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1. What is Viedoc?

= Web-based EDCS (electronic data capture
system)

= Database with a graphical interface used to
collect study-data and deliver it in a tidy Excel
or CSV format

" Programmed with various logic checks to
hinder clerical errors and improve data quality
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2.1 How do | activate my Viedoc account?

= Use the link you received via email to create a
Viedoc test-user account

= Test database URL: https://v4training.viedoc.net/

= Another email will be sent to you to establish
access to the production database when your site
is ready to start including study participants

= Production database URL:
https://v4.viedoc.net/Account/LogOn



https://v4training.viedoc.net/
https://v4.viedoc.net/Account/LogOn
https://v4.viedoc.net/Account/LogOn

ASAC- 2.1 Activating your Viedoc account (e N—

. When clicking the link in the invitation email you enter a two step account activation
procedure:

. Step 1: Read and accept the terms of use. Check the checkbox and click next when done.

. Step 2: Start by providing your first and last name.

. Then set a password for your account. The password must be strong. The indicators to the
right inform you when you have fulfilled all requirements for a strong password. Confirm your
password again.

. Continue by setting a challenge question and answer. Make sure the answer is something you
. always remember.

. Finally, finish off by providing your phone number where we can reach you in case we need to
. contact you. Click next.
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ASAC- 2.2 Logging into Viedoc C SHnscopns

= Tologin into Viedoc, enter your e-mail address and the password that you
selected when creating the account.

= Viedoc training site: https://v4training.viedoc.net

= Viedoc live production site (for actual study data):
https://v4.viedoc.net/Account/LogOn

= Viedoc Clinic is available in the following languages:
= English
» Chinese (Simplified)
=  German
= Japanese o aniisasotisonst
= Polish
= Spanish
=  Swedish

Viedoc 5'3‘

ﬂ LogIn

* You can select the language in the login screen (see
image).
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2.3 How do | add a patient into Viedoc?

Log into Viedoc

Launch the ASAc study

Choose your role iyou have more than one role)

Choose your Site (ifyou have access to several sites)

Click on the g, icon in the top-right of the «Selection» page.

e wnh e

To add a patient to the database, you will need the following patient info:

= Date of informed consent
=  Patient initials

= Date of birth

= Sex

= Race

* Patient number is automatically generated by Viedoc



ASAC-

Scandinavian Livermet Stud

ASSAIL-MI

0% complete
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0% complete

0% complete

0% complete

The study s currently set to operate in demonstration & training mode. Do not input any real data.

ASAc

A multi-centre, double-blinded, randomized, placebo-controlled clinical intervention trial With ASA in patients undergoing liver resection for CRC metastasis

Study status

All sites Norway

Issues My statistics Messages

2.3 Adding a patient into Viedoc

DiViDint

ey

0% complete

.
.
Py

ol

Patients added: 103 ® [DEMO] ASAC study: Randomisation of Patient 99-072 Patient 99-072 has been randomised in the AS.
Resolved queries Open queries Forms
3 days ago by System
~e i () i 25 AP0 DEMOI ASAC sty Randonisation of Batient 99070 Patien: 99-0

1. Choose ASAC from the tray on
the landing page.

2. Click «Launch».

3. Choose your role (if you have
more than one role). (Investigator

and Study Nurse roles are usually used for data
entry)

““
““
L )

E NN NN NN NN NN EE NS NSNS ENEEEEEEEEEEEEEEE

NN NN NN NN NN NN NN NN ENEEEEEEEEEEEEEEEEEEEEEEESR
.

a Study Nurse

: Save, reset, delete, metrics, add/change queries

H
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8@ Launch

.
“ Investigator
.
e

Save, sign, reset, delete, add/change/resolve queries

.
.
.

Medical monitor
Addgipdate/event/form data, metrics
U .
.
\J
.
.

b
Study Goordinator
Read-only a!ﬁess, export of data, metrics

N



ASAC- 2.3 Adding a patient into Viedoc s

Bethany Danielsen D L) Q v

@’MQ The study is currently set to operate in demonstration & training mode. Do not input any real data @)MQ
Selection E
Search 150 ISSUES E = Site 1 * | | Sortby adggffdate v
01-031 B 01-030 B 01-029 B 01-028 B
SITE1 SITEL SITEL SITE1
D:, INIT DOB Dy, INIT  DOB [-l‘ INT  DOB D:, INIT fos
24 BET 03 Jun 1970 E4 Kkkk 05 Jan 1969 §i# xxx 01Feb 1954 b4 o 04 npri9ss

&, Addnew card 5 o |

Informed consent 3. Click on the person-icon in

the top-left of the screen.

