Annotated Case Report Form (CRF) for
Enroll-HD Periodic Dataset

Version 2016-10-R1

Enroll-HD

A worldwide observational study for Huntington’s disease families

A CHDI Foundation Project



Table of Contents

10

11

12

13

14

15

16

17

18

19

20

21

22

23

Purpose of this Document

Forms and Data Files

Form “Enrollment”

Form “Demographics (Demog)”

Form “Medical History (MHx)”

Form “HD Clinical Characteristics (HD CC)”

Form “Pharmacotherapy (PharmacoTx)”

Form “Nutritional Supplements (NutSuppl)”

Form “Non-Pharmacologic Therapies (NonPharmaTx)”

Form “Comorbid Conditions (Comorbid)”

Form “Reportable Event Monitoring (Event)”

Form “Mortality”

Form “Variable Items - Baseline Visit (Variable BL)”

Form “Variable Items - Follow-Up Visit (Variable FUP)”

Form “UHDRS Motor/Diagnostic Confidence (Motor)”

Form “UHDRS Total Funtional Capacity (TFC)”

Form “UHDRS Functional Assessment/Independence Scale (Function)”
Form “Problem Behaviours Assessment Short (PBA-s)”

Form “Core and Extended Cognitive Assessment (Cognitive)”
Form “Premature End of Study (End)”

Form “Hospital Anxiety and Depression Scale/Snaith Irritability Scale (HADS-SIS)“
Form “Mini Mental State Examination (MMSE) (US)”

Form “Physiotherapy Outcomes Measures (Physio)”

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1

11
14
15
16
17
18
19
20
24
29
35
36
37
44
47
48
49
50

2/60



24 Form “Short Form Health Survey — 12v2 (SF-12)" 51

25 Form “Work Productivity and Activity Impairment-Specific Health Problem Questionnaire

(WPAI-SHP)“ 52
26 Form “CSSRS BL” 53
27 Form “CSSRS FUP” 56
28 Form “Missed Visit” 59
Revision History 60
Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset 3/60

Version 2016-10-R1



1 Purpose of this Document

The purpose of this document is to provide an annotated view of the Enroll-HD’s eCRF (electronic
Case Report Form). It shows the source of the variable names provided in the Enroll-HD periodic
dataset, which is available to the HD research community at large. The periodic dataset represents a
data extract of the Enroll-HD Electronic Data Capture (EDC) database at a defined point in time.
Information that could potentially identify a participant has been removed or de-identified within this
dataset. When available, CDISC SDMT naming conventions were used.

The annotated view shows all forms, variables, and variable names used within the periodic dataset.
Forms and variables that are not provided in the dataset are not shown in the annotated forms.
Variables that have been transformed for de-identification reasons are shown in the transformed

manner in the annotated view.

The variables and data files of the dataset are described in detail within the data dictionary for the
Enroll-HD plus periodic dataset.
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http://www.enroll-hd.org/for-researchers/technical-support/

2 Forms and Data Files

Forms are CRF entry screens that are displayed to data entry personnel and show how data is entered in the eCRF. Data files are sets of variables
that define how the data are represented. The following table defines how forms and data files are related.

Form / Data File

Profile

Partici-
pation

Pharmaco
Tx

NutSuppl

NonPhar-
macoTx

Comorbid

Event

Enroll

Enrollment
Demog
MHx

HD cC

PharmacoTx

NutSuppl
NonPharmacoTx
Comorbid
Mortality
Variable BL
Variable FUP
Motor

TFC

Function

v

RN NN
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The data files “Profile” and “Participation” are not displayed on an entry form but consist of variables of various forms. It contains key

Form / Data File

Profile

Partici-
pation

Pharmaco
Tx

NutSuppl

NonPhar-
macoTx

Comorbid

Event

Enroll

PBA-s BL
Cognitive
HADS-SIS
MMSE
Physio
SF12
WPAI-SHP
CSSRS BL
CSSRS FUP
Event
End

Missed Visit

<

AN N NN N U NN

v

information like subject, study and region identifers and some visit-independent subject information, e.g. the subject’s latest HD classification.

Please refer to the data dictionary for detailed information.

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset

Version 2016-10-R1

6/60


http://www.enroll-hd.org/for-researchers/technical-support/

EnrollHD.
3 Form “Enrollment”

Day of informed consent: I:I

[vartems13] . " w
:"_r_"%""_""""__"""""__"___"___“_“—“"“"“"_“"“""_"""_""""""_""""_ Variable “hdcat
, Participant category: (") genotype unknown 1

i
1
i
i
[
i
L

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

() manife
© genotype nega Coded value “2” of :
variable , hdcat”, item

“pre-manifest [..]”

Label of the
(7) family control s

variable “hdcat”

(] fhx

= | =
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4 Form “Demographics (Demog)”

Demographics (invariable)

+ Age at enrollment:

]

age !
i@?_rl':J‘?f:_ Cifemale F O male m zax
1 R j
| Ethnicity (O Caucasian 1 e
() Armerican - Black =
(O Hispano or Latino Origin =
) american IndianMative American/amerindian &
() Asian 1&
() mixed 1=
Ciather &
O] e
| Handecness: Oright 1 R
O leftz
) mixed 2
i\'._'::.':::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::L?:
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5 Form “Medical History (MHx)”

" Past Medical History

Enroll-

i Has the participant had alcohal

Has the participant ewver
smoked?

Has the participant ever abused
drugs?

Yes 1l noo
¥es 1 noo
Packyears:
¥es 1l noo

Drug use for non-medical reasons? [224] 284 1

[ ]

Abuse Frequency
Marijuana - T |hxmar | -—-- r |hxmarFrq
yes 1 seldam 1
no 0 occasionally 2
frequernthy =
Herain -——— r |h:(her | -——= T | hicherfrg
ves 1 seldam 1
=1l occasionally 2
Frequently =
Cocaine -——— ¥ |hxccu: | -——- ¥ | hucocfrg
ves 1 seldarn 1
na occasionally 2
freguarthy =
Club drugs (Ecstacy, GHB, Roofies) | -——= ¥ |hxc|b | - ¥ | huclbfrg
yes 1 seldam 1
no 0 occasionally 2
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Amphetamines - ¥ |hxamp |———— ¥ | hwampfrg

E wes 1 seldomn 1

i no i occasionally

| frequenthy 2

Ritalin — |hxrit | -—- ¥ | huritirg
| wes 1 seldomn 1

E ra 0 occazionally 2

i frequently 2

] Hallucinogens -—— |hxhal | -—- ¥ | hxhalfrg
i wes 1 seldom 1

| ra 0 occazionally 2

E frequently 3

Inhalants -— |hxinh | -—- ¥ | hwinhfg
E wes 1 seldom 1

i no 0 occasionally 2

| frequently 3

E Dpium -——= ¥ |h:-:c-pi | -——- ¥ | huopifrg
| wes 1 seldom 1

E ra 0 occazionally 2

i frequently 2

| Painkillers - ¥ |hx|:-ak | -——- ¥ | hwpakfrg
i wes 1 seldom 1

| ra 0 occazionally 2

E Frequently =

Barbiturates fsedatives -— |h:-c|:-ar | - ¥ | hxbarfrg
E wes 1 seldom 1

i no 0 occasionally 2

| Frequently =

Tranquilizers -——- F |h:-:qu | -———= ¥ | htrgfrg
| wes 1 seldom 1

E ra 0 occazionally 2

i frequently 2
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Enroll-HDf .

