROLL-DOC-2006-EN-1.12

swstdic
mclinic
weight I:I Ibs weight_2
height |:| inches height_2
bmi
alcab
alcunies
tobak
tobyos
cafab
Oyes1 Onoo cafpd
drugab
Abuse: Frequency:
— A | mar | — » | marfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
|---- b | her |---- b | herfrg
yes 1 seldom 1
no 0 occasionally 2
freguently =
— A | coc |——-— » | cocfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
| — W | clb | —— w | clbfrg
yes 1 seldom 1
no 0 occasionally 2
freguently =
— W | amp | — w | ampfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 5
Final 24-Jan-2022
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Ritalin:

Hallucinogens:

Inhalants:

Opium:

Painkillers:

Barbiturates/sedatives:

Tranqguilizers:

Other:

- b | rit | - ~ | ritfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 2
-— “ | hal |—--— ~ | halfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
[  ~]imm [ v | innfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
|---- b | opi | —— A | opifrg
yes 1 seldom 1
no 0 occasionally 2
frequently 2
-— “ | pak |—--— ~ | pakfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
- b | bar |—--— » | barfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
— LY | g | - ~ | trgfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
—_—- e | oth | _— » | athfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 2

20

" General Variable Items II '

Marital status:

Residence:

Years of education:
Occupation:

Employment:

ISCED education level:

() single 1

) married 3
() partnership z
() divorced 4
) widowed s

() legally separated &

O rural 1 O village 2 O town 2 () city 4

() ISCED O o
() ISCED 1 1
O ISCED 2 2
O ISCED 3 3
() ISCED 4 1
O ISCED5 s
O ISCED 6 &

C3r empjob

) full-time employed

1

() part-time employed 2

() self employed =
) not employed 2

Status:

ENROLL-DOC-2006-EN-1.12

() paid 1 ) unpaid z

Final

maristat

isced

eduyrs

jobdas

jobpaid
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Reason: () sick leave 1 emplnrsn
() retirement z
() working in the home (e.g. caring for children) =
() unemployed 2
() training/college s
Retired due to: ) ill health 1 () age 2 emplnrd
Do you receive Oyes 1 (Onoo ssdb
incapacity
benefit/social
security or disability
benefit?
Do you intend to O yes1 (Onoo rtrmwk
return to work?
Since when have you |:| rtrddur
been
unemployed/retired?
Additional Employment Section:
Have you had to O yes 1 (O no o rdcwk
stop or reduce
work due to your
health?
How many days |:| days rdcwhd
in the last &
months have
you had off
work because of
HD?
How many |:| hoursiweek rdcwihw
fawer hours per
week have you
worked because
of HD?
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3.13 Variable Items Follow Up (Variable)

Date of visit:

]

Is participant part of
mobile clinic site:

Weight:
Height:

Does the participant
currently drink
alcohol?

Does the participant
currently smoke?

Current caffeine use?

Does the participant
currently use drugs?

General Variable Items |

O yes 1 Onoo

[ Je
[ Jer
-

O yes 1 Onoo

Units per week:

Oyes1 Onoo

Cigarettes per day:

Years of smoking:

Oyes1 Onoo

Do you drink more
than 3 cups of
coffee, tea and cola
drinks combined

per day?

Oyes1 Onoo

Drug use for non-medical reasons:

Marijuana:

Herain:

Cocaine:

Club drugs (Ecstacy, GHB, Roofies):

Amphetamines:

ENROLL-DOC-2006-EN-1.12

swstdtc
rclinic
weight I:I Ibs weight_2
height l:l inches height 2
bmi
alcab
I:I alcunits
tobab
cafab
O yes 1 O no o cafpd
drugab
Abuse: Frequency:
— A | mar |—--— ~ [ marfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
|._.. w | her |---- w | herfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
—— w | coc |—--— w [ cocfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
| —— w | clb | - w [ clbfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
— Av | amp |—--— w [ ampfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
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Ritalin: [  ~]i [ v | rietra
yes 1 seldom 1
no 0 occasionally 2
frequently 3
Hallucinogens: - v | hal | — v | halfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 5
Inhalants: [  ~]in [ v | innrq
yes 1 seldom 1
no 0 occasionally 2
freguently 3
Opium: | — v | opi |---- W | apifrg
yes 1 seldom 1
no 0 occasionally 2
frequently 5
Painkillers: — W | pak | — v | pakfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
Barbiturates/sedatives: | — v | bar | — w | barfrg
yes 1 seldom 1
no 0 occasionally 2
freguently =
Tranguilizers: — v | trg | — v | trgfrg
yes 1 seldom 1
no 0 occasionally 2
frequently 3
Other: — W | oth | — w | athfrg
yes 1 seldom 1
no 0 occasionally 2
freguently =
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| General Variable Items II

Any changes to the Oyes 1 Onoo updsc
rarely changing

General Variable

Iltems above:

Participant () genotype unknown 1 hdcat
category: () pre-manifest/pre-motor-manifest HD 2

() manifest/motor-manifest HD =

() genotype negative 2

() family control s

() community control &

Marital status: ) single 1 maristat
) married =
() partnership 2
() divorced 4
) widowed =

) legally separated &

Residence: O rural 1 res
) village =2
) town =
O dty 4

ISCED education O ISCED O o
level: () ISCED 1 1
O ISCED 2 2
() ISCED 3 =
() ISCED 4 4
O ISCED 5 5
() ISCED 6 &

Years of I:lyears eduyrs

education:

isced

Occupation: | = empjob

Employment: ) full-time employed 1 jobclas
() part-time employed =z
() self employed =
) not employed 2

Status: () paid 1 () unpaid z jobpaid

Reason: () sick leave 1 emplnrsn
() retirement 2
() working in the home (e.g. caring for children) =
() unemployed 4
() training/college =

Retired due to: O ill health 1 emplnrd
() age 2

Do you receive O yes 1 O noo s=db
incapacity

benefit/social

security or disability

benefit?

Do you intend to Oyes1 Onoo rernwk
return to work?

Since when have you |:| rirddur

been
unemployed/retired?
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Additional Employment Section

Haveyou hadtostopor (O yes 1 () no o rdewic
reduce work due to your
health?
How many days in I:l days rdcwid
the last & months
have you had off
work because of
HD?
How many fewer l:l hoursfweek rdcwkhw
hours per week
have you worked
because of HD?
Since the last visit have there been
Any changes to O yes1 Onoo updmed
participant’s medication?
Any changes to O yes1 Onoo updmh
participant's comorbid
conditions?
Any updates to family O yes1 Onoo updfh
history?
Any updates to the Cyes 1 O noo updhdh
clinical characteristics
and/or onset of HD?
Any changes to the O yes1 Onoo updopt
optional components?
Family History: Cryes 1 O no fx
Biosamples foruse () yes 1 () no bsp
in research:
Linking clinical Cryes 1 () no rrspety
Participation in O yes 1 O no nvi
sub-studies:
Contact between Cryes 1 O no entce
visits:
Contact regarding () yes 1 () no cntctst
other research
studies:
Contactregarding () yes 1 () no entetpme
post-mortem
tissue collection:
Has the participant had Cryes 1 O no o (O unknown 9333 updmri
a brain MRI?
Date of MRI: I:l mridtc
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3.14 UHDRS® Motor/Diagnostic Confidence (Motor)

Assessment date:

Rater code:

incomplete:

Motor score (TMS):

Motor scare (TMS)

[monddyyy ]
[ ]
[ ]
]

gsdic

raterid

motscore

miscore

Ocular pursuit:

Saccade initiation:

Saccade velocity:

Dysarthria:

Tongue
protrusion:

Finger taps:

ENROLL-DOC-2006-EN-1.12

Motor Assessment

Horizontal:  Vertical:
(@] O 0 = complete (normal)
O O 1 = jerky movement
O O 2 = interrupted pursuits/full range
(] O 3 = incomplete range
O ocuarh (O oculav 4 = cannot pursue
Heorizontal:  Vertical:
O O 0 =normal
O O 1 =increased latency only
O O 2 = suppressible blinks or head movements to initiate
O O 3 = unsuppressible head movements
O sacinith (O =zcinitv 4 = cannot initiate saccades
Heorizontal:  Vertical:
O O 0 = normal
O O 1 = mild slowing
O O 2 = moderate slowing
O O 3 = severely slow, full range
O sacvein O sacvew 4= incomplete range
) 0=normal o dysarth
(O 1 = unclear, no need to repeat 1
() 2 = must repeat to be understood 2z
() 3 = mostly incomprehensible 3
() 4 =anarthria 4
() 0= can hold tongue fully protruded for 10 sec o tongue
() 1 = cannot keep fully protruded for 10 sec 1
() 2 = cannot keep fully protruded for 5 sec 2
) 3 = cannot fully protrude tongue =
() 4 = cannot protrude tongue beyond lips 2
Right: Left:
O O 0= normal {(=15/5 sec.)
O O 1 = mild slowing, reduction in amplitude (11-14/5 sec.)
O O 2 = moderately impaired (7-10/5 sec.)
O (@] 3 = severely impaired (3-6/5 sec.)
O fingtapr O fingrapl 4 =can barely perform task (0-2/5 sec.)
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Pronate/supinate- Right: Left:

hands:
O 0] 0 =normal
(@] O 1 =mild slowing and/or irregular
(@] O 2 =moderate slowing and irregular
O O 3 = severe slowing and irregular
O prosupr O prosupl 4 =cannot perform

Luria: () 0=24in10sec, no cue o luria
(O 1==<4in 10 sec, no cue 1
() 2=24in 10 sec with cues 2
() 3=<4in 10 sec with cues =
() 4 = cannot perform 4

Rigidity-arms: Right: Left:
O O 0 = absent
O O 1 = slight or present only with activation
O (@] 2 = mild to moderate
O O 3 = severe, full range of motion
O rigarmr (O rigarml 4 = severe with limited range

Bradykinesia-body: O 0=normal o brady
() 1 = minimally slow (?normal) 1
O 2 = mildly but clearly slow 2
() 3 = moderately slow, some hesitation =z
(O 4 =markedly slow, long delays in initiation 2

Maximal dystonia: Trunk: RUE: LUE: RLE: LLE:
O O O (@] O 0 = absent
O (@] O O O 1 = slightfintermittent
O (@] O @] O 2 = mild/commeon or moderate/intermittent
O @] O O 0] 3 = moderate/common
O dystirnk O dystrue O dystlua O dystrie O dystlle 4 = marked/prolonged

Maximal chorea: Face: BOL: Trunk: RUE: LUE: RLE: LLE:
O O O O (o] O (@] 0= absent
(@] (o] O (o] (o] (@] (o] 1 = slight/intermittent
O O O O O O O 2 = mild/commeon or

moderate/intarmittent

O O O (0] O O 0] 3 = moderate/commeon
O chorface O chorbol O chortrnk O chorrue O charlue O charrie O chorlle 4= markeda’prolcnged

Gait: (O 0=normal gait, narrow base o gait
() 1 =wide base and/or slow 1
() 2 = wide base and walks with difficulty =
() 3 = walks only with assistance 3
() 4= cannot attempt 4