Dateofnformed consent: |

Pationt mitals: (5 4. Inthe «Add new card»
window that opens, enter

Demographic info the necessary information.

Dateofbirth:  _ gz3n1970 @ Age: 43 Sex: Male ‘@ Female

Race  ® Caucasian  Black  Asian | Other 5. Click «Save changes».

10



ASAC:- 2.3 Adding a patient into Viedoc G

Participant is now registered and ready for data-entry

Viedoc r\s\;\s ASAc Bethany Danielsen D<)
| DEMO | The study is currently set to operate in demonstration & training mode. Do not input any real data. | DEMO ||
| St WEMY

Details = e @ 2 <2

Show all visits

Screening Qol at screenir _
INIT DOB Screening at time of surg Electronic Qol question
[pEma] L
& BEf 03Jun1970
I
0% 0/2 0/6
Set a visit date
of study visits forms Protocol date
not set
Screening at time of surgery
Informed gbnsent u
Scheduled date
Visit date + not set
Unschedulld events
Adverse evefit (0) i Registration of screening date and method that QoL questionnaires will be completed Visit date
Concomitarfl medication (0) + Please complete this form to gain access to the baseline visit. (et sl
Medical histffry (0) + Check guestion(s)
. Vital signs and physical exam
Add new fnsit + Y .

Hematology and Biochemistry

g

\ 4

e Participant number is automatically generated by Viedoc in numerical order
e Participant numbers cannot be re-used in the event that a patient is deleted from
the database

11
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2.4 How do | add/manage study data?

= First, briefly...
= Study visit overview
= Study form overview

= Then...

= Filling in form data
= Confirming missing form data
= Confirming data outside of programmed logic-checks

» Editing/resetting form data

= Signing forms

= Uscheduled visits (Medical history, concomitant medication, Adverse
events)

= Extra screening visits

12
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2.4.1 How do | add/manage study data? — Selection
view
After selecting your study role, you will come to the " > jaw,

In this view, you can add patients to the database with the . icon,

or quickly get an overview of enrolled patients, as well as pauents
who have either completed the study or been discontinued early.

" Columnsin the view are sort-able

Selection _
= Can sort to see wnicn patients have reached the study endpoints

(Disease recurrence and EOS cause ie. death)

13
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Scandinavian |

DiViDint

(BEmo]

ASAc

Amulti-centre,

randomized.

aammﬁ;

Study status

Al sites

Vith ASAin patients un

Norway

Issues My statistics

Viedoc

Selection
Search
o) 99-082 BET
) 01-032 BET
o) 99-081 BET
) 99-080 BET
o) 99-079 BET
e 99-078 BET
E) 99-077 BET
) 99-076 BET
@ 99-075 BET

\dergaing liver resection for CRC metastasis

114 CARDS [SEUECRERTE

Xt Selection

e -y T =
99-082 01-032 99-081
0w oos ) wr oo 0w
ﬁﬁ BET 14 Jul1960 ;ﬁ BET 03 Jun 1970
i ‘ .

e

99-079 8 99-078 8 99-077
0w oos M wr o oo M wr
& BET 03Juni980 W@ BET 15Jul 1980
i j—

The study is currently set to operate in demonstration & training mode. Do not input any real data.

Disease recurrence? it

Show all sites
DOB i1

14 Jul 1960

EOS cause? 1 PROGRESS 11

03 Jun 1970
04 Jun 1970
06 Mar 1969
03 Jun 1980
15 Jul 1980

24 Mar 1966
05 Feb 1951

Yes

25 Nov 1962

. oon
i# BET 04Jun1970

oon
4 BET 24 Mar 1966

Sort by added date

£

2.4.1 How do | add/manage study data? — Selection view

u

c\ Oslo
e universitetssykehus

99-080 a

™ wr

o0
&4 BET 06 Mar1969

99-076

- TRANNG

008
05 Feb 1951
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2.4.2 How do | add/manage study data? — Details view

After adding a patient to the database or clicking on a currently existing patient in the view,
you will come to the patient [, petais| View.

The «Details» view is used to manage study data at the patient level. It consists of study visits and the
corresponding forms.