6 Form “HD Clinical Characteristics (HD CC)”

| Mather affected: @ yes1@noo momhd *

3
g
§

Age at onset of symptoms in mother:

i Father affected: ©yes1@noo dadhd }
: Age at onset of symptoms in father: |:| years dadagesx
oo oo oot oot oo 8 2 8 8 8 8 2 2 2 2 2 2 2 8 2 2 = 2 = 8 2 2 2 2 2 2 2 2 2 8 2 2 8 8 S J
HD Clinical Characteristics and Age-of-Onset
Has depression (includes treatment with Dyes1Oinoo codep |

antideprassants with or without a formally- ]
stated diagnosis of depression) ever been a
part of the participant’s medical history?

age (years)
[ e |

! Has irritability ever been a part of the Dyesi1Onoo =
participant’s medical history? i

age (years) |

|:| «ccirbage i

! Has violent or aggressive behavior ever Dyesi1Cnoo cevzb
i been a part of the participant’s medical

history? ]
: At what age did violent or aggressive behaviour begin? (=51 5511 :

age (years)
[ e z

Has apathy ever been a part of the Dyes1Oinoo ceapt !
| participant's medical history: i

age (years)

= |

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-HD:j [

' Has perseverative/obsessive behaviors ever  (Tiyesi(noo ccpob
. been a part of the participant's medical
history:

age (years)

[ Jeooms

i Has psychosis (hallucinations or delusions) Cyes1Cinoo cepsy
ever been a part of the participant’s medical
. history:

age (years)

[ Jeome

Does the participant have a family history of a psychotic Dyes1 O noo ccpsyth
illness in a first degree relative:

i Has significant cognitive impairment (severe (0 yes1 (ino o cocog
. enough to impact on work or activities of

daily living) or dementia ever been a part of

. the participant’s medical history:

age (years)

[ ooogece

oo o oo o e e oo e e e oo e m e e 8 R P 8 L 5 P 5 P R 2 2 P P R R P R R v
. History of HD Motor Sypmtoms
' Have motor symptoms ever been a part of DyesiOnoo comtr

i the participant’s medical history?

age (years)

At what age did the participant’s motor symptoms begin? (5237 5231

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1
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Enroll-HD

HD History

Symptoms first noted by participant: I:I
Symptoms first noted by family: I:I
Date of clinical HD. diagnosis: ]

Can you, as a rater, estimate the time of ©yes1@noo
symptom onset:

Rater's estimate of symptom onset:

Confidence with which this estimation is made:

) high 1 ) low 2

What are these symptoms? [=moiome] mator cognitive psychiatric oculomotor other

L Initial major symptom noted by participant () 1

Initial major symptom noted by family & 1

Rater's judgement of initial majer symptom ) ¢

mesubj

hddiagn

Suicial Behavior

NOTE: This form is part of the “profile” dataset!
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7 Form “Pharmacotherapy (PharmacoTx)”

Drug name Indication Total Daily Dose / Unit Frequency Route Start day Ongoing  End day
1. l:l madify decod l:l madify decod | |cmdosint'| |cmdosu cmdose | ---- v |cmdosFrq | - v |cmmule | | cmstdy | 1 cmenrf l:l cmendy
daily 1 pao.1
every 2nd day 2 por. 2
every 3rd day 3 5.0 3
waakly 4 im. 4
every 2nd week 5 v 5
manthly & nasal &
every 2nd month 7 td7
avery 3rd month 8 sl8
annually 2 inh 9
as needed 10 other 10
2. I:I madify decad I:I madify decod | |cmdc|sh:|t| |cmdusu cmdose | =--- v |cmdc|sFrq | -—-- v |cmruuiz | | emstdy ) 1 emenrf I:I cmendy
3. I:I madify decod I:I maodify decod | |cmdosint'| |cmdosu cmdose | === v |cmdosﬁq | -=-- A |cmmu12 | | emstdy ) 1 cmenrf I:I cmendy
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8 Form “Nutritional Supplements (NutSuppl)”

Type Total Daily Dose  Unit Frequency Start day Ongeing End day
1. | - v | cmcat | | cmdostot cmdosunit | - v | cmdosfrg I:I cmstdy ' 1 cmenrf I:I cmendy
witamin & supplements 1 gl daily 1
herbs (extracts) 2 mg 2 every 2nd day 2
herbs (teas) 3 U3 every 3rd day 3
other natural remedies 4 spoons 4 weekly 4
aromatherapies 5 tablets every Znd week 5
homepathic remedies & drops & monthly &
capsule 7 every 2nd month 7
other § every 3rd maonth 8
annually 9
as neaded 10
iy | - v |1:rn1:at | |cmdush:|t cmdusun'ﬂ: | - v |cmdusfr\q I:I cmstdy ' 1 cmenrf I:I cmendy
3. | ---- T | cmcat | | cmdostot cmdosunit | ---- b | cmdosfrg I:I cmstdy L 1 cmentdf I:I cmendy
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Enroll-
9 Form “Non-Pharmacologic Therapies (NonPharmaTx)”

! Mon-Pharmacologic Therapies

Therapy

Mumber of times Frequency Start day Ongoing  End day
1. —_—

¥ |cmtrt | | crifrg cmdc\sFrq I:I crskdy L 1 crnenrf I:I crienidy
Phrysical therapy 1

daily 1

Occupational therapy 2

weekly 2
Psychotherapy = moanthly =
Counseling 4 as neaded 4

SpeechfLanguage therapy &
Swallowing therapy £
Music therapy 7

Relaxation therapy (rneditation, rassage, woga, ete,] &
Acupuncture 9

2. |———— r |cmtrt | | crfrg

cridashrg

5 [

L%

I
i

v |cmtrt | | crafrq

crndosfrg crstdy L 1 crnenrf

crstdy | 1 crenrf I:I criendy

criendy
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Enroll-

10 Form “Comorbid Conditions (Comorbid)”

Past Disorders and Comorbidities

Condition Body system code Start day Ongoing  End day

1. | modiFy| |decod Eembterrn | ———— W | rhbodsys I:l mbstdy D 1 rahenrf |:| mbendy

cardigwascular 1

pulmonary 2
neurologic 2

EMNT 4
gynecologicfurologic &
reproductive &
gastrointestinal 7
metabolic fendocrine &
hematolymphatic 9
dermatological 10
pewchiatric 11
musculoskelatal 12

aller gy firnrmunclogic 13
ophthalralogical 14
hepatobiliary 15

renal 15

other 17

2. | | o | decad Smbterm | -——= v |whbodys [ | whotdy Ol tmhenef [ ] ohendy
2. | | modiFy| |decod S v | mhbodsys |:| ey (ol 9wl |:| —
4. | | madiy| | decad Smbterm | -——= v whbodsys [ | whstdy Ol tmhenef [ ] ohendy
5. | | o] | decad Smbterm | -——= v whbodsys [ | whstdy O tmhenef [ ] ohendy
&. | | modiFy| |decod mbterm | -—-- v | mhbodsys I:l e R |:| —
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Enroll-HDi: . :