Tandem walking: (O 0=normal for 10 steps o tandem
(O 1 =1 to 3 deviations from straight line 1
() 2 ==>3 deviations z
() 3 = cannot complete =
() 4 = cannot attempt 4

Retropulsion pull O 0=normal o retropls

test: () 1 = recovers spontaneously 1
(O 2 =would fall if not caught 2
(O 3 =tends to fall spontaneously 3
() 4= cannot stand 4

ENROLL-DOC-2006-EN-1.12 Final

24-Jan-2022



Enroll-HD Annotated CRF

28

Diagnostic Confidence
Diagnostic confidence level () 0 = normal (no abnormalities) o diagconf
{DCL): () 1 = non-specific motor abnormalities (less than 50 % confidence) 1

(O 2 = motor abnormalities that may be signs of HD (50 - 89 % confidence) 2
() 3 = motor abnormalities that are likely signs of HD (90 - 98 % confidence) 2
() 4 = motor abnormalities that are unequivocal signs of HD (= 99 % confidence) 2

These materlals Indude the UHDRS® andfor the Examination Guldefines for the UNDRSE, which are owned exclusively by the Huntington Study Group, Ltd, ard
licensed for certain uses by CHOI Foundation, Inc, No part of the UHDRS® and accompanying guidelines may be otherwise used, reproduced, distributed, or

transmitted in any form or by any means, including photocopying, recording, or other electranic or mechanical methods, without the prior written permission of the
Huntingron Study Group. Copyright © Huntingron Study Group 1993, 2015, All ngis reserved.
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3.15 UHDRS® Total Functional Capacity (TFC)

Assessment date: TS
Rater code: raterid
Functional score: =
Functional Capacity
Occupation: () 0=unable o occupatn
() 1 =marginal work only 1
() 2 = reduced capacity for usual job 2
O 3=normal 3
Finances: () 0=unable o ) 1=major assistance 1 () 2 = slight assistance 2z () 3 =normal = finances
Domestic chores: () 0=unable 0 () 1=impaired 1 () 2=normal 2 chores
ADL: () 0=total care o ad
() 1 =gross tasks only 1
() 2 = minimal impairment z
() 3=normal =
Care |evel: () 0= full time skilled nursing ¢ () 1 = home or chronic care 1 () 2=home 2 carelevi
Information Sources: Was the () 1 = participant only 1 thesre
information () 2 = participant and family/companion z
obtained from:

These materlals Indude the UHDRS® and/or the Examination Guidelines for the UMDARSE, which are owned exclusively by the Huntington Study Group, Ltd. ard
licensed for certain uses by CHOI Foundation, Inc, No part of the UHDRS® and accompanying guidelines may be otherwise used, reproduced, distributed, or
transmitted in any form or by any means, including photocopying, recording, or other electranic or mechanical methods, without the prior written permission of the
Huntingron Study Group. Copyright © Huntingron Study Group 1993, 2015, All ngis reserved.
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3.16 UHDRS® Functional Assessment (Function)

Assessment date: I:l gsdtc

Rater code: I:l raterid

Functional assessment I:l fascore

score:

Functional score I:l fiscare

incomplete:

Independence scale in %: I:l indpsclp
yes no

Could subject engage in gainful employment in hisfher accustomed work: O O emplusl

Could subject engage in any kind of gainful employment? O O emplany

Could subject engage in any kind of volunteer or non-gainful work? O O voune

Could subject manage his/her finances (menthly) without any help? O O fafinan

Could subject shop for groceries without help? O O zrocery

Could subject handle money as a purchaser in a simple cash (shop) transaction? O O can

Could subject supervise children without help? O O supchild

Could subject operate an automobile safely and independenthy? O O drive

Could subject do his/her own housework without help? O O nousewrk

Could subject do his/her own laundry (wash/dry) without help? O O aundy

Could participant prepare his/her own meals without help? O O prepmeal

Could subject use the telephone without help? O QO telephon

Could subject take his/her own medications without help? O O ownmeds

Could subject feed himself/herself without help? O O feedserr

Could subject dress himself/herself without help? O O dress

Could subject bathe himselffherself without help? QO O bathe

Could subject use public transport to get to places without help? O O pubtrans

Could subject walk to places in his/her neighbourhood without help? O O walmbr

Could subject walk without falling? O QO walkfal

Could subject walk without help? O O walkneip

Could subject comb hair without help? O O comb

Could subject transfer between chairs without help? O O tnchair

Could subject get in and out of bed without help? O O bed

Could subject use toilet/commode without help? O O toilet

Could subject's care still be provided at home? O O carchome
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Information sources
Was the functional () subject only 1 () subject and family/companion z fasrc

assessment information
obtained from:

Independence Scale

Subject’s independence () 100 = no special care neaeded 100 indepscl
in %: O95- s

() 90 = no physical care needed if difficult tasks are avoided so

() 85= ==

() 20 = pre-disease level of employment changes or ends; cannot perform household
chores to pre-disease level, may need help with finances zo

O 75= 7135

() 70 = self-care maintained for bathing, limited household duties, e.g. cooking and use
of knives, driving terminates; unable to manage finances 7o

) 65= &5

() 60 = needs minor assistance in dressing, toileting, bathing; food must be cut for
subject &0

() 55= =5

() 50 = 24-hour supervision appropriate; assistance required for bathing, eating,
toileting so

() 45= s

() 40 = chronic care facility needed; limited self feeding, liguified diet 4o

() 35= ==

() 20 = subject provides minimal assistance in own feeding, bathing, toileting =0

() 25= 2=

() 20 = no speech, must be fed 20

O 15= 1s

() 10 = tube fed, total bed care 10

O5=-¢s

These materlals Indude the UHDRS® and/or the Examination Guidelines for the UNDARSE, which are owned exclusively by the Huntington Study Group, Ld. and
licensed for certain uses by CHOI Foundation, Inc, No part of the UHDRS® and accompanying guidelines may be otherwise used, reproduced, distributed, or
transmitted in any form or by any means, including photocopying, recording, or other electranic or mechanical methods, without the prior written permission of the
Huntingron Study Group. Copyright © Huntington Study Group 1999, 2015, All nghis reserved.
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3.17 Problem Behaviours Assessment — Short (PBA-s)

Assessment date:

Language of paper form
(PEF):

Rater code:

Domain scores:

[monvddryyyy |

U.5. English 1
Spanish (LA} 2
Brazilian Portuguese 3
Canadian French &
French 7

Czech 3

Dianish 2

German 10
Spanish 11

Italian 12

Dutch 12
Morwegian 14
Polish 15
Portuguese 16
Russian 17

Finnish 12
Swedish 13

[ 1]

Depression:

Irritability/aggression:

Psychosis:
Apathy:

Executive function:

JUOUM

32

gsdtc

langpbf

raterid
depscare
irascore
psyscore
aptscore

exfscore

1. Depressed mood:

2. Suicidal ideation:

3. Anxiety:

b. Frequency:

c. Worst:

a. Severity:

b. Frequency:

c. Worst:

a. Severity:

ENROLL-DOC-2006-EN-1.12

(O 0=absent o

(O 1 =slight, questionable 1

() 2 =mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 2

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes (up to four times a week) 2

() 3 =frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almaost daily for most (or all) of day 4

() 0=absent o

(O 1 =slight, questionable 1

() 2 =mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 2

() 0=absent o

(O 1 =slight, questionable 1

() 2 =mild (present, not a problem) 2

(O 3 = moderate (symptom causing problem) 2
() 4 = severe (almost intolerable for carer) 2

() 0= never/almost never o

(O 1 = seldom (less than once/week) 1

() 2 = sometimes (up to four times a week) =

() 3 =frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almaost daily for most (or all) of day 4

(O 0=absent o

(O 1 =slight, questionable 1

() 2 =mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 2

() 0=absent o

(O 1 =slight, questionable 1

() 2 =mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 2
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b

[4
4, Irritability: a.

b.

[4
5. Angry or aggressive a
behaviour:

b.

[4
€. Lack of initiative (apathy): a.

b.

C
7. Perseverative thinking or a.
behaviour:

b

. Frequency:

Waorst:

Severity:

Waorst:

. Severity:

Waorst:

Severity:

Worst:

Severity:

. Frequency:

Frequency:

Frequency:

Frequency:

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes {up to four times a week) 2

() 3 = frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 2

() 0=absent o

(O 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0=absent o

(O 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes {up to four times a week) 2

() 3 = frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 2

() 0=absent o

(O 1 =slight, questionable 1

() 2 =mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0=absent o

(O 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 4

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes {up to four times a week) 2

() 3 = frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 2

() 0=absent o

() 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0=absent o

(O 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes {up to four times a week) 2

() 3 = frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 2

(O 0=absent o

(O 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0=absent o

(O 1 =slight, questionable 1

(O 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe {almost intolerable for carer) 4

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes {up to four times a week) 2

() 3 = frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 2

Final
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c. Worst:
8. Obsessive-Compulsive a. Severity:
Behaviours:
b. Frequency:
C. Worst:
9. Delusions / paranoid a. Severity:
thinking:
b. Frequency:
C. Worst:
10. Hallucinations: a. Severity:
b. Frequency:
C. Worst:

(O 0=absent o

(O 1 = slight, questionable 1

() 2= mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 4

() 0=absent o

(O 1 = slight, questionable 1

() 2= mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4= severe (almost intolerable for carer) 4

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes [up to four times a week) z

() 3 = frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 4

() 0=absent o

(O 1 = slight, questionable 1

() 2 =mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 4

() 0=absent o

(O 1 = slight, questionable 1

() 2= mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 4

() 0= never/almost never o

(O 1 = seldom (less than oncefweek) 1

() 2 = sometimes [up to four times a week) z

() 3 =frequently (most days/5, 6 or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 4

(O 0=absent o

(O 1 = slight, questionable 1

() 2= mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 4

() 0=absent o

(O 1 =slight, questionable 1

() 2= mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4= severe (almost intolerable for carer) 4

Please specify:

Modality of [] auditory
hallucinations:
[ visual
[] tactile
[] olfactory
[] gustatory

() 0= never/almost never o

() 1 = seldom (less than once/week) 1

() 2 = sometimes (up to four times a week) z

() 3 = frequently (most days/5, & or 7 times a week) =
() 4 = daily/almost daily for most (or all) of day 4

() 0=absent o

(O 1 =slight, questionable 1

() 2 = mild (present, not a problem) 2

() 3 = moderate (symptom causing problem) =
() 4 = severe (almost intolerable for carer) 4

Please specify:

Modality of [] auditory
hallucinations:
[] wvisual
[] tactile
[] olfactory
[] gustatory
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a. Severity: () 0=absent o pbasisy
() 1 = slight, gquestionable 1
() 2 =mild (present, not a problem) 2
() 2 =moderate (symptom causing problem) =
() 4=severe (almost intolerable for carer) 2

b. Frequency: () 0= never/almost never o phas! 1fr
() 1 =seldom (less than oncefweek) 1
() 2 = sometimes {up to four times a week) 2
() 3 =frequently (most days/5, 6 or 7 times a week) =
() 4= daily/almost daily for most (or all) of day 2

. Worst: () 0=absent o pbasiiwo
() 1 = slight, gquestionable 1
() 2 =mild (present, not a problem) 2
() 2= moderate (symptom causing problem) =
() 4=severe (almost intolerable for carer) 2

i) Is informant a relative?