Viedoc ,51\! ASAc Bethany Danielsen 19 a -

1. Study visits
2. Visit forms

| DEMO | The study is currently set to operate in demonstration & training mode. Do not input any real data. | DEMO |
StttV =)

Details = g 2 <3»

3113

99 - TRAINING . . . -
Screening Qol at screenir _  Baseline (post-c = Additional scre: 4 mo 4 mo QolL
n INIT DOB Screening at time of surg Electronic QoL questionr Inclusion/medication sta To be used if baseline vis 4 mo post medication stz Electronic Qol question
a"ﬁ BET 06 Mar 1969 07 Apr 2014 H | o74pr2014(-0/+14) 07 Jun 2014 H  o73unz014 H  =scp201s 23 Sep 2014 (-3/+30)
44% 4/6 11/25
of study visits forms FisirEe Ak
not set
Screening at time of surgery
Informed consent n
Scheduled date ®
Visit date [~ ] not set
ﬂ 5 forms with issue(s)
Registration of screening date and method that Qol questionnaires will be Visit date =

e
07 Apr 2014 EZ

Unscheduled events
completed
Adverse event (0) + Please complete this form to gain access to the baseline 2 .
+

Concomitant medication (0) Check question(s)

Medical history (0) +

Vital signs and physical exam
Add new visit + Hematology and Biochemistry

CcT

15
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2.4.3 Study visit overview

= Screening at time of surgery ws

= Extra screening visit** (patient must be re-screened and assessed
for study eligibility) if baseline visit is more than 8 weeks after
screening

= Baseline (post-op) w2

= Registration of study medication initiation at 4 weeks after
livermet surgery via telephone contact with patient

= InNorway: 4 mo, 8 mo, 12 mo, 18 mo, 24 mo, 30 mo, post-treatment-
start follow-ups w3

= InSweden & Denmark: 6 mo, 12 mo, 18 mo, 24 mo, 30 mo, post-
treatment-start follow-ups w9

u 3 6 mo pOSt't reat me nt'Sta rt (End of Study visit) (visit 9in Norway. Visit 8 in Sweden & Denmark)

** See section 2.9 for instructions about how to add an extra screening visit
16
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2.4.4 Study forms at screening

u ChECk questions (This form must be completed to gain access to the Baseline visit)

. Registration of not-done questionnaires
. Registration of paper vs electronic questionnaires

= Vital signs and physical exam
= Weight
. Height
. Heart rate
. Blood pressure
- ECOG status
. Fertility status (female participants only)

= Hematology and biochemistry
. Hemoglobin
. Total WBC
. Platelet count
- Creatinine
. Bilirubin
. CRP
. CEA
. Pregnancy test (potentially fertile female participants only)

. Registration of abdominal CT, chest CT, liver MRI, and liver ultra sound done (must be done within 8 weeks of screening)

= Quality of life questionnaires
. SF-36
. EQ-5D-5L

OBS! Informed consent must be signed before the patient can be added to Viedoc. 17
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2.4.4 Study forms at baseline

Check questions

= Registration relevant medical history

= Registration of concomitant medication

= Registration of pregnancy test delivery to potentially fertile female participants
= Biobank (Oslo only)

Smoking status and alcohol use
CRC oncologic history

= Registration of livermet surgery date, primary tumor, liver metastases, and extrahepatic
metastases

InCIUS|On/eXCIUS|On evaluat|0n (must be completed to gain access to

randomization eCRF)

Ra N d om |Zat|0n (must be completed to gain access to study medication eCRF)

= Assignment of patient to treatment group and KIT number

Study medication

= Registration of number of bottles dispensed, KIT numbers, and batch numbers

18
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2.4.4 Study forms at
Study medication initiation

Patients will receive the study medication at the baseline visit, but will not begin to take it until 4 weeks after the livermet
surgery (after the patient has stopped the home blood thinning shots). Patients will be contacted via telephone to
confirm they have started to take the medication and collect the date that they began to take it.

" Study medication form

= Registration of date patient actually started taking
the study medication

-
-

Study medication

Medication initiation

Planned initation date (planned date v | 22 May 2014 &
registered at baseline visit in this form):

Please enter the actu ldt the patient started 1o take the study medication, even if the date was earlier or
late th 4we k after the livermet surgery.

Actual study medication initiation date v 22 May 2014 =

19
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2.4.4 Study forms at follow-up

Check questions

. Registration of adverse events
. Registration of concomitant medication
. Registration of pregnancy test results since the last control*
. Registration of how quality-of-life forms will be completed
= electronically in ViedocMe
=  on paper and will be punched in to Viedoc by site staff
= over the phone and punched in to Viedoc by site staff (proxy)
= registration that forms were not completed by the patient and are missing

Hematology and biochemistry*
Ll CEA

CT*

] Registration of abdominal CT, chest CT, liver MRI, and liver ultra sound done
= Recurrence assessment