11 Form “Reportable Event Monitoring (Event)”

Day of report: I:I eutdy
L o
Reportable Event
Reportable event O suicide attempts o1 evtcode
codes: O completed suicide z
() mental health event requiring hospitalization =
(O death (other than suicide, any cause) 4
Event term: | | rodify decod etterm
LS o

Details of Reportable Event

Cnzet day: I:I eutshoy

Date estimated: Oiyes 1 Cinoo sttcest

Resolved: Oiyes 1 Cinoo evtongo

End day: I:I enrbandy

-
L

DSMC Review

Status of DSMC review: O pending review 1

() ongoing review 2

O closedfcompleted review =

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-HQi o
12 Form “Mortality” |

age of death: I:I years dszage
Flace of death: Crhorme 1 dzplace
rhospital 2

Cnursing home =
(hospice care 4
) unknown s

dsend
Cause of death: ) preumania =

other infection 2
cancer =
istroke 4
{trauma s

i suicide &
other 7

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1
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Enroll-

13 Form “Variable Items - Baseline Visit (Variable BL)”

" General Variable Items I

Weight Jag)

Height {crm)

| Cearibemne ] ]

Does the participant ¥es 1 noo alcab
currently drink alcohol?

Units per week; ] s
Does the participant ¥es 1 noo tobisb
currently srmoke?

Packyears: I:I packy
Current caffeine use? Yes 1 noo cafab

Do you drink more than 3 cups of coffee, tea YES 1 noo cafpd

and cola drinks combined per day?

Does the participant ¥es 1 noao drugab
currently use drugs?

Drug use for non-medical reasons? [7:7] 787 _1

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Abuse Freguency
Marijuana -—— 7 |rnar | -—-- v |marFrq
yes 1 seldarm 1
ne 0 occasionally 2
frequently =
Herain - T |her | -—== ¥ | herfrg
wes 1 seldarmn 1
no 0 occasionally 2
fraquenthy =
Cocaine -— ¥ |coc | - ¥ | cocfrg
wes 1 seldom 1
ra 0 occazionally 2
fraquenthy 2
Club drugs (Ecstacy, GHB, Roofies) | -—— |ch | -——- ¥ | clbig
yes 1 seldam 1
= accasionally 2
frequently 3
Amphetamines -——- ¥ |arnp | -—=- ¥ | arpfrg
wes 1 seldarmn 1
no 0 occasionally 2
frequantly =
Ritalin -— |rit | - ¥ | rithg
wes 1 seldom 1
na 0 occasionally 2
fraquenthy =
Hallucinogens - |ha| | - ¥ | halfrg
wes 1 seldom 1
= accasionally 2
frequently 3
Inhalants -———r |inh | -—-- ¥ |inhfrg
yes 1 seldarm 1
ra occasionally 2
frequently =
Opium -—— |0pi | - ¥ | opifrg
wes 1 seldarmn 1
ra accasionally 2

fraquenthy =
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Enroll-HDj.

Painkillers ——— |pak | - ¥ | pakirg
yes 1 seldom 1
ne 0 occasionally 2
frequently =
Barbituratesfsedatives -—— |bar | -——= ¥ | barfrg
yes 1 seldom 1
ne 0 occasionally 2
frequently =
Tranguilizers - ¥ |trq | -—-= ¥ trgfrq
yes 1 seldom 1
ne 0 occasionally 2
frequently =

" General Yariable Items 11

rnariskat

Marital status: L single 1
L married 2
. partership 2
 divarced 4
[ widowed 5
' legally separated &

Residence: Lrural 1

willage z

L o 3

ISCED education level: (JISCED O
O ISCED Y1

[ ISCED 2 2

O ISCED 3 =

L ISCED 4 4

L ISCED S =

L ISCED G

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-

i ) jobl i
1| Employment: full-time emplayed 1 jobelzs |
part-time employed z
self ermployed =
not employed 4
i Stats: paid . jobpaid i
unpaid z
Reason: gick leave 1 Bl
retirement 2
: working in the home {(e.g. caring for children) = :
unemployed 4
: training/callege = :
Retired due to: ill health 1 ORI
age 2
N
Do you receive incapacity benefit/social ¥es 1 noo sdb |
security or disahility benefit?
Do you intend to return to wark? yes 1 nao rhrrwks |
Since when have you been |:| Nidd pirddur |
: unemployed/retired? :

" Additional Employment Section

Have you had to stop or reduce
work due to your health?

Yes i oo

How many days in the last 6 months have
you had off work because of HD?

Howe many fewer hours per week have you
worked because of HD?

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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14 Form “Variable Items - Follow-Up Visit (Variable FUP)”

" General Variable Items I

Weight (kg

Height {cm)

Does the participant currently
drink alcohal?

Does the participant currenthy
smoke?

Current caffeine use?

Does the participant currenthy
use drugs?

YES 1 noo
Units per week: [ ]
YES 1 noo
Packyears: I:l
YES 1 noo
Do you drink mare than 3 cups of coffee, tea ¥es 1l nao

and cola drinks carmbined per day?

Yes 1 na o

Drug use for non-medical reasons? [727] 7e7_1

Abuse Frequency
Marijuana - T |mar | === ¥ | marfrg
yes 1 seldormn 1
no occasionally 2
Frequently =

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Heroin

Cocaine

Club drugs (Ecstacy, GHB, Roofies) | -——

arnphetamines

Ritalin

Hallucinogens

Inhalarts

Opium

- T |her | -—-= T | herfrg
wes 1 seldarm 1
rio 0 accasionally 2

fraquently 3
- |c0c | -——= ¥ | cocirg
wes 1 seldom 1
na occasionally 2

frequently 3

v |c|b | -———= ¥ | dbiq

wes 1 seldom 1
na 0 occasionally 2

Frequently 2
T |"'“"F‘ |'"' ¥ | ampirg
wes 1 seldarm 1
rio 0 accasionally 2

fraquently 3
- ¥ |ril -——= ¥ | ritfrg
wes 1 seldarm 1
na occasionally 2

frequently 3
- v |hal - ¥ | halfrg
wes 1 seldom 1
na 0 occasionally 2

frequently 2
- T |i"'|" oo ¥ |inhfrg
wes 1 seldom 1
rio 0 accasionally 2

fraquently 3
T |°F‘i T ¥ | opifrg
wes 1 seldarm 1
na occasionally 2

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Pairkillars -——— T |pak | - ¥ | pakirg
yes 1 seldorn 1
no i occasionally 2
Frequenthy 2
Barbitur ates /sedatives —-——— |bar | ——-= ¥ |barfrg
ywes 1 seldaorn 1
no i accasionally 2
frequently 3
Tranquilizers -—-— T |trq | —-——= ¥ |trgig
wes 1 saldorn 1
ro 0 occasionally 2
frequenthy =

" General Yariable Items II
This table contains

information about value of

General Wariable items of previous visits:

Participant categary  |---- | {invalid) “« . . ”

Occupation (invalid) “ Partlc_lpa:]t Category !