General comments:

() spouse or partner 1 phainfo
() parent 2

() sibling =

() child 2

() other relative =

() friend or neighbor &

() professional care worker 7

(O other =

() no informant - participant came alone s

i Is i_n_‘F_q rmant a () household member (i.e. relative or friend who lives with participant) - pbahshd
household member? () not a household member but has frequent contact with participant {most
days) 2

() not a household member and sees participant less than three or four
times a week 3
() staff of residential care home or hospital 2

coval

@ COPYRIGHT University of Uim, Faculty of Medicine. EHDN Behavicural Phenatype Working Group (Versson 1.4, February 2007).
For enguiries, CcoNact permisssonsiero-hd.net
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3.18 Core and Extended Cognitive Assessment (Cognitive)

Azssessment date; | l qus=
Language of paper form (PBF) [— v| langst
UL Esgnn |
Sganih (LA) 2
Brabiban Bortuguse 3
Canaden Fenes ¢
Franm =
Caeen &
Canien §
Garman 10
Sgenen 11
Italun 13
Ouezh 13
"
Polan 11
18
Nussian 1/
Rertah 11
Swedioh 13
Rater code: [:] p—
Did the partipant complete the Oyes s Onoos gt
assessment in ther nathe
language and with normal or
correctad-ta-normal vision and
heanng?
Did the partikipant Oyest Onon gond
complete the assessment
i thelr native language?
At what age did the | [yus gl
particpant learn the
language used?
Did tha participant have Oyes1 Onon pont
normaioorrectsd-to-
normat hearing and vision?
Was vision Oyes t Onon gons
uncorrected {&.g no
plasses during vaig?
Was hearing QOyes1 Onox i
uncarrected (.. no
hearing aid woenj?
Symbol Digit Modsaty Test Oys s Ome s
completed:
Totad comect I woor)
Totsdl ecrars I ot
Reasor: | v| sermird
cogrities lmgarmnens |
mer mparmant 1
mental state 3
proucal hasks o
vizsed irrpeitmene &
languags barmer ¢
refuna )
Study confher 0
ITRAANG Eae S
sk arvgr 10
Vertial Puency Test (Category) Oys 't Om e i
completad: [
Category: vertet
a1
e
Please specty: [ I cwetzzza
Totad correct 0-15 i [ vertis)
seconds:
Tota cormect 16-30 ) vertit3
secords:
Total correct 3145 I et
seconds:
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: Stroop Color Naming Yest
M:E

| Stroop Word Resding Test
compietect: L&

Total correct 46-60

Total correct (1 mink
Total Intrusion efroes!

Total parssverative arrors:

Oyes: Onoo

Total correct
Total errors:

Total seif-corrected errars:

Oyes: Onoo

Tatal correct:
Total errors:
Total seffcorrected errors:

Reason:

37

-aE
varfeed

wertomg

wml

=l

i

1111

Extended Cognitive Asssssment

latguage batrer ¢

refusel 7

Moy confies &
apen b

e e 10

Sroop nterference Test
compieted: &

Tradmaking Test completed: (3]

]

Tots selfcomected errors: ||

Oyesy Onoa
Tradmaking Test:

Part A: teme to complete:
Part A: totsl coerect:
Part A total errors:

Part B: teme 10 comphete:
Part B: totsl coerect:

Part B: total emors:
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Wﬂuvgfatwn Oyes 1 Onoa o

Latter §: Total correct 0-15 |:] i
seconds:
Total correct 16-30 l | wertrid
SRCONdS:
Total corract 3145 | | Al
Seconds:
Totsl correct a6-60 l I werftld
seconds:
Total corrmct 0-60 | iy
seconds: g

Letter 2= Total correct 0-15 | | werb!
seconds:
Total correct 16-30 l I el
seconds:
Total correct 31-45 | | mIs
seconds:
Totalcorrect 4660 [ | s
seConds:
Totsl correct 0-60. | serzs
seconds:

Letter 3 Total correct 0-15 | | serttt
econds:
Total correct 16-20 | | Tt
seconds:
Total correct 3145 | | wertza
SECONdS:
Total corract 46-60 l | cortis
secends:
Total coeract 0-60 ] ertti

Subscores: Total correct 035 | e
Totalcorrect 16-30 e
seconds: ’
Total correct 31-45 i veram
seconds:
Totalcorrect 660 oot

g ="3

Totalcorrect I ming |~ | s
Tatal mtrusian D wern
*rrors:
Total perseveratve [ | et
errors:

Symbol Digit Modalities Test: Material from the SDMY copynight © 1973 by Westarn Psychological Services, Translated and reprinted by CHDI Foundation Inc. under
arrangements with R, Bumenstain. for spectfic, limited research use under license of the publsher, WPS. No add | reproduction, in whole or In part. by any medium or for
any purpase, may be made without the prior, written authorization of WPS (rights@wpspublish.com). All rights reserved.

€ 1999 Huntington Study Groug. Mmsmwmwcmmuwompuduyumqofm Facuity of Medicine, EHDN Cognitive Phenctype Waorking Groug.
Scaring gudelines were dovaloped by the Uniwesity of Ulm, Faculty of Med EHDN Cogr ype Working Group.

Stroop Test: Copynght © 2006 Stoelting Co., 620 Wheat Lana, Wood Dale, i 60191, All rights réservad. Na pert of the material protected by this copyright notice may be
reproduced or utilized in any form or by any means, electronic or mechanical including photocopying. regarding, or by any infarmation storage and retrieval system, withous
the parmission of the cogyrgnt. Brazdian Portuguese, Franch, German, Dansh, Dutch, Czech, Swedish, Russian, Kallan, Finnish, and Norwegian Eoticns procuced under 3
speca permission agreement for research purposes only,

Verbal Fluency Test (Category) Instruclions/sconng guldebnes wers developed by the Unsversity of Uen, Facuty of Medicine, EHON Cognthve Phenotype Working Group, The
Categorical Fuency Test i avadable in the public domain and is referenced in Lezak, MD. Howieson, DB, & Loring, D.W{2004), Neuropsychological Assessment (dth ed,), New
York: Oxford Unneersity Press

Trail Making Test: Instructons were adapted from PREDICT-HD and scoring guidelines developed by the Urverstty of Ulm, Faculty of Meditine. EHDN Cogritive Phenotype
Working Group.

Verbal Fluency Test (L o 1999 HuRtingto swawpummmum The Letter Verbal Fluency Test is avallable In the public domamn and & referenced in
Lozak, MD, Howleson, D.8., & Loring, DWW, {2004). Py al A [4th ed.}. New Yorkc Oxford Uneversity Pross. Instructions/scoring guidefines were adapted by
mQEHDNCognmwMwwmmamw.mmmnmaﬂv&mwdarwwnguﬂmWmlmdmwmoﬂwycmhndmmrﬂwmms
for letters 1o be used.
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3.19 Reportable Event (Event)

Assessment date: maon/d oy evtdtc

Reportable Event
Reportable event () suicide attempts 1 evtcode
codes: () completed suicide 2

() mental health event requiring hospitalization 2
() death (other than suicide, any cause) 4

Event term: | | evtcerm
Onset date: mon/ddfyyyy evtstdtc
Date estimated: O yes1 Onoo stdtcest
Describe briefly evt
circumstances and 4

nature of event:

List any relevant tests, evttst
laboratory data, history: A
Is the report: ) initial 1 () follow-up z O final = evtpatt
Resolved: O yes 1 (Onoo evtongo
End date: evtendtc
Medication: Oyes 1 Onoo evicm
Describe: | | evtemsc
Behavioral/Lifestyle: Ovyes1 Onoo evtbls
Describe: | | evtblssc
Other: Oyes1 Onoo evtoth
Describe: | | evtothsc
Status of DSMC review: () pending review 1 () ongoing review z () closed/completed review = evedsme

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022



Enroll-HD Annotated CRF 40

3.20 Premature End of Study (End)

Assessment date: I:I dsdtc
End of Study
Specify primary () event or intercurrent illness of a nature requiring withdrawal 1 dsterm
reason for () reguest of primary care physician, site investigator 2
participant's () participant's request (includes carer/spouse/authorized representative’s
[PUETERE request) 3
discontinuation from () lost to follow up 4
study: () institutionalized (will not be followed further) 5
() unable to obtain research CAG determination s
() other &
Please specify the () unable to travel 1 dsreas
reason for the () participant unwilling to continue 2z
participant’s () participant moved away from the study site =
request:
Please specify: | termoth
Have the O yes1 Onoao dssd
participant’s
samples held at site
been destroyed?
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3.21 Family History (FHx)

Participant Data

Gender: ) f="female [fl () m = male [m] sex |
Year of birth: brthy
Vital status: ) 1=alive[1] O 2=dead [2] () 9999 = unknown [9999] vstat
HD status: () 1 =manifest carrier [1] hdstat

() 2 = pre-manifest carrier, genetically confirmed [2]
() 3= not a carrier, genetic test done [3]
() 9999 = unknown, no genetic test done [9999]

' Availability of DNA ) 1=yes[1] O)0=nol0] dna |

| samples:
| Participant in Enroll-HD: O 1=yes[1] O 2=no[2] ) 9999 = unknown [9999] aE |

3.22 Bio Specimens for Bio Banking (Samples)

truull-HO Bissampies Collactinn

i LAB-D: P
| Collecnion of whok blood raguinee —_ wn
—
ol
Die and time of collection: | | tmee: | ] nn
Bar code: State:
1 taccede | — v e
———
o 2
ERl b
L Rl
shagen ©
Aewing
Conninr - v —-
e
Fadbe s
Wi Caties 4
Marnes 10
Nrwsy bl na wiean
Dato of shigement: [
| Date of natificacion: par
|
| Dote of ceceipt: errer
l Tutal stvpping Ume: Wetere
Rasubret noAficaton 10 Boltept g revabeb
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Laboratory Results/Evaluation of Specimen/Biobank

stored safely 12
archived 13

RMA prep. 14

buffy coat (r} 15
biopsy freeze 16
frozen (culture) 17
frozen (culture, rj 18
requires quality c. 19
test only (frozen) 20
damaged 21
self-proceszed 22
virtual culture 23
DMA prep. 24

work order init. 25
plasma prep. 26
plasma prep. (r) 27
stored safely (r) 28
virus stock 5. 29
frozen stored =afely 30
split [dna) 31
redraw problems 49
split (buffy c., r} 50
split (culture, r) 51
derived 100

Type: Sample: Source: Qty: Process state: Outcome: Date Completed:
1. —-- | ype | | id | | sourceid gty |— b | substate EI outcome |:| compldtc
Whale Blood 1 package lost 0 pass 1
DMA Z culture prep. 1 failed 2
Cell Line 2 culture prep. (rh 2
PEMCE 4 duplicated 3
SQCS split (buffy c) 4
split [culture) 5
test only 3
buffy coat prep. 10
submitced 11
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3.23 Hospital Anxiety and Depression Scale - Snaith Irritability Scale (HADS-SIS)