. ~[wa) Occupation”, etc. populated

Wiarital stats [ trwali from the previous visit

Residence === | {irvealid)

ISCED education level |---- | {invalid)

Years of education {invalid)

Ary changes to the rarely YES 1 noo updsc

changing General Yariable
Items above:

genctype unknown 1
pre-manifestiore-motor-manifest HD z
manifest/motor-manifest HD 2
genotype negative 4

family control =

community contral &

Marital status: single 1
married =

rnariskat

partnership z
divorced 4
widowed £

legally separated &

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Resicence: rural 1 -
village 2
towr =
city 4
ISCED eduication level: ISCED 00 o
ISCED 11
ISCED 2 2
ISCED 3 2
ISCED 4 4
ISCED 5=
ISCED B &
Employrment: full-tirme employed 1 ik
part-time employed 2
self employed 3
not ernployed 4
Status: paid 1 Jebpaid
unpaid 2
Reason: sick leave 1 R
retirement 2
working in the home (e.g. caring
for children) =
unemployed 4
training/college s
Retred dug il health 1 AT
i age 2
Do you receive incapacity ¥es 1l onoo ssdb
benefit/social security or
disability benefit?
Do you intend 1o refurn 1o yes1nao rirrwek
work?
Since when have you I:I WYY rhrddur
been unemployed/retired?

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1
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Enroll-HD:.ﬂ?.‘

Additional Employment Section

! Have you had to stop or reduce © yes 1 noo redcwd
1 wiork due to your health?

How many days in the last 6 months have I:l days redcwekd
you had off work because of HD?

How rmary fewer hours per week have I:l hours fweek rdewlchim
you worked because of HD?

Since the last visit have there been

Ay changes to participant's yes 1l nog updmed
medication?
Ay changes to participant’s yes 1l nog updrih

comorbid conditions?

Any Uupdates to the clinical Cyes1 o noo updhdh
characteristics and/or onset of
HOr?

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1
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Ocular pursuit: [13¢] 138 1 Horizontal  Vertical

@ o © o 0 = complete (normal)

® 1 @ 1 1 = jerky movement

o 2 ® z 2 = interrupted pursuits/full range
& 3 (@] 3 = incomplete range

) 4 oculerh (0 4 oculare 4 = cannot pursue

'| Saccade initiation: (1407 140 ¢ Horizontal  Vertical

| ] s ] 0 = normal

B 1 ® 1 1 = increased latency only

" 2 ® 2 2 = suppressible blinks or head movements to initiate
D 3 0 3 3 = unsuppressible head movements

() 4zcnth () 4 ==cntv 4 = cannot initiate saccades

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Saccade velogity: 144 1 Horizontal ~ Vertical

]

1

=

3

Dysarthria: a0 =
91 =
D32 =
D3 =
D4 =

4 sacvelh

0
1
2

3

normal o

0 = normal
1 = mild slowing
2 = moderate slowing

3 = severely slow, full range

4 sacvelv 4 = incomplete range

unclear, no need to repeat 1

must repeat to be understood 2

mostly incomprehensible =

anarthria 4

can hold tongue fully protruded for 10 sec o

cannot keep fully protruded for 10 sec 1

cannot keep fully protruded for 5 sec z

cannot fully protrude tongue =

cannot protrude tongue beyond lips 4

Left

=]

3

4 fingtapr

(]

3

0 = normal (=15/5 sec.)
1 = mild slowing, reduction in amplitude (11-14/5 sec.)
2 = moderately impaired (7-10/5 sec.)

3 = severely impaired (3-6/5 sec.)

4 fingtzpl 4 = can barely perform task (0-2/5 sec.)

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Maximal chorea: [171] 1711

0 =normal o

1 = minimally slow (Znormal) 1

2 = mildly but clearly slow 2

3 = moderately slow, some hesitation 3

4 = markedly slow, long delays in initiation 4

Enroll-

0 = normal gait, narrow base o

1 = wide base and/or slow 1

2 = wide base and walks with difficulty 2
3 = walks only with assistance 2

4 = cannot attempt 4

0 = normal for 10 steps o

1 = 1 to 3 deviations from straight line 1
2 = >3 deviations 2

3 = cannot complete 2

4 = cannot attermpt 4

0 =normal o

1 = recovers spontaneously 1

2 = would fall if not caught 2

3 = tends to fall spontaneously 3
4 = cannot stand 4

Trunk RUE LUE RLE LLE
0 0 0 0 0 0 = absent
1 1 1 1 1 1 = slight/inter mittent
2 2 2 2 Q 2 2 = mild/common or moderate/inter mittent
3 3 3 3 3 3 = moderate/common
4 dysttrnk 4 dystrue 4 dystlue 4 dystrle 4 dystlle 4 = marked/prolonged
Face BOL Trunk RUE LUE RLE
0 0 0 0 0 0 0 0 = absent
1 1 1 1 1 1 1 1 = slight/inter mittent
2 2 2 2 2 2 2 2 = mild/common or moderate/inter mithent
3 3 3 3 3 3 3 3 = moderate/common
4 chorface 4 chorbol 4 chortrnk 4 chorrue 4 chorlue 4 chorrle 4 chorlle 4 = marked/prolonged

Qait

tandem

retropls

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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'| Pronate/supinate-hands: Right Left |
1.1 5 o ™ o 0 = normal
1 o1 1 = mild slowing and/or irregular
52 ) 2 2 = moderate slowing and irregular
3 ) 3 3 = severe slowing and irregular
) 4 prosupr  (C) 4 prosupl 4 = cannot perform
Luria: (710 =24 in 10 sec, no cue o luriz
1 =<4 in 10 sec, no cue 1
! 712 = 24 in 10 sec with cues 2
3 = <4 in 10 sec with cues z
! ") 4 = cannot perform 4
|| Rigidity-arms: 11227 153 1 i st |
) o © o 0 = absent i
™) 1 @1 1 = slight or present only with activation i
7 2 o 2 2 = mild to moderate
3 3 3 = severe, full range of motion
() 4 rigarmr () 4 rigarml 4 = severe with limited range
|| Bradykinesia-body: )0 = normal o il
711 = minimally slow (?normal) 1
= 2 = mildly but clearly slow z
(71 3 = moderately slow, some hesitation 3
(714 = markedly slow, long delays in initiation 4

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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| Maximal dystonia: [1c4] 164 1
| Maximal chorea: [171] 1711
|| Gait:

Enroll-

Trunk RUE LUE RLE LLE
Sl o O o 5o I 0 0 = absent
1 1 1 1 1 1 = slight/intermittent
72 2 o 2 72 7oz 2 = mild/commaon or moderate/intermittent
R 3 & 3 ® 3 5 3 k] 3 = moderate/commaon
7 adysttnk (D) 4 dystrue (0 4 dystiue ) ddyste (0 4 dystle 4 = marked/prolonged
Face BOL Trunk RUE LUE RLE LLE
i 0 = absent
0 0 0 0 0 0 0
i 1 = slight/intermittent
1 1 1 1 1 1 1
& : F 2 = mildfcommaon or
2 2 2 2 2 2 2 moderate/intermittent
F 3 = moderate/commaon
3 3 3 3 3 3 3
" chorface ) chorbol &) chortrmk chorrue chordue &) chorde ) chodle 4 = markedfprolonged
4 4 4 4 4 4 4

10 = normal gait, narrow base o

11 = wide base and/or slow 1

(71 2 = wide base and walks with difficulty 2
1 3 = walks only with assistance 2

(714 = cannot attempt 4

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Tandem walking: 710 = normal for 10 steps o

711 =1 to 3 deviations from straight line 1
(712 = =3 deviations z

7 3 = cannot complete 3

(74 = cannot attempt ¢

retropls E
:
]
i
i
]
i
i
i
]
i

Retropulsion pull test: (010 = normal o
(7)1 = recovers spontaneously 1
() 2 = would fall if not caught z
) 3 = tends to fall spontaneously 3
014 = cannot stand 4
J

Diagnostic confidence level (DCL): (70 = normal (ne abnormalities) o

(7)1 = non-specific motor abnormalities (less than 50 % confidence) ¢
7 2 = motor abnormalities that may be signs of HD (50 - 89 % confidence) z
7 3 = motor abnormalities that are likely signs of HD (90 - 98 % confidence) 3

(714 = motor abnormalities that are unequivecal signs of HD (= 99 % confidence) 4
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Enroll-HDi:..
16 Form “UHDRS Total Funtional Capacity (TFC)” “

Occupation: ()0 = unable o secupsn

1 = marginal work only 1
(1 2 = reduced capacity for usual job 2
3 =nermal

. finances
Finances: ()0 =unable o

)1 = major assistance 1
I 2 = slight assistance 2

)3 =normal 3

Domestic chores: (D =unableo ' 1=impaired 1 2 =normal z chores

adl
ADL: i) 0 = total care o

(1 1 = gross tasks only 1
1 2 = minimal impairment z
(13 =normal 3

levl
Care level: 0 = full ime skilled nursing o =

1 = home or chronic care 1
)2 =homez

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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17 Form “UHDRS Functional Assessment/Independence Scale (Function)”

Enroll-

ST T
s tatate

Fascare

fizcare

Subject's independence in %: (2100 = no special care needed 100 neepe
(105 a5
(90 = no physical care needed if difficult tasks are avoided w0
(185 a5
(a0 = pre-disease level of employment changes or ends; cannot perform household chores to pre-disease level, may need
; help with finances s
(175 75
(70 = self-care maintained for bathing, limited household duties, e.g. cooking and use of knives, driving terminates; unabla
to manage finances 7o
(65 &5
(60 = needs minor assistance in dressing, toileting, bathing; food must be cut for subject e
5 (@3-

()50 = 24-hour supervision appropriate; assistance required for bathing, eating, toileting so
i 045« i
(40 = chronic care facility needed; limited self feeding, liquified diet 4o
O35 =
()30 = subject provides minimal assistance in own feeding, bathing, toileting 2o
()25 =
()20 = no speech, must be fed 2o
15 1=
(110 = tube fed, total bed care 1w
i Q55 :
e e e e e e e e e e e e e 4
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Enroll-HDj.

18 Form “Problem Behaviours Assessment Short (PBA-s)”

Domain scores: [2624] 2624 1 Depression: I:l depscore
Irritability/aggression: I:l irascore
Psychosis: I:l psyscore
Apathy: I:I symre
Executive function: I:l exfscare
" Problem Behaviours Assessment for HD
1. Depressed mood: [:31] 2631.1 a. Severity )0 = absent o i
(7)1 = slight, questionable 1
(71 2 = mild (present, not a problem) z
(0 3 = moderate (symptom causing problem) 3
() 4 = severe (almost intolerable for carer) 4
b. Frequency: ()0 = never/almost never o s
(7)1 = seldom (less than oncefweek) 1
() 2 = sometimes (up to four times a week) 2
(71 3 = frequently (most days/5, 6 or 7 times a week) 3
() 4 = daily/almost daily for most (or all) of day «
c. Worst: )0 = absent o =
(7)1 = slight, questionable 1
(1 2 = mild (present, not a problem) z
(0 3 = moderate (symptom causing problem) 3
() 4 = severe (almost intolerable for carer) 4
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2. Suicidal ideation: 26351 a. Severity:

b. Frequency:

3. Anxiety: 2635 1 a. Severity:

b. Frequency:

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1

3=

absent o

slight, questionable 1

mild (present, not a problem) 2
moderate (symptom causing problem) =
severe (almost intolerable for carer) 4

never/almost never o

seldom (less than oncefweek) 1

sometimes (up to four times a week) z
frequently (most days/s, 6 or 7 times a week) =
daily/almost daily for most (or all) of day 4

absent o

slight, questionable 1

mild (present, not a problem) 2
moderate (symptom causing problem) =
severe (almost intolerable for carer) 4

absent o

slight, questionable 1

mild (present, not a problem) 2
moderate (symptom causing problem) =
severe (almost intolerable for carer) 4

never/almost never o

seldom (less than oncefweek) 1

sometimes (up to four times a week) z
frequently (most days/S, 6 or 7 times a week) 3
daily/almost daily for most (or all) of day 4

absent o

slight, questionable 1

mild (present, not a problem) 2
moderate (symptom causing problem) =
severe (almost intolerable for carer) 4

phassy

pbas2fr

phas?wo

phas3sv

pbas3fr

phasIwo
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4. Trritability: 26431

2647 1

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset

Version 2016-10-R1

b. Frequency:

b. Frequency:

10 = absent o

1 1 = slight, questionable 1

1 2 = mild (present, not a problem}) z

) 3 = moderate (symptom causing problem) z
1 4 = severe (almost intolerable for carer) 4