Assessment date: I:I qgsditc

Language of paper form [— v] langpbf

(PBF): U.S. English 1
Brazilian Portuguese 2
Spanish (LA Morth) 4
Spanish (LA South) 5
‘Canadian French &
French 7
Czech 8
Danish 3
‘German 10
Spanish 11
Italianm 12
Dutch 12
Morwegian 14
Polish 15
Portuguese 16
Russian 17
Finnizh 12
Swedish 13

Anxiety subscore: anxscore

Depression subscore: depscare
Irritability subscore:

irrscore

Outward irritability
subscore:

outscore

inwscare

Inward irritability subscore:

 UoUn

1. | feel tense or ‘wound up () most of the time 3 hads1a
() alot of the time 2
() from time to time, occasionally 1

() notatall o
2.1 still enjoy the things | () definitely as much o hads1d
used to enjoy: () not quite so much 1

() only alittle 2
() hardly at all z

3. | get a sort of frightened () very definitely and quite badly z hads2a
feeling as if something () yes, but not too badly 2
awful is about to happen: () alittle, but it doesn”t worry me 1

() notatall o
4. | lose my temper and ) yes, definitely 3 sis?
shout or snap at others: () yes, sometimes 2

) no. not much 1
() mo, notatall o

5.1 can laugh and see the () as much as | always could o hads2d
funny side of things: () not quite so much now 1

() definitely not so much now =z

) notatall =z
6. | am patient with other () all of the time o sis2
people: () most of the time 1

() some of the time 2z
() hardly ever 3

7. | feel cheerful: ) never 3 hads3d
() not often 2
() sometimes 1
() most of the time o
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8. | get angry with myself () yes, definitely 2 sis3
and call myself names: () sometimes 2

) not often 1

() no, notatall o
9. | can sit at ease and feel () definitely o hads3a
relaxed: ) usually 1

() not often 2

() notatall =
10. | feel as if | am slowed () nearly all the time 3 hadsdd
down: () very often 2

() sometimes 1

) notatall o
11. | feel like harming () yes, definitely 2 sisd
myself: () yes, sometimes 2

) no, not much 1

() no, notatall o
12. Worrying thoughts go () a great deal of the time 2 hadsda
through my mind: () alot of the time 2

() not too often 1

) very little o
13. | have lost interestin my () definitely 2 hads5d
appearance: () I don't take as much care as | should 2

() | may not take quite as much care 1

() | take just as much care as ever o
14, The thought of hurting () sometimes 2 5is5
myself occurs to me: () not very often 2

() hardly ever 1

) notatall o
15. | feel restless as if | have () very much indeed = hadsSa
to be on the move: () quite a lot 2

() not very much 1

) notatall o
16. | look forward with () as much as | ever did o hads6d
enjoyment to things: () rather less than | used to 1

() definitely less than | used to 2

) hardly at all 2
17. I feel | might lose control () sometimes 2 siz6
and hit or hurt socmeone: () occasionally 2

) rarely 1

() never o
18. | get a sort of frightened () notatall o hads6a
feeling like 'butterflies’ in () occasionally 1
the stomach: () quite often 2

) very often 3
19. People upset me so that () yes, often 32 sis7
| feel like slamming doors or () yes, sometimes 2
banging about: () only occasionally 1

() notatall o
20. | get sudden feelings of () very often indeed 3 hads7a
panic: () quite often 2

() not very often 1

) notatall o
21.1can enjoy a good book () often o hads7d
or radio or television () sometimes 1
programme: () not often 2

() very seldom 2
22, Lately | have been () very much so 3 sisg
getting annoyed with () rather alot 2
myself: ) not much 1

) notatall o

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022



Enroll-HD Annotated CRF 45

HADS copynight © R.P. Snaith and A.S; Zigmond, 1083, 1992, 1004, Recora farm items anginaly publshed in A PsychiatricaScaninavica 67, 361-70, copyright © Munksgaard
Internatianal Pulilishers Ltd, Copenhagen, 1983, This edtion first publishad In 1994 by rderNelson Pubilishing Compary Lid. 414 Chiswick High Raad, Londan W4 5TF. GL Assassment
I3 part of the Granada Learming Growg, This form may nat be reproduced by 3y means without firss ZP from the publisher. Email : perr }
awessment.couk

Snaith Irreabdity Scale = public domain. Onginal Reference : Snath, RP. (19781 A dinical stale for the seff assessment of eritabiity. British journal of Psychiatry, 132, 164171,
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3.24 Columbia-Suicide Severity Rating Scale (C-SSRS) — Baseline

Assessment date: |:| gsdec
Rater code: I:l raterid
Suicidal Ideation - For Lifetime, rate the period when the participant felt the most suicidal.
1. Wish to be dead:
Have you wished you Oyes1 Onoo sid1
were dead or wished
you could go to sleep
and not wake up?
Please describe: sid1sc
Y
2. Non-Specific Active Suicidal Thoughts:
Have you actually had O yes 1 Ono o sid2
any thoughts of killing
yourself?
Please describe: sidZsc
A
Suicidal Ideation {continued)
3. Active Suicidal Ideation  Have you been Oyes 1 Onoo sid3
with Any Methods (not  thinking about
Plan) without Intentto  how you might do
Act: this?
Please describe: sid3sc
4
4. Active Suicidal Ideation ~ Have you had Cyes 1 (Onoo sidd
with Some Intent to Act,  these thoughts
without Specific Plan: and had some
intention of acting
on them?
Please describe: siddsc
A
5. Active Suicidal Ideation ~ Haveyoustarted (O yes 1 (Jno o sidS
wiith Specific Plan and to work out or
Intent: worked out the
details of how to
kill yourself? Do
you intend to
carry out this
plan?
Please describe: sidSsc
Y
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' Intensity of Ideation - Most Severe

Most Severe Type # (I-5): | — W | int1
Ideation: Wish to be dead 1
Maon-Specific Active Suicidal Thoughts 2
Active Suicidal Ideation with Any Metheods (net Plan) without Intent to Act 2
Active Suicidal Ideation with Some Intent to Act, without Specific Plan 4
Active Suicidal Ideation with Specific Plan and Intent 5
Description of | intlsc
Ideation: 4.
Frequency: How many times () Less than once a week 1 int2
have you had these () Once a week 2
thoughts? () 2-5 times in week 2
() Daily or almost daily 4
() Many times each day =
Duration: When you have the () Fleeting - few seconds or minutes 1 int3
thoughts, how long () Less than 1 hour/some of the time 2
do they last? () 1-4 hours/a lot of time 2
() 4-8 hours/most of day 2
() More than 2 hours/persistent or continuous s
Controllability: Could/can you stop () Easily able to control thoughts 1 intd
thinking about killing () Can control thoughts with little difficulty =
yourself or wanting () Can control thoughts with some difficulty =
to dieif youwantto? () Can control thoughts with a lot of difficulty 4
() Unable to control thoughts s
() Does not attempt to control thoughts o
Deterrents: Are there things - () Deterrents definitely stopped you 1 int5
anyone or anything () Deterrents probably stopped you 2
(e.g. family. religion, () Uncertain that deterrents stopped you =
pain of death)-that () Deterrents most likely did not stop you from attempting suicide 4
stopped you from () Deterrents definitely did not stop you s
wanting to die or () Does not apply: wish to die only o
acting on thoughts of
committing suicide?
Reasons for What sort of reasons () Completely to get attention, revenge or a reaction from others 1 int&
Ideation: did you have for () Mostly to get attention, revenge or a reaction from others. z
thinking about () Equally to get attention, revenge or a reaction from others z
wanting to die or () Mostly to end or stop the pain (you couldn't go on living with the pain or
killing yourself? how you were feeling). 2
() Completely to end or stop the pain (you couldn't go on living with the
pain or how you were feeling). s
() Does not apply o
| Suicidal Behavior
Actual Attempt:

Actual attempt: Oyes1 Onoo sbhl
Total # of I:l sbhin
attempts:

Please describe: sbhlsc
4

Has subject engagedin @ () yes 1 (O no o sbh2

Non-Suicidal Self-

Injurious Behavior?
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Interrupted Attempt:

Has there beenatime (O yes 1 (O no o shh3
when you started to do

something to end your

life but someone or

something stopped

you before you actually

did anything?
Total # of I:l sbh3n
interrupted:
Please describe: | shh3sc
4
Aborted Attempt:
Has there beenatime () yes 1 () no o sbhd

when you started to do
something to try to end
your life but you
stopped yourself
before you actually did
anything?

Total # of aborted: |:| sbhdn

Please describe: sbhdsc

Preparatory Acts or Behavior:

Have you taken any O yes 1 Onoo shhS
steps towards making

a suicide attempt or

preparing to kill

yourself (such as

collecting pills, getting

a gun, giving valuables

away or writing a

suicide note)?

Please describe: sbhSsc

Suicidal Behavior:

Suicidal behaviour was O yes1 (Onoo sbhé
present during the
assessment period?

ENROLL-DOC-2006-EN-1.12 Final 24-Jan-2022



Enroll-HD Annotated CRF 49

| Answer for Actual Attempts Only
Most recent attempt: Date: I:l attr pt

Actual |—-- w | attmptl1
Lethality/Medical Mo physical damage 0
Damage: Miner physical damage 1

Moderate physical damage 2
Moderately severe physical damage 3
Severe physical damage 4

Death 5

Potential | — v attmpt12

Lethality: not likely to result in injury O
likehy to result in injury 1
likehy to result in death 2

Most lethal attempt: Date: |:| artmpe2

Actual | — w attmpt2]
Lethality/Medical Mo physical damage 0
Damage: Minor physical damage 1

Moderate physical damage 2
Moderately severe physical damage 3
Sewere physical damage 4

Death 5

Potential — v attmpt22

Lethality: not likely to result in injury O
likehy to result in injury 1
likehy to result in death 2

Initial/First atternpt: Date: |:| attmpt3

Actual | — W attmpt31
Lethality/Medical  no physical damage 0
Damage: Minor physical damage 1

Moderate physical damage 2
Moderately severe physical damage 2
Sewere physical damage 4

Death 5

Potential — v attmpt32
Lethality: not likely to result in injury O

likely to result in injury 1

likehy to result in death 2

© 2008 The Research Foundation for Mental Hygiene, Inc.
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3.25 Columbia-Suicide Severity Rating Scale (C-SSRS) — Follow Up

50

Assessment date: |:|
Rater code: |:|

qgsdtc

raterid

Suicidal Ideation - Rate the period since last visit.

A Eeibetdeat:

Have you wished you Oyes1 Onoo
were dead or wished

you could go to sleep

and not wake up?

Please describe:

Y
2. Non-5pecific Active Suicidal Thoughts:
Have you actually had O yes1 Onoo
any thoughts of killing
yourself?
Please describe:
A

=id1

sid1sc

sid2

sid2sc

3. Active Suicidal Ideation  Have you been O yes 1 Onoo
thinking about
how you might do

this?
Pl d ibe:
ease describe: y

4. Active Suicidal Ideation  Have you had O yes 1 Ono o
with Some Intent to Act,  these thoughts
without Specific Plan: and had some

intention of acting

on them?

Please describe:

5. Active Suicidal Ideation  Have you started O yes 1 Ono o

with Specific Plan and to work out or

Intent --------------- worked out the
details of how to
kill yourself? Do
you intend to
carry out this

plan?

Please describe: | ﬁ'

sid3

sid3sc

sidd

siddsc

=sid5

sid5sc

Intensity of Ideation - Most Severe

Most Severe Type # (I-5): | — v | ine1
Ideation: Wish to be dead 1
Maon-Specific Active Suicidal Thoughts 2
Active Suicidal |deation with Any Methods (not Plan) without Intent to Act 3
Active Suicidal |deation with Some Intent to Act, without Specific Plan 4
Active Suicidal Ideation with Specific Plan and Intent 5
Description of | %| int1sc
Ideation:
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Frequency: How many times () Less than once a week 1 int2
have you had these () Once a week z
thoughts? () 2-5 timesin week 3

() Daily or almost daily 2
() Many times each day =

Duration: When you have the () Flesting - few seconds or minutes 1 int3
thoughts, how long () Less than 1 hour/some of the time 2
do they last? (O 1-4 hours/a lot of time 3

() 4-8 hours/most of day 2
() More than & hours/persistent or continuous 5

Controllability: Could/can you stop () Easily able to control thoughts 1 intd
thinking about killing () Can control thoughts with little difficulty 2
yourself or wanting () Can control thoughts with some difficulty =
todie if youwantte? () Can control thoughts with a lot of difficulty «
() Unable to control thoughts s
() Does not attempt to control thoughts o

Deterrents: Are there things - () Deterrents definitely stopped you 1 int5
anyone or anything () Deterrents probably stopped you 2
(e.g. family, religion, () Uncertain that deterrents stopped you 2
pain of death)-that () Deterrents most likely did not stop you from attempting suicide 4
stopped you from () Deterrents definitely did not stop you =

wanting to die or (O Does not apply: wish to die only o
acting on thoughts of

committing suicide?

Reasons for What sort of reasons () Completely to get attention, revenge or a reaction from others 1 int6
Ideation: did you have for () Mostly to get attention, revenge or a reaction from others. 2

thinking about () Equally to get attention, revenge or a reaction from others 3

wanting to die or () Mostly to end or stop the pain (you couldn't go on living with the pain or

killing yourself? how you were feeling). 4

() Completely to end or stop the pain (you couldn't go on living with the
pain or how you were feeling). s
() Does not apply o

' Suicidal Behavior

Actual Attempt:

Actual attempt: Cyes 1 Onoo sbhi
Total # of |:| sbhin
attempts:

Please describe: | shhlsc
A
Has subjectengagedin = (O yes 1 () no o sbhi

Mon-5Suicidal Self-
Injurious Behavior?

Interrupted Attempt:

Has there been a time Cyes 1 O noo shh3
when you started to do

something to end your

life but someone or

something stopped you

before you actually did

anything?
Total # of [ ] pr
interrupted:
Please describe: | y sbh3sc
¢
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Aborted Attempt:

Has there been a time O vyes1 Onoo sbhd
when you started to do

something to try to end

your life but you

stopped yourself before

you actually did

anything?

Total # of aborted: |:| sbhdn

Please describe: sbhdsc

Preparatory Acts or Behavior:

Have you taken any O yes 1 Onoo shhS
steps towards making a

suicide attempt or

preparing to kill

yourself (such as

collecting pills, getting a

gun, giving valuables

away or wWriting a

suicide note)?

Please describe: sbhSsc

Suicidal Behavior:

Suicidal behaviour was O yes 1 Onoo shhE
present during the

assessment period?

Completed Suicide:

Completed suicide was Oyes1 Onoo sbh7?

present during the
assessment period:

| Answer for Actual Attempts Only
Most lethal attempt: Date: I:l attmpe2

Actual | — v | attmpt21
Lethalitnyedical Mo physical damage 0
Damage: Minor physical damage 1

Moderate physical damage 2
Moderately severe physical damage 2
Severe physical damage 4

Death 5

Potential — v attmpt22
Lethality: not likely to result in injury O

likety to result ininjury 1

likely to result in death 2

© 2008 The Research Foundation for Mental Hygiene, Inc.
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3.26 Mini Mental State Examination (MMSE)

General

Assessment date:

Language of paper form
(PEF):

Rater code:

MMSE score:

[monvdryyyy |

v]

U.E Englizh 1
Spanish (L&) 2
Brazilian Portuguese 3
Canadian French &
French 7

Czech 8

Danizh 3

German 10
Spanish 11

Italian 12

Dutch 12
Morwegian 14
Polish 15
Portuguese 16
Russian 17

Finmish 18
Swedizh 15

L |
[ ]

53

qgsdtc

langpbf

raterid

mmsetotal

COrientation to time - What
is the ...

Orientation to place -

Registration:

Attention and calculation

incorrect correct

Year? (@) O
Season? O O
Month of the yearz O O
Day of the week? O O
Date? O O
State (province)?

County (or city/town)?

mmzel11

mmze012

mmzel13

mmselld

mmseld15

City/town (or part of city/neighborhood)?

Building (name or type)?

Floor of the building (room number or address)?

incorrect correct
word1: O ) mmse03
word2: O O mmzen3z
Word3: O O mmsen3z

incorrect  correct
[step1: O () mmsena
[step2: O O mmse0a2
[Step3: O O mmse0a2
[Step4l: O () mmseo44
[Steps: O O mmse0as

ENROLL-DOC-2006-EN-1.12

Final

Mini-Mental State Exam

incorrect  correct

@]
O
O
O
O

O
O

O
O
O

mmzal2]

mmsed22

mmsed23

mmsed2d

mmsed25
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Recall:

Maming - What is this?

Comprehension:

Figure:

incorrect correct

Word 1:

Word 2:

Word 3:

O
O
O

1 [Pencil or pen]:

Take in right hand:

O mm=e0s1
O mmse0d52
O mmse053

incorrect  correct

O O mmsel&

2 [Watch]: O O mmse0s2
Repetition: incorrect correct
No ifs, ands or buts: O O mmse07

incorrect correct

O O mmsela]

Fold in half: O () mmse0s2

Put on floor (or table: ) () mmszeDsz
Reading: incorrect correct

Close your eyes: O ) mmsens
Writing: incorrect  correct

Sentence;: () O mmse10
Drawing: incorrect correct

O

O mmse1

54

Reproduced by special permission of the Publisher, Psychologcal Assessment Resources, Inc, 16204 North Florida Avenue, Luz, Flonda 33549, from the Mini Menta State
Examination, by Marshal Folstain and Susan Folsten, Copyright 1975, 106& 2001 by Mini Mental LLC, Inc. Pubiished 2001 by Psychalogical Assessment Resources, Ing, Further

reproduction is prohibited without permission of PAR, Inc. The MMSE can be purchased from PAR, inc., by calling (81 3) 968-3003.
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3.27 Physiotherapy Outcome Measures (Physio)

Assessment date: gsdtc

Timed Up and Go Test

Timed "Up and Go" O yes 1 (O noo tug

performed:

Total time: I:I ser tugl

30 Second Chair Stand Test

30 second chair stand O yes 1 O no o sest

Number of times I:I scsel

the participant
stands in 30
seconds:

Timed "Up & Go™ Podsiadlo D, Richardson 5. The Timed "Up & Go": a test of basic functional mobility for frail elderly persons,

] Am Geriatr 5oc. 1991; 39(2):142-8.

In HD: Busse ME, Wiles CM, Rosser AE. Mobility and falls in people with Huntington's disease. | Neurol Neurosurg Psychatiry. 2009; 80(1): 88-90.
30 Second Chair Test: McCarthy EK, Horvat MA, Holtsberg PA, Wisenbaker JM. Repeated chair stands as a measure of lower limb strength

in sexagenarian women, | Gerontol A Biol 5ci Med Sci. 2004; 59(11): 1207-12

In HD: Khalil H, van Deursen R, Quinn L, et al. F18 Clinical measurement of sit to stand performance in people with Huntington's

disease: reliability and validity for 30 seconds chair sit to stand test, | Neurol Neurosurg Psychiatry 2010;81(5uppl 1):A28-A28
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3.28 Short Form Health Survey — 12v2 (SF12)

Assessment date: |:| gsdtc
Language of paper form [ — v] langpbf
(PBF): U.S. English 1

Erazilian Portuguese 3
Spanish (LA Morth) 4
Spanish (LA South) 5
Canadian French &
French 7

Czech 8

Danish 3

German 10

Spanish 11

ltalian 12

Dutch 13
Morwegian 14
Palish 15
Portugueze 16
Russian 17

Finnish 18

Swedish 13

Online scoring: SCoring
pending 0
succesded 1
failed 2
failed (2) 2
error 4
Physical Functioning (PF):  Role-Physical (RP): Bodily Pain (BP): General Health (GH):
Domain scores: P [ e [ Jee [ Je
Vitality (WT):  Social Functioning (SF): Role-Emotional (RE):  Mental Health (MH):
Domainscores: | | | E [ = [ Jmn
Physical Component (PCS):  Mental Component (PCS):
Summary scales: I:I pes I:l mes
ENROLL-DOC-2006-EN-1.12 Final 24-)Jan-2022
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| SF12 Health Survey :

) Excellent 1+ (O Verygood 2 () Good 3 () Fair a () Poor s

1. In general, would you say your health is:

2. The following questions are about activities you might do
during a typical day. Does your health now limit you in these
activities? If so, how much?

3. During the past week, how much of the time have you had any
of the following problems with your work or other regular daily
activities as a result of your physical health?

4, During the past week, how much of the time have you had any
of the following problems with your work or other regular daily
activities as a result of any emotional problems (such as feeling
depressed or anxious)?

ENROLL-DOC-2006-EN-1.12

a) Moderate activities, such as moving a table,
pushing a vacuum cleaner, bowling, or playing
golf:

b) Climbing several flights of stairs:

a) Accomplished less than you would like:

b) Were limited in the kind of work ar other

activities:

a) Accomplished less than you would like:

b) Did work or other activities less carefully than
usual:

Final

() Yes, limited a lot 1
() Yes, limited a little 2

() No, not limited at all 2

() Yes, limited a lot 1
() Yes, limited a little 2

() No, not limited at all 2

) all of the time 1

() Most of the time 2z
() Some of the time 3
() Alittle of the time 2
() None of the time =

() All of the time 1

() Most of the time 2
() Some of the time 3
) Alittle of the time 4
() None of the time s

) All of the time 1

() Most of the time 2z
() Some of the time 3
() Alittle of the time 4
() None of the time =

) all of the time 1

() Most of the time 2z
() Some of the time 3
() Alittle of the time 2
() None of the time =

<F12_1

sF12 2

sF12 3

sF12 4

=f12 5

<F12 6

12 T
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5. During the past week, how much did pain interfere with your
normal work (including both work outside the home and
housework)?

6. These questions are about how you feel and how things have
been with you during the past week. For each guestion, please
give the one answer that comes closest to the way you have
been feeling. How much of the time during the past week...:

7. During the past week, how much of the time has your physical
health or emotional problems interfered with your social
activities (like visiting with friends, relatives, etc.)?