710 = neverfalmost never o

1 1 = seldom (less than oncefweek) 1

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

1 3 = frequently (most days/s, 6 or 7 times a week) 3
1 4 = daily/almost daily for most (or all) of day +

~10 = absent o

1 1 = slight, questionable ¢

1 2 = mild (present, not a problem) z

1 3 = moderate (symptom causing problem) z
1 4 = severe (almost intolerable for carer) 4

~10 = absent o

' 1 = slight, questionable ¢

1 2 = mild (present, not a problem) z

") 3 = moderate (symptom causing problem}) =
1 4 = severe (almost intolerable for carer) 4

~1 0 = never/almost never o

1 1 = seldom (less than oncefweek) ¢

"1 2 = sometimes (up to four times a week) 2

1 3 = frequently (most days/3, & or 7 times a week) 2
14 = dailyfalmost daily for most (or all) of day +

10 = absent o

1 1 = slight, questionable 1

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

1 3 = moderate (symptom causing problem) =
14 = severe (almost intolerable for carer) 4

phasdsy

phasfr

phasdwo

phbasSsw

phassfr

phasSwo
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6. Lack of initiative (apathy): 2651_1

2655_1

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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b. Frequency:

b. Frequency:

~1 0 = absent o

11 = slight, questionable 1

"1 2 = mild (present, not a problem) 2

) 3 = moderate (symptom causing problem) 3
1 4 = severe (almost intolerable for carer) 4

© 0 = never/almost never o

11 = 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) =
1 4 = dailyfalmost daily for most (or all) of day 4

0 = absent o

11 = slight, questionable 1

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

) 3 = moderate (symptom causing problem) z
1 4 = severe (almost intolerable for carer) 4

~ 0 = absent o

11 = slight, questionable 1

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

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

© 0 = never/almost never o

11 = seldom (less than oncefweek) ¢

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

1 3 = frequently (most days/s, 6 or 7 times a week) =
1 4 = daily/almost daily for most (or all) of day 4

10 = absent o

11 = slight, questionable 1

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

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

phastsy

phassfr

phastwo

phassv

phas7r

phasFwo
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b. Frequency:

b. Frequency:

10 = absent o

1 = slight, questionable 1

2 = mild (present, not a problem) z

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

~1 0 = never/almost never o

1 = seldom (less than oncefweek) 1
2 = sometimes (up to four times a week) 2

") 3 = frequently (most days/5, & or 7 times a week) 3
1 4 = daily/almost daily for mest (or all) of day 4

~10 = absent o

1 = slight, questionable 1
2 = mild (present, not a problem) z
3 = moderate (symptom causing problem) 3

' 4 = severe (almost intolerable for carer) #

0 = absent o
1 = slight, questionable 1

1 2 = mild (present, not a problem) z

3 = moderate (symptom causing problem} =

1 4 = severe (almost intolerable for carer) 4

0 = neverfalmost never o
1 = seldom (less than oncefweek) 1

1 2 = sometimes (up to four times a week) 2
1 3 = frequently (most days/s, 6 or 7 times a week) 3
1 4 = daily/almost daily for mest (or all) of day 4

0 = absent o
1 = slight, questionable 1

1 2 = mild (present, not a problem) z

3 = moderate (symptom causing problem) 3

1 4 = severe (almost intolerable for carer) 4

phastsy

pbastfr

phasBwo

phas3sy

pbassfr

phasiwo
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| 10. Hallucinations: 26671 a. Severity: )0 = absent o Pzl
11 = slight, questionable 1

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

(71 3 = moderate (symptom causing problem) z

(14 = severe (almost intolerable for carer) «

Flease specify 2683 1

Modality of hallucinations: [ auditory 1 pbasifsm
[Cvisual 2

[ tactile 3

[l olfactory =

Dgustatury 5

b. Frequency: (71 0 = neverfalmost never o pbast0fr
(11 = zeldom (less than oncefweek) 1

(7 2 = sometimes (up to four times a week) z

(713 = frequently (most days/s, 6 or 7 times a week) 3

(714 = daily/almost daily for most (or all) of day 4

c. Worst: 710 = absent o pbasiOwo
(711 = slight, questionable 1

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

(71 3 = moderate (symptom causing problem) z

()4 = severe (almost intolerable for carer) 4

Flease specify 26731

Modality of hallucinations: [C auditory 1 phasilwm
[Cvisual 2

[“Itactile 3

[l olfactory 4

[Tl gustatory =

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-

|| 11. Disoriented Behaviour: (7% 2675 1 a. Severity: )0 = absent o phastisy |
(7)1 = slight, questionable 1
() 2 = mild (present, not a problem) =
() 3 = moderate (symptom causing problem) 3
() 4 = severe (almost intolerable for carer) 4
b. Frequency: ) 0 = never/almost never o H=e
)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) 3
() 4 = daily/almost daily for most (or all) of day +
i €. Worst: (710 = absent o phasiiwa i
) 1 = slight, questionable 1
() 2 = mild (present, not a problem) 2
i () 3 = moderate (symptom causing problem) 3
() 4 = severe (almost intolerable for carer) 4
i} Is informant a relative? (”) spouse or partner 1 phainte
() parent 2
: () sibling 3 ;
©) child «
() other relative =
(7 friend or neighbor =
() professional care worker 7
I ") other & :
) no informant - participant came alone 3
i} Is informant a household member? ) household member (i.e. relative or friend who lives with participant ) 1 phrshehd
() not a household member but has frequent contact with participant
(most days) z
_ not a household member and sees participant less than three or four
times a week 3
k () staff of residential care home or hospital 4

__________________________________________________________________________________________________________________________________________________________________________ 4
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Enroll-HD:gr.

19 Form “Core and Extended Cognitive Assessment (Cognitive)”

Specifics

Did the participant complete the assessment  « 'yes1 ' noo genl
in their native language and with normal or
corrected-to-normal vision and hearing?

Did the participant complete the assessment in their native yesti noo genz
language?
At what age did the participant I:l years gen3
learn the language used?
Did the participant have normal/corrected-to-normal hearing  * 'yes 1 noo gend
and vision?
Was vision uncorrected {e.g. no yes1 . noo genS

glasses during visit)?

Was hearing uncorrected (e.g. no L yesti o noo gené
hearing aid worn)?

Core Cognitive Assessment

L
Symbol Digit Modality Test completed: (yes1noo sdmt
Total correct: :] sdmt1
Total errors: |:| sdmt2
L
Verbal Fluency Test (Category) completed: yes1noo verft
Category: werfctd
animals 1
other 2

Total correct (1 min): verfets

verfet?