() MNotatall 1 (O Alittle bit 2 () Moderately = () Quite a bit 1+ () Extremely s

a) Have you felt calm and peaceful? ) All of the time 1
() Most of the time 2
() Some of the time 3
() Alittle of the time 2
() None of the time =

b) Did you have a lot of energy? ) All of the time 1
() Most of the time 2
() some of the time 3
(O Alittle of the time 2
() None of the time s

€) Have you felt downhearted and depressed? ) All of the time 1
() Most of the time 2
() Some of the time =
() Alittle of the time 2
() None of the time =

() Allof the time 1 () Most of the time z () Some of the time = () Alittle of the time 2 () None of the time =

SF-12v2® Health Survey © 1394, 2002 Medical Outcomes Trust and QualityMetric Incorporated. All rights reserved. SF-12® is a registered trademark of Medical Outcomes Trust.

(SF-12v2® Health Survey Standard, United States (English))
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3.29 Caregivers Quality of Life Questionnaire (CareQol)

Assessment date:

tanguage of paper form (PBF):

[novasyy |

|— v
UL frglah 1

Spasiah (LA 2

Braztian Porupuese 3

Canadian French §

1D of caregiver

Does the caregiver have a
unique HD identifier (HDID)?

1, What is your year of birth?

2. What is your gender?
3. Country of residence;

ENROLL-DOC-2006-EN

Information About Yoursel

[ 1

QOyes 1 Omoo

st [ ]

[ |

O female + () male »

= 2

Andorra AD
Untad Arab Erirsces AL

Azetajan Al

Bosnia ana Hernegowra A
Rartadoy B8
Banglacesh 50
Beigrom £

Burking Faso UF

Buigare 55

Batrain B0

Burundi BI

flenn &)

Saint Barthalermy 0
Bermucda 8M

Brunsi Derussaiam 5%
Bolvaa. Pluringeional Steve Of 5O
Bonsrs Jint Bustacaas and Sese 00
Brani g

Bomamas 85

Bhutan &7

Bouvet ielana OV
Botawans 8%

Belarys BY

Ralzea”

Camace 4

Cotes (Kewbng) slamss O
Congo, The Democratic Repubiic Of The CD
Cecaral AMrican Repubic CF
Longe CG

Switzeriand Ch

Cote O'Wowe O

Took isange T,

Chite L

Camaroon CN

Ching ON

Colomsia O

Costa fica CF

Cuna U

Cope Varde OV

Curagac OW

Chratmas laland CX
Cypeus Cr

Trecn Raputic O

-1.12 Final
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Germany OF

Djeuts D)

Denmaek OV

Dominka DM
Dominkan Republc DO

Equatanat Gones 00
Greace GR

South Georgls and the Souch Sandwich Istands G
Quatwrals OF

Guem GU

Guines Bizseu GW

Guyana G

Haong Kang HK

Hadrd and MeDonald 1lanss =0
Honduras BN

Croeia MR

Haki it

Hungary HU

Indonesa 0

Irelang It

furasl

Isle of Man (M

India IN

Macedonia the former Yuposiav Regubiic Cf MK
Mab My
Myanmar MM
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education have you had?
5. Do you have a jotx

6. What {5 your marital
status:

Nius W0

New Zeddang NI

Cman OM

Panama 04

Pery PE

Franch Folynesia PF
Fapus New Guines 20
Shitppines PH

Pokistan 5%

Folang Pl

Smnt Plerre And Micueicn O
Fucarn 0N

Pueno Rico P

Falastinian Terraory, Sccupied 75
Fortugal #T

Palau PN

Faraguay 7Y

Qatar Q&

Réunion KE

Remanis RO

Serbia 85

Rxvan Fecwration i)
wanda 1N

Seusi Arabia SA

Solomran islands 3
Swycheflen 50

Sudam S0

Swesen 52

Singapare 55

Sant Helena Ascemscn snc Tratan Oa Cunne 05
Shevania S
Svomard Ang Jan Mayen 5
Slovaka Tk

Sierra Leane S0

Som Maring =0

Senega 59

Somsie 10

Sutiname 38

South Sugan =5

593 Tome ang Frincipe 57
&1 Selvadar IV

Shot Maseter (Dussh part) S
Syrian Arat Reputibic 5
Swariang 5T

Turks snc Cacos talands TC
Chaa 10

Toge TG

Thadans TH

Tupristan 1|

Toweuy <

East Timor TL
Turkmanazan TV
Tunisa TN

Tonga 70

Ear Timor T#

Turkey ™
Trinided and Tonaga 71
Tuwshy TV

Tawan. Proviece Of China TW
Tonzanie, Usitad Repubibc of 12
Ukrare Ut

Uganda UG

Uniwd Stater T
Uruguay Ur

Usberistan U2

Hoty See (Vasican Oy Szace) VA
Sant Vincent Anc Tme Grenecines VO
Ve e Bobariah B I VE
Virgin lslesay. Brisah VG
Virgin ilanas. US VI

Wies Mam V%

Vanueseu VU
Walis ang Futuna WF
Semoa Wi

Yemen 5

Mayorre VT

South Africa TA

Iamda TM

Zimbabwe IW

4. How many years of formal Eyeus

O yes, fullyme @ O yes. parttime + O no o

) single 1

O married »

O partnarship 2
() divorced «

O widowed =

O legally separated &

ENROLL-DOC-2006-EN-1.12 Final

61

24-Jan-2022



Enroll-HD Annotated CRF 62

7. How long have you known |:]years -
about Huntington's Disease
in the family of the affected
person(si?
8.Mowfong have youbeen [ |years p—r
caring for any Huntington's
Disease affacted personds)?
9. Aroyouthe maincarerfor O yes t O noo eRalt |
the HD affected person(sj?
10. The HO affected 7] sibling raaling_t
person(s) Is‘are my:
o ‘ "] spouse/partner TRoT
(] parent (PSS |
" child Teoiaa
7] other P
Please specify: | | cosln2a
11, Have you previously Oyest Onoo o3
cared for any other
person(s) with Huntingron's
Oriecase?
If 50, what Ishwas thair refationship to you?
The affected person Il saciiide
Iswas my: -
12. Do you have children Oyest Onoo ookt a
wiho are at risk/carrier
fsymptomatic?
12, How many persons five -y
n your household? D
14, Do you live in the same Oyest Onoo cqakl b
household as the HD
persan(sy?
0- 1 2 3 - L) 6 7 8 9 10-
dissatisfied satisfied
1. How satisfied are you with your physical health? O O O O G O O O O O Qs
2. How satisfled are you with your psychological health? ©) O OO O C 0O 0O O 0O QOeae
3, How satisfiad are you with what you have achieved in ife? O O O O O O O O 0O O Owmb
4, How satisfied are you with family relationships? O O O 0 O O O O O O O=u
5. How satisfied are you with your refationships with your friends? O C 0O 0 O O O O O 0O O==
6. How satisfied are you with feeling a part of your social (o) C 0O O O 0 O O O 0O O s
environment?
7. How satisfied are you with the medical treatment that your HD O O OO0 O O O O 0O O O
relative(s) receive(s)?
8, How satisfied are you with the way other people behave towards () C O 0 O 0 O O 0O O Oeea
the HD person?
9, How satisfied are you with the professional support you recaive? L) O O O O 0 O O O O O mes
0- 1 2 3 4 5 6 7 a e 10.
never aways
1. | feel a sensa of loss: O O O O 0 0O O 0 O O O wne
2. | feel a sense of grieving: O O O O O O O O O O O wm
3, H feed happy: O O O O O 0 O O 0O O O we
4.1 feed a sense of angulsh: o) O O O O 0O O 0O 0O 0O O ws
5, 1 feed full of fear; (o) O O 0O O 0 O O 0O O O cwea
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6.1feel safe:

7.1 feel guilty:

8.1 fee! financlally disadvantaged:

9.1 feel isolated:

10. | feel there ts hope for the future:

11, | el exhausted:

12,1 feel supported:

13, | feel depressed:

14,1 foul sad:

15, | feel strassed;

15, | feel worried about the genetic conseguences of Huntington's Disease:
17. | foal that my own needs are iImportant to othars:

18.1 fool fonaly:

19, | feel that Huntington’s Disease brought something positive to my |ife:
20. 1 feal comforted by my beliefs (relipous, philosophical or spiritual
21, | foal that | can cope:

22, | feed that Huntington's Disease has made me 2 Stronger person:
23, | feel that | have had a duty of care forced on me:

24, | fool e | don't know who | am anymons:

25.1 feol that my role as a carer |s rewarding:

26, | feel rastricted by a regimented daily routine:

27,1 fenl restricted by having to provide continuous care:

28. | feel resentful:

29, | feel embarrassed by the behaviour of my HD relative(sk

30, | feet ashamed of the behaviour of my HO relatwe(s):

31, 1 feol frustrated by the misconceptions of others towards my HD
refative(s)

32. | feel threatend:
33, | feel frustratad by the discrimination of others toward my HD:

34, | feel restricted by the need to maintain secrecy about Huntington's
Disease In the family:

35, | feel § have enough time for myself:

36, 1 foel | get enough sleep:

37.1 feel | hive somebody to turn to for assistance if | am oveewheimed:
38, | feel satisfied with my overall quality of Iife:

OO0 00000000000 0000000000000

O O O

O OO0 O

C 000000000000 O0CO00O00O0O0O0O0O0O0O0O0
00 00000000000 0C0O00CO00O0O0C0C0CO0C0C 0
OO0 000000000000 0O0O0O0O00O00O00C0O0O0

0O O

O 00 0

o000 OO0O0

o OO0 O

O 0 O
O 0O O

OO0 O0O0000O0CO0O0O0O00O00O00O0O0O0O0CO0OO0COOO
C0O0OO0CO0OO00OO0DO0O0CO0O0CO000O0O0O0CO0O0O0O0 OO0 O0O0C O
CO0O 00000000000 O0O000O0CO0O0O0O0CO0 00 0

000 00000 0CO0OCOO00O00O00000000COO0CO0O0 0

O 000

63

O cgons
O zaane
O mant?
O oot
O wons
QO =m0
Q. tootzt
QO w2
O a2y
O iguita
O wotzs
O sanizs
O camizy
O cgous
QO taou29
O matt
O a1
O coouz
O tmatt
O ‘tantia
QO mess
O wmois
O gz
Q raats8

O a9

C 0O 0000 0000000000000 0O0 00 O0C0C O
OO0 0000 0000000 O0DO0ODCO0OO0O0OO0O0OO0O0ODO0OO0O0 0

O:nnlo

O
(0]
O
O

QO a1

O a2

O
O
O
O

0]
O
O
O

O coou3

O rmonita
O canus

O 1aaus

O OO0 0
O OO0 O
O 00 O
0O OO0 O
O OO O

Q cgou?

1. 15 thera anything eise Oyest Omo

caonT

related to your caring role

that you feel hasn't been

covered in this

questionnaire?
Could you please
dascribe what it Is?

| 2ol Ta
2

2. As 3 carer of someone Oyest Omoe
with HD, Is thera anything
that affects you most?

cqokle

] -

cqniile
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3 Canyou think of anything O yes + (O no o ek s
that would mast improve
your quality of ife as 3
carer?
Could you please caciiide
describe what it i1s7 4
4. Haveyoutakenany (Oyes 1 Onoo cRoin
action to achieve this?
What action have cosliztn
you taken? y
The European ¢ s Quality of Life Working Group carer g naire [2006). Aubeshuck & The European Huntington's disease Quality of Life Working Group,

modified fram Aubn:&k {2005). @ Aubeeiuck & Buchanan 2005. For enquiries. please contact permissions@euro-hd.net
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3.30 Client Service Receipt Inventory (CSRI)

Assessment date:

[monvddryyyy |

65

qsdec

Meurolegy outpatient

Other hospital
outpatient visit:

Ambulatory or same day

Mursing or residential
home:

Inpatient hospital stay:

Use in the last 6
months because of
your HD:

Use in the last &
months for other
reasons:

O yes 1 Onoo

Use in the last 6
months because of
your HD:

Use in the last 6
months for other
reasons:

O yes 1 Onoo

Use in the last 6
months because of
your HD:

Use in the last 6
months for other
reasons:

O yes 1 Onoo

Use in the last 6
months because of
your HD:

Use in the last 6
months for other
reasons:

O yes 1 Onoo

Use in the last &
months because of
your HD:

Use in the last 6
months for other
reasons:

ENROLL-DOC-2006-EN-1.12

. Hospital and Residential Services in the last 6 months

O yes 1 Onoo

|:| visits

l:l visits

e

e

oo

[ oo

Final

csril

csrila

csrilb

csriZ

csriZa

csrizb

csri3

csrida

csri3b

cerid

csrida

csridb

ceris

csrisa

csrish
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Inpatient hospital stay -
intensive care unit (ICUJ):

Hospital emergency
room visits:

Other inpatient hospital
stay:

Oyes1 Onoo

Use in the last 6
months because of
your HD:

Use in the last 6
months for other
reasons:

O yes1 O noao

Use in the last 6
months because of
your HD:

Use in the last 6
months for other
reasons:

O yes 1 O noao

Use in the last 6
months because of
your HD:

Useinthe last 6
months for other
reasons:

[ Jeor

[ Joars

e

66

csrib

csrica

csriGh

csrbl

csricla

csriglb

csh7

csriva

csri7h

General practitioner (GP) or
internist/family doctor:

Physical Therapist (PT):

Psychiatrist:

O yes 1 Onoo

Useinthe last 6

months because

of your HD:

Useinthe last 6

months for other

reasons:

Oyes1 Onoo

Useinthe last 6

months because

of your HD:

Useinthe last 6

months for other

reasons:

Oyes1 Onoo

Use in the last 6

months because

of your HD:

Use in the last 6

I:l contacts

I:l contacts

months for other

reasons:

ENROLL-DOC-2006-EN-1.12
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csrig

csrida

csriBh

cerigd

csrida

csri%h

csrll

csril0a

csril0b
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Psychologist/psychotherapist:

Counsellor:

Family therapist/marriage
guidance:

Dietician/nutritionist:

Clinical geneticist:

Social worker:

ENROLL-DOC-2006-EN-1.12

Oyes1 (Onoo

Useinthe last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

Oyes1 Onoo

Useinthe last 6
months because
of your HD:

Use in the last 6
months for other
reasons:

Oyes1 Onoo

Use in the last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

O yes 1 Onoo

Useinthe last 6
months because
of your HD:

Use in the last 6
months for other
reasons:

O yes 1 Onoo

Useinthe last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

O yes 1 Onoo

Use in the last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

|:| contacts

|:| contacts

Final
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csrill

csrilla

csrillb

csril2

csril2a

csrilZb

csrl3

csril3a

csril3b

csrild

csrilda

csrildb

csrls

csrilGa

csrilSh

csrile

csrilea

csriléh
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Social worker:

Practice nurse (nurse
practitioner or physician
assistant):

Home healthcare nurse:

Speech therapist:

Home help/home care
worker:

Acupuncturist:

ENROLL-DOC-2006-EN-1.12

O yes 1 Onoo

Useinthe last 6
months because
of your HD:

Use in the last &
months for other
reasons:

O yes 1 Onoo

Useinthe last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

Oyes 1 Onoo

Use in the last 6
months because
of your HD:

Use in the last 6
months for other
reasons:

O yes 1 Onoo

Useinthe last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

Oyes1 (Onoo

Useinthe last 6
months because
of your HD:

Use in the last 6
months for other
reasons:

Oyes 1 Onoo

Useinthe last 6
months because
of your HD:

Useinthe last 6
months for other
reasons:

Final
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csrle

csrilGa

csril6h

csrly

csril 7a

csril7h

cerild

csril8a

csril8b

csrld

csril9a

csrilSh

csri2d

csri20a

csri20b

ceri2l

csri2la

csri21b
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Homeopath:

Herbalist:

Aromatherapy:

Reflexologist:

Other service:

Owyes1 Onoo

Use inthe last &
months because
of your HD:

Use inthe last &
months for other
reasons:

COyes1 Onoo

Use inthe last &
months because
of your HD:

Use inthe last &
months for other
reasons:

COyes1 Onoo

Use inthe last &
months because
of your HD:

Use inthe last &
months for other
reasons:

O yes 1 Onoo

Use inthe last &
months because
of your HD:

Use in the last &
months for other
reasons:

O yes1 Onoo

I:l contacts

I:l contacts

69

csri22

csriz2a

csriZ2h

csri23

csri23a

csriZ3b

csri2d

csrizda

csriZdn

csri2s

csriz5a

csri2Sh

csriZé

- Investigations / Diagnostic Tests in the last 6 months

Genetic test:

Magnetic Resonance
Image (MRI):

O yes 1 O noo

No. in the last 6
months:

Why did you have
this
test/investigation?

Oyes1 Onoo

No. in the last 6
months:

Why did you have
this
test/investigation?

ENROLL-DOC-2006-EN-1.12
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csri27

csri27a

csri27sc

csri2d

csri28a

csri2B@sc
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CT/CAT scan: O yes1 (Onoo csrizg
No. in the last 6 |:| csri2ga
months:

Why did you have | esriZ8sc
this

test/investigation?

Electroencephalogram () yes 1 () no o csri30
(EEG):

No. in the last 6 |:| csri30a

months:

Why did you have | csri3lsc
this
test/investigation?

Blood test: O yes1 (Onoo ceriz
Mo. in the last 6 |:| csridla
months:

Why did you have | | esridlsc
this

test/investigation?

Personal care (e.g. O yes 1 (O no o ceriaz
bathing. dressing):

Average no. of I:l hours csri3Za
hours per week:

Any other | csri3Zsc
information?

Help inside the O yes 1 O no o csria3
home (e.g. cooking,
cleaning):

Average no. of I:l hours csridda

hours per week:

Any other | csriddsc
information?

Help outside the O yes 1 (O no o cerizd
home (e.g.
shopping):

Average no. of I:l hours csridda

hours per week:

Any other | csriddsc
information?

Other: Cyes 1 O noo csri35

Average no. of I:l hours csridsa
hours per week:

Any other | csridGsc
information?
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Stairlift: O yes1 Onoo cerizs
Wasthisinthelast (O yes 1 (O no csrizga
& months?

Handrails: O yes 1 Onoo csria?
Was thisinthe last () yes 1 () no csri37a
6 months?

Ramps: O yes 1 Onoo cerisg
Wwas thisinthelast () yes 1 () no csri3ga
& months?

Shower/bath relocation: (0 yes 1 (0 no ¢ crizg
Wasthisinthelast (O yes 1 (O no csrizga
& months?

Toilet relocation: Oyes 1 Onoo crid0d
Was thisinthe last () yes 1 () no csrid0a
6 months?

Redesign kitchen: O yes 1 Onoo cerial
Wwas thisinthelast () yes 1 () no csridla
& months?

Chair raises/special O yes1 Onoo csriaz

chair:
Was thisinthe last () yes 1 () no csrid2a
6 months?

Bed moved downstairs: Oyes1 Onoo csrid3d
wasthisinthelast () yes 1 () no csridZa
& months?

Hospital bed: O yes 1 Onoo csrids
Wasthisinthelast (O yes 1 (O neo czridda
& months?

Other: Oyes1 Onoo csrids
Was thisinthe last () yes 1 () no csridSa
6 months?
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Wheelchair:

Crutches/sticks:

Zimmer frame:

Commode:

Bath board:

Pressure relieving
cushions/mattress:

Adapted eating utensils:

Other:

O yes 1 QOnoo

Did you receive it
inthe last&
menths?

O yes 1 O noo

Did you receive it
inthe last 6
months?

Cyes1 O noo

Did you receive it
inthe last 6
months?

Cyes 1 O noo

Did you receive it
inthe last 6
months?

O yes 1 O noo

Did you receive it
inthe last&
menths?

O yes 1 O noo

Did you receive it
inthe last 6
months?

Cyes 1 O noo

Did you receive it
inthe last&
menths?

O yes 1 O noo

Did you receive it
inthe last&
months?

O yes

O yes

O yes

O yes

O yes

O yes

O yes

O yes

O no

O no

) no

) no

O no

) no

csridf

csridba

csrid7

csrid7a

csridd

csridBa

csridd

csridda

csrisl

csrisla

csrisl

csrisla

csri52

csrisla

csris3

csris3a

Beecham, J. and Knapp, M. (2001} Costing psychiatric interventions. In: Measuring Mental Health Needs, 2nd edition (ed. G. Thornicroft)
London: Gaskell, adapted for use in HD by The University of Ulm, Faculty of Medicine, EHDN Health Econemics Working Group.
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3.31 Work Productivity and Activity Impairment-Specific Health Problem (WPAI-SH)

Assessment date:

Language of paper form
(PEF):

Scores:

[monsaaryyyy |
= -]

U.5. English 1
Spanish [LA) 2
Brazilian Portuguesze 3
Canadian French &
Fremch 7

Czech 8

Danish &

German 10
Spanish 11

ltalian 12

Dutch 13
Morwegian 14
Pelish 15
Portuguese 16
Russian 17

Finnizh 18
Swedizh 15

Work time missed l:l %

due to HD:

Impairment while I:l %

working due to HD:

Overall work I:l %

impairment due to
HD:

Activity impairment l:l L]
due to HD:

qgsdtc

langpbf

wpaiscr]

wpaiscrd

wpaiscrl

wpaiscrd

1. Are you currently
employed (working for
pay)?

O1=yes 1 () 0=no o

The next questions are about the past seven days. not including today.

2. During the past I:l hours
seven days, how

many hours did
you miss from
work because of
problems
associated with
Huntington's
disease?

3. During the past |:| hours
seven days, how

many hours did
you miss from
work because of
any other reason,
such as vacation,
holidays, time off
to participate in
this study?

4, During the past |:| hours
seven days, how

many hours did
you actually work?

ENROLL-DOC-2006-EN-1.12 Final
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6. During the past seven
days, how much did
Huntington's disease
affect your ability to do
your regular daily
activities, other than
work at a job?