[ ]
Total intrusion errors: ':] verfete
=2

Total perseverative errors:

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-HD @

e
: (yes1 o noo

Total correct:

Total errors:

UL

Total self-corrected errors:

A e s
Stroop Word Reading Test completed: yes1i o noo swrt
Total correct: :] swrtl
Total errors: |:] swrt2
Total self-corrected errors: [:] swrt3
D e e e e s D e e e e S e s D e e e e e s D S D e e e S o e D D e e e O S R
Extended Cognitive Assessment
B B P
Stroop Interference Test completed: L yest1' noo sit

Total correct: sitd

[ 1]
Total errors: :] sit2
[ 1]

Total self-corrected errors: sit3

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-

Trailmaking Test completed: yes1noo trl
Trailmaking Test [2720] 2780_1
Part A: time to complete: I:I sec trlat
Part A: total correct: I:] trla2
Part A: total errors: D trla3
PartB: time to complete: |:| sec trlb1
Part B: total correct: |:| trlbz
Part B: total errors: |:| trlb3
Gl e
Verbal Fluency Test (Letters) yes i noo verfi
completed:
Total correct (3 min): [ ] verftos
Total intrusion errors: I:l werflte
Total perseverative errors: werfit?
] )
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20 Form “Premature End of Study (End)”

Day of end of study:

i End of Study
i ) event or intercurrent illness of a nature requiring withdrawal 1 |

Specify primary reason for patient's premature discontinuation from i

study:

(") request of primary care physician, site investigator 2
(") subject's request (includes carer/spouseflegal representative’s request) 3
() failure of subject to return to follow-up visit and failure to be located by investigator 4

) institutionalized (will not be followed further) =

) other &

_________________________________________________________________________________________________________________________________________________________________________________________
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EnrollHD .
21 Form “Hospital Anxiety and Depression Scale/Snaith Irritability Scale
(HADS-SIS)“

ey sbscore: ] —
Depression subscare: ] hads_depscore
Irritability subscare: ]
Outward irritabllity subscare: [ | ouscore
Inward iritability subscore: [ | inwscore
g )

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-HlJ_';S .
22 Form “Mini Mental State Examination (MMSE) (US)”

mrnsekotal

\ F
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Enroll-HD::.

23 Form “Physiotherapy Outcomes Measures (Physio)”

Timed Up and Go Test

' Timed " jp and Go" Oyes1 Onoo bug !

Taotal time: I:I SeC tugl

' 30 secand chair stand test Ovyes1 Onoo scst

Mumber of times the participant stands I:I sesbl o
in 30 geconds: '

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
Version 2016-10-R1
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Enroli-
24 Form “Short Form Health Survey — 12v2 (SF-12)”

COnline scoring: scaring
pending 0
succeeded 1
Failed 2
Failed (2] =

errar

Domain scores Fhysical Functioning {FF) Role-Physical (RPY Bodily Pain (BP) General Health (GH)

Mar r-based su:n:uresl:l pf I:I o | | bp | | gh

Domain scores Yitality (WT) Social Functioning (SF) Role-Emaotional (RE) Mental Health (WMH)

Morm-based 5cn:ures| |1rt | | s I:I re I:I mh

Summary Scale MeasuresPhysical Camponent (PCSY Mental Component (PCS)

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Enroll-

25 Form “Work Productivity and Activity Impairment-Specific Health Problgh
Questionnaire (WPAI-SHP)“

Scores: [3147] 31471 Waork time missed due to HD: I:l % wpaiscrl
Impairment while working due to HD: I:I % wpaiscr2
Overall work impairment due to HD: :l % wpaiscr3
Activity impairment due to HD: |:| % e

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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26 Form “CSSRS BLl”

Suicidal Ideation - For Lifetime, rate the period when the participant felt the most suicidal.

1. Wish to be dead: (2053 2053 1 Have you wished you were dead or wished you could go to sleep and not wake up? ©yes1Onoo sdi |i

Have you actually had any thoughts of killing yourself? ©yes1@noo sd2 |

Have you been thinking about how you might do this? ©yes1©noo sd3 !

Have you had these thoughts and had some intention of acting on them? ©yes1@noo sidd

5. Active Suicidal Ideation with Specific Plan and Intent: (21107 21101 Have you started to work out or worked out the details of how to kill yourself? Do you intend to ©yes1@noo sids
carry out this plan?

H Intensity of Ideation - Most Severe

i| Most Severe Ideation: [2115] 2115 1 Type # (F5): it [}

: Wish to be dead 1 :
Non-Specific Active Suicidal Thoughts 2 ;
Active Suicidal Idestion with Any Methods (not Plan) without Intent o Act 3 :
Active Suicidal Tdeation with Same Intent to Act, without Specific Plan 4
Active Suicidsl Idestion with Specific Plan and Infent 5

Frequency: [2118] 2118 1 How many times have you had these thoughts? () Less than once a week 1 intZ ;
. (") Once a week 2 I
1 -5 times in week 3 :
() Daily or almost daily 4
i () Many times each day = .
i _ 7z |

() Fleeting - few seconds or minutes 1 |
Less than 1 hour/some of the time 2
1-4 hours/a lot of time =
4-8 hours/most of day +
() More than 8 hours/persistent or continuous s :

i| Duration: [2120] 2120 1 ‘When you have the thoughts, how long do they last?

Annotated Case Report Form (CRF) for Enroll-HD Periodic Dataset
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Controllability: |

Deterrents: [2124] 21241

Reasons for Ideation: (-

Could/can you stop thinking about killing yourself or wanting to die if you want to? asily able to control thoughts 1
an control thoughts with little difficulty 2
an control thoughts with some difficulty 3

an control thoughts with a lot of difficulty 4

nable to control thoughts =
oes not attempt to control thoughts o

Are there things - anyone or anything (e.g. family, religion, pain of death) - that stopped you
from wanting to die or acting on thoughts of committing suicide?

eterrents definitely stopped you 1

eterrents probably stopped you z

Incertain that deterrents stopped you 3

eterrents most likely did not stop you from attempting suicide «
eterrents definitely did not stop you s

0es not apply; wish to die only o

ompletely to get attention, revenge or a reaction from others 1
ostly to get attention, revenge or a reaction from others. 2
qually to get attention, revenge or a reaction from others 3

oes not apply o

ostly to end or stop the pain (you couldn’t go on living with the pain or how you were feeling). 4
ompletely to end or stop the pain (you couldn't go on living with the pain or how you were feeling). =

Enroll-HD

intd

ints

ints

Interrupted Attempt: (21

2135 1

Aborted Attempt: (1] 2140 1

Suicidal Behavior: 12145 7145 1

Actual attempt: Dyes1

Total # of attempts: l:l

Has subject engaged in Non-Suicidal Self-Injurious Behavior?

Has there been a time when you started to do something to end your life but someone or
something stopped you before you actually did anything?

Total # of interrupted: l:l

es1 @O noo

Total # of aborted: l:l

Have you taken any steps towards making a suicide attempt or preparing to kill yourself (such @yes1Cnoo
as collecting pills, getting a gun, giving valuables away or writing a suicide note)?

Has there been a time when you started to do something to try to end your life but you
stopped yourself before you actually did anything?