5. During the past
seven days, how
much did
Huntington's
disease affect your
productivity while
you were working?

() 0=HD had no effect on my daily activities o

01-
Q2= 2
3=z
O 4= 4
QO5=—¢s
O 6=&
O7=7
) 8= =
9= =
Q1

() 0 =HD had no effect on my work o

O1=1
O2= =2

=
nono
T

00000000

0= HD completely prevented me from working 10

0= HD completely prevented me from doing my daily activities 1o

74

wpails

wpails

Redlly MC. Zbrozek AS, Dukes EM. The validity and reproducibiity of a work productivity and activity impairment mstrument. PharmacoEconomics 1593: 45535305,
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3.32 Follow-up on Missed Visit (Missed Visit)

I Documentation of Missed Follow-Up

Date info obtained: I:I mvdtc

Source of information: () 1 = participant 1 mvsrc
() 2 = spouse/partner 2
() 3 = next of kin (family or friends) 3
() 4 = physician 2
() 5=nurse 5
() 6 = other (e.g. hearsay, obituary in newspaper, death certificate) &

Reason for missed () 0 = participant involved in a clinical trial, for which the suspension of Enroll-HD mvrsn
follow-up visit: wisits is requested o

() 1 = participant alive, unable to attend FUP, open to future FUPs 4

() 2 = participant alive, objects to further FUP visits, open to further phone contacts =z

() 3 = participant alive, objects to further FUP visits and to further phone contacts =

() 4 = participant alive, lost to FUP 4

() 5 = participant dead s

() 6 = status unclear &

If participant is alive:

Level of care () 0 =The participant does not require any help for basic activities crivi
required: of daily living {un/dressing, washing/bathing, getting up/going to
bed). o

() 1 =The participant requires some help to manage basic activities
of daily living (typically < 4h support per day), but no full-time
supervision. 1

() 2 = The participant requires extensive help to manage basic
activities of daily living (typically = 4h support per day), and full-
time supervision with additional help as required. 2

Date since full- I:I dpdtc

time
dependency:
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4 Monitoring Report Forms

4.1 Monitoring Baseline Visit (Monitoring BL)

. Monitoring Form

Monitoring visit date:

Proof of participant’'s
existence found on-site:

Proof of participant’s
visit found on-site:

HDID accurate:

General comments
about the findings:

Form:

[monvddryyyy |

O yes1 Onoo

O yes 1 (Onoo

O yes1 (Onoo

Please provide the |

correct HDID here:

State:

Comment:

morn

Enrollment 1
Variable 3
MHx &
Samples 11
Mator 12
TFC 13
Function 14
Cognitive 15
MMSE 16
Physia 17
PBA-= 18
CSRI13
CareQol 20
SF12 21
HADS-515 22
C-55RS 23
WPAI-SHP 24

Flag biosample:

Flag data:

—

accurate 1
not accurate 2

O

mfomt

76

mvdtc

mvproof

v proofs

mvhdid

mvhdidc

mvCmt

mvsample

mvdata
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4.2 Monitoring Follow Up Visit (Monitoring FUP)

- Monitoring Form

Monitoring visit date: I:I mvdtc
Proof of participant's O yes1 O noo mvproofy
visit found on-site:

HDID accurate: O yes1 O noo mvhdid
Please provide the | | mvhdidc
correct HDID here:

General comments mvEmE

about the findings: Y

Form: State: Comment:

Variable 3 accurate 1 4

Samples 11 not accurate 2

Motor 12

TFC 13

Function 14

Copnitive 15

MMSE 16

Physic 17

PBA-s 18

CSRI 13

CareQol 20

SF12 21

HADS-5I5 22

C-55RS 23

WRAI-SHP 24

Flag biosample: O mysample
Flag data: O mvdata
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4.3 Monitoring General Visit (Monitoring Gen)

Participant: Version No. Dated: Informed consent: ICF:
ICF: I:I icfversion icfdte [ -— v |mvie  [— v | mviet
accurate 1 incorrect 1
not accurate 2 incamplate 2
missing 2 optional components incorrect 3
Has ICF been mvica
checked and is  yes1
it accurate: na o
Caregiver: Version No. Dated: Informed consent: ID: Substudy:
ICF: I:I icfcversion icfedte | --— w | icfestate I:I icfid  [] icfesub
accurate 1
mot accurate 2
missing 2
Comment: mvic2

/

Monitoring visit date:

the findings:

Form:

General comments about

[monvaryyyy |

Monitoring Form

)

State:

Comment:

~ | mwform

~ | myfstate ‘

Demog 2
HDCC4

CAGES
Comorbid 7
PharmacoTx 2
NonPharmacoTx 9
MNutSuppl 10
Clinical Trials 23
Event 26
Mortality 25
End 27

Flag data:

mvfemt

4

accurate 1
mot accurate 2

mvdic

mvcmt
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4.4 Monitoring General Family History (Monitoring FHx)

Monitoring Form
Monitoring visit date: |:| T

General comments mvemt
about the findings:

.
Family member: State: Comment:
[ s [l | -
accurate 1 %
not accurate 2
Flag data: O mvdata
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5 Monitoring Event Forms

5.1 Monitoring Event Form (Monitoring Event)

Monitoring Event

Pl name:
Date reported:

Type:

| | me_pi

PV 1 issue 2 me_type
@] @]

Issues:

| —— w | me_issues

Biosamples b=

Study Procedures =p

ICFicf

IT issues it

HDID print out page issues (missing/illegiblefincorract) hdid
Source documents missing sdm

MTF missing ntf

Other 38
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Protocol Vielations

Category:

ENROLL-DOC-2006-EN-1.12

v)

Informed congent farm - particisant os_picf
torm -

Satesy ov_ate

Dats Frotection pu_os

ndusisnEstlusian 2o _w

Sxsamples pe g

Teher pv_pth

Please specfy:
PV informed consent form - participant:

wghver oy oict

I ]

oviw

o

v] pe_pit

form wter daza 1
HIPAA form misting o nat sgnes I
by {or mitsing ignature) ICF by site 3
ectly dated o by = . toreec: dete |
Legal prmed name on €F &
WEssing consent farm

Missing tore study SomMOOnents Box 7
Masing cptanal componsnt checkbos - Fie &

\teung cR - s

WaTing op! 5 dies 10

MES3ing opUEnsl COMPONENT Chckbax - Linking cirviesl itfo 11

Maung . Cantact wists 2

AMgring CRODNAL COMPONENT CHeckbOE - CHMAT SCher resasrsn 13

Misging op «Contact Tem tssue 12

Miauing pages of ICF 15

¥o copy of ICF pven 1o particisant 16

Locwl ICF procedurss not sdhered 1o (s g tme misringd 19
Oniy photocopy of ICF onsite '3
Sections of ICF cossed st 20
Sigrature for pacticipant missing 21

Snw falled 1o sign/ayte corraction & ICF 22

Sita spacific infG mizsing from congent faem I3

Wheeout used 14

‘Wreng persan consented 11

Wrong npe of tzneent use 25

‘Wrong version of consent used 17

Mhgsing of incomplete prreed name Dy site sarsenasl 13

Muasing or incomplene printec nams ky 2 andns 13 onsite 10 condem ICF Selungs 5o s partcipam 18
\haxing or Incompiece privted name iy RITECIRANE WS IURERETINg HOCUMANIATION Precent cneite $o canfirm 17 Delnngt to this partciasse 50U
ncorrectly dated o by WiEh no TURpOTng of date of consenc 31

Logal Repr missing or cate em ICF3L

Lugal Repressmutive ngnasure masng (only # Legsl fleoressmetve i3 reguesd) 12

Lagal maning ® O Geer 24

Viazing stacement from independent wianess (0nty It winess is regqured) 35
Misuing muitipls oprions! component chack baves « ingl. Sicsamples 36
Miasing multiple optisnal campanent check bexes - szl Bicsarsples 17

nr ga! Tep failed o migrvd % ICF 0
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Litm ma® compiwted checkbores on behad of perticizant 19

Fapprogriste uie of legal reprw par ™ o0 Thair oW Dehal 40
Participant/egal cate 0 date on site IEnatuce line 40

Wrang veesion of HIPAA uses 40

Other ik

Please specify; ( | ov_pkt_om

W Informed consent form - caregvers | — v| _cket
Incorrectty detes/igned (or mEneg " | 0CF by vitw ]
g O Incor By caregiver bt | . correct data d
Miszing consent %orm out QoL completea &
Misseng ootional componant chachies - Sub-studies 10
Signature for caregiver mmeng I
Wrong penan consented 5
Wrong o of consent wsed 25
Wrong versan of Lonsnt used (Using & NOL Currant versien) X7
Mizmg core nugy bax - haven't me - CITE
Incorrectly dasec'signed (or missing Jete/vgnasure) IKF by carsgreer 7%
Princes name Of Cvegver Missing of incnl #°3 NG SUDDOYTRG 3 onsite to confirm ICF Belangs o this careghver 30
Printac name of carmgiver missing of it < Present onute 1o confitm ICF Belongs to this caregivee 31
Photacopy cnly onste 12
Whitsous used 13
58 1peCiC Info mssing om consent forme 34
Ska fabed 5 ug/dans correction to ICF 35
Sectons of ICF cromsed cut 56
HIPAA torm missing or noe signed 37
Se 36aff completed chacktones 0n Denalt of caregiver 58
Caregaer date diferunt to Sete On 128 persennal Signature lineg 33

Wrong verzee of WEAA uted 40

Ohar 52

Please specify: | ] Po_cKt oo
PV Safety: [ v| pv_zate

Na CISRS completed wih present suads! ideation I3

No Reportadde Event Nled isudbmicted within 48 &vg 25

MO Serious Adverse Evant foem fited In/sutmited withim 26ns 30
Lumbar punczurs when safety Siced out of range without wewer 21

Otnar 58
Please specify: L l frv_sate_om
PV Data Protection; {— v| o dn

HOD crestion dorm not stares securely 55
Vulnarassie data stored incorrecty (electronic) 171
Vulnerastie Cata stored incorrectly (saped 32
Specfic particisant's study data shared outsige of Kbty Lte Dessonnel 52
mefying wio TDecth: to cre shared putsids of study Lte perzonned 34
Other 10

Please specify: [ I S _om
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PV Inclusion/exclusion; |— v P
Craecis not met for snrsliment 13
Oorec 28
Please specify; | | v_e_om
PV Blosamples: [ = v| om0
Pacticinans crzse “na® for ang t
L3 volime owt of range (>25mig) 2
Sampies nOC SToced IN SCCOTTANTE WITH DrosoCos and unusabie 3
Bibog valume sut of range 4
Othvar il
Please spacify: | | v o om
All data to be quarantined; Oyes s Onoao Pan
Biosamples affected: Oyess Onan A
Sample quarantine request submitted: Oyest _3g
Onoo
() no samples avallatée =
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Monitoring Event

Description: J me_desc
4

Action taken/to be taken: me_act
A

Mote to file available: Oyes1 Onoo On/az me_ntf

Status: () open 1 () resolved 2 me_stat

Resolution date: me_rdtc

Resolution notes: me_rnote

Y
Sample quarantine release: Owyes 1 Onoo grel
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