Suicidal behaviour was present during the assessment period?

sbh1

sbhin

sbhz

sbh3

sbhin

sbhd

sbhan

sbhs.

sbhé
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Most recent attempt: [21:0] 2152 1

Most lethal attempt: 12157 21571

Tnitial/First attempt: (2152] 2162_1

Day of most lethal attempt:

Day of Initial/First Attempt:

No physical damags 0

Minor physical damage 1

Moderste physical damage 2
Moderately sevare physicsl damage 3
Severe physical damage 4

Desth &

No physical damags 0

Minor physical damage 1

Moderste physical damage 2
Moderately sevare physicsl damage 3
Severe physical damage 4

Desth &

L]

No physical damags 0

Minor physical damage 1

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

Desth &

not likely to result in injury 0
kel to result in injury 1
ey to resultin death 2

nat likely to result in injury 0
ikely to resultin injury 1
likely to resultin death 2

nat likely to result in injury 0
ikely to resultin injury 1
likely to resultin death 2

attmpt2dy

attmpt31
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Enroll-HD. @

27 Form “CSSRS FUP”

Suicidal Ideation - Rate the period since last visit.

1. Wish to be dead: 21657 2169 1 Have you wished you were dead or wished you could go to sleep and not wake up? ©yes1©noo sidi

2. Mon-Specific Active Suicidal Thoughts: [2:7] 21721 Have you actually had any thoughts of killing yourself? ©yes1Cnoo sid2

Have you been thinking about how you might do this? Dyes1 @noo sd3

Have you had these thoughts and had some intention of acting on them? @yes1@©noo sid4

5. Active Suicidal Ideation with Specific Plan and Intent: [215¢] 21851 Have you started to work out or worked out the details of how to kill yourself? Do you intend to Dyes1@noo =idS
carry out this plan?

Intensity of Ideation - Most Severe

Most Severe Ideation: [2131] 21911 Type # (I-5): int1
Wish to be dead 1

Non-Specific Active Suicidsl Thoughts 2

Active Suicidal Ideation with Amy Methods (not Pian) without Intent to Act 3

Active Suicidsl Idestion with Some Intent to Act, without Specific Plan 4

Active Suicidal Ideation with Specific Plan and Intent 5

itz
Less than once a week 1

Once a week 2

2-5 times in week 3

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

Duration: [219¢] 21951 ‘When you have the thoughts, how leng do they last? e

! Fleeting - few seconds or minutes 1
Less than 1 hour/some of the time z
1-4 hours/a lot of time 3
4-8 hours/most of day <

() More than 8 hours/persistent or continuous s

Frequency: [2134] 2194 1 How many times have you had these thoughts?
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‘ Controllability: [2152] 21381 Could/can you stop thinking about killing yourself or wanting to die if you want to? Easily able to control thoughts 1 :
; Can control thoughts with little difficulty 2 !
! Can control thoughts with some difficulty = :
; Can control thoughts with a lot of difficulty + !
; Unable to control thoughts s |
; Does not attempt to control thoughts o !
!| Deterrents: Are there things - anyone or anything (e.g. family, religion, pain of death) - that stopped you Deterrents definitely stopped you 1 = :
‘ from wanting to die or acting on thoughts of committing suicide? Deterrents probably stopped you 2 ‘
; Uncertain that deterrents stopped you 3 :
i Deterrents most likely did not stop you from attempting suicide 4 !
Deterrents definitely did not stop you s '
i Does not apply; wish to die only o ;
i| Reasons for Ideation: [2202] 2202 1 Completely to get attention, revenge or a reaction from others 1 e 1
i Mostly to get attention, revenge or a reaction from others. 2 :
; Equally to get attention, revenge or a reaction from others 3 1
i Mostly to end or stop the pain (you couldn't go on living with the pain or how you were feeling). 4 :
Completely to end or stop the pain (you couldnt go on living with the pain or how you were feeling). s |
i Does not apply o :
I suicidal Behar !
; 0 Actual attempt: ©yes1 | sbht
! Total # of attempts: l:l shtn ||
‘ Has subject engaged in Mon-Suicidal Self-Injurious Behavior? shz ||
! pt: ] 211 Has there been a time when you started to do something to end your life but someone or sbhs | !
something stopped you before you actually did anything?
; Total # of interrupted: l:l sbhan ‘
! Has there been a time when you started to do something to try to end your life but you D yes1 sbha |1
: stopped yourself before you actually did anything? ;
i Total # of aborted: l:l shan ||
; Have you taken any steps towards making a suicide attempt or preparing to kill yourself (such yes:1 Dnoo sbhs |
; as collecting pills, getting a gun, giving valuables away or writing a suicide note)? |
i Suicidal behaviour was present during the assessment period? yes1 Dnoo sbhe ‘
i Completed Suicide: [22:7] 2227_1 Completed suicide was present during the assessment period: yes1@noo b7 |}
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' Answer for Actual Attempts Only H
Most lethal attempt: [2230] 2230_1

Day of most lethal attempt:

Enroll-HD @

]

Moderatsly severe physical damage 3

attmpt21

attmpt22
nct likely to result in injury 0
likely to result in injury 1
kcely to result in death 2
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Enroll-
28 Form “Missed Visit”

" Documentation of Missed Follow-Up

1
MwsFs 1

Source of information: (1 = participant 1 :
()2 = spouse/partner z
(3 = next of kin (family or friends)
(4 = physician 4
()5 = nurse ¢
(6 = other (e.q. hearsay, ohituary in newspaper, death certificate) e
Reason for missed (1 = participant alive, unable to attend FUFR, open to future FUPS 1 e
follow-up visit: ()2 = participant alive, objects to further FUP visits, open to further phone contacts z
(13 = participant alive, objects to further FUP visits and to further phone contacts =
; (4 = participant alive, lost to FUP 4
(5 = participant dead =
(6 = status unclear &
If participant is alive [4056] 4056 1 I
crlwl

Level of care required: {210 = The participant does not require any help for :
basic activities of daily living {un/dressing,
i washing/bathing, getting up/going to bed). o i
: (1 = The participant requires some help to manage
i basic activities of daily living (typically < 4h

support per day), but no full-time supervision. 1 i
()2 = The participant requires extensive help to

manage basic activities of daily living (typically =

4h support per day), and full-time supervision with
i additional help as required. z
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Revision History

Version Summary of Changes

2015-01-R1 Initial version of annotated CRF for the first Enroll-HD Periodic Dataset.

Revised version of annotated CRF for the second Enroll-HD Periodic Dataset.
2015-10-R1 Changes: Total daily dose in Forms PharmacoTx, NutSuppl, Basline and follow-up
version of PBA-s.

Revised version of annotated CRF for the first Enroll-HD Plus Periodic Dataset.
Changes: Forms CSSRS-BL, CSSRS-FUP added, Day of end of study added to form
“Premature End”, Optional Components removed from Enrollment (except
Family History), Chapter Forms and Data Files revised

2016-10-R1
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