Study medication*

. Registration that study medication was continued
=  Accounting of returned bottles (only if study medication has been discontinued)
=  Accounting of bottles dispensed (at 12mo and 24mo visits only)

Status in study **

. Registration that patient will continue in the study to the next study visit, or be discontinued in study
. Registration that patient will continue on the study medication regimen, or that study medication is being withdrawn*

Quality of life forms
. SF-36
. EQ-5D-5L

(\ Oslo |
universitetssykehus

* Only if disease recurrence has not been confirmed centrally and registered at the previous study visit

** See page 21 for more about the Status in study form

20



ASAC:- 2.4.4 Study forms at follow-up — Status in study form =~ & &

This form has two functions:

—
[Gemo Save changes
e

S i S 1. Registration of continuation/discontinuation in the
Patent and study medication continuation/discantinustion M

S 1. If the patient will continue, the next study visit

will be come available and patient will have

access to the electronic questionnaires 7 days
e before the next planned visit date.
2. If the patient will be discontinued, the End of
Study form will become available at the end of
the visit module for registering the reason the
patient will be discontinued

Choose YES to advance the patient to the next study visit
oR

Choose NO to end patient participation in the study. gain access to the End of Study form and register the date and reason for patient

discontinuation.

Will patient continue in the study at this point in time? Yes No

2. Registration of continuation/discontinuation of the

study medication

A 1. If the patient will discontinue the study
medication, the study medication form will not

ol

- Femal ant
be visible in th ..
e visible in the next visit.

- Patient’s non-compliance to procedures (such as use of restricted concomitant medication)

In the question below:

Please note that patients should discontinue the
or study medication due to pregnancy, disease
recurrence, deterioration in condition, or non-
emm— G —en—m e compliance, but should remain in the study for
follow-up if possible.

21
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2.4.4 Study forms at 36 mo follow-up ©
(End of study visit)

Check questions

Registration of adverse events
Registration of concomitant medication
Registration of pregnancy test results since the last control*
Registration of how quality-of-life forms will be completed:
= electronically in ViedocMe
= on paper and will be punched into Viedoc by site staff
= over the phone and punched into Viedoc by site staff (proxy)
= registration that forms were not completed by the patient and are missing

Hematology and biochemistry*

CT*

Hemoglobin
Total WBC
Platelet count
Creatinine
Bilirubin

CRP

CEA

Registration of abdominal CT, chest CT, liver MRI, and liver ultra sound done
Recurrence assessment

Study medication*

Accounting of returned bottles

Quality of life forms

SF-36
EQ-5D-5L

End of study

Oslo
universitetssykehus

* Only if disease recurrence has not been confirmed centrally and registered at the previous study visit

22
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2.5 How do | fill in form data?

1. First, a visit date must be initiated.

" Forms within a study visit become accessible for
data-entry only after a visit date is initiated.

2. After the visit date has been initiated, click
on the desired form, enter your data, and
click «<Save changes».

23
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2.5.1 How do | set a visit date?

= Two options:
= Plan visit
= |nitiate visit

= «Plan visit» can be used for planning
= Can enter future dates

= Can be used to give participants access to ViedocMe forms
during a specific time-frame (if study visit date will be outside of the date
automatically generated by Viedoc based on the «Initiated» date of the first study visit)

= No access to study forms

= «Initiate visit» is used when you are ready to enter data in
the visit’s study forms.

= Actual study date
= Future dates cannot be entered

24



ASAC- 2.5.1 Setting a visit date @ S

Details Ol @D 2 <2

1104

1. Click on «Visit date» in the visit you

01-031 e &= would like to enter data for.
ST Screening QoL at screenir _  Baseline (post-«

INIT poB Screening at time of surg Electronic QoL questionn Inclusion/medication sta
@ BET 03 Jun 1970

2. Inthe window that opens, click
«Initiate visit».

0% 0/3 0/11 'ﬂ
not set
Informed consent
1 Scheduled date ®
. Visit date + not set
Unscheduled events

% || Check questiont) vt 3. Use the calendar tool to select the
Concomitant medication (0) *
Medical history (0) + Vital signs and physical exam Vvisit d ate * .
Hematology and Biochemistry
Add new visit +

CcT

4. Click «Save changes».

. — 5] 01-031 | Screening [ cose |
(58] 01-031 | Screening | Close | —

Screeni ng stow HisTorY ) (D

@ Plan visit @ Initiate visit

Sc reening stow History @) (D

G-) Plan visit L Litintmainit

4 April 2014 »

Su Mo Tu We Th Fr Sa

1 2 3 4 5
Form Hist
3. 6 7 8 9 10 1 12 £ Form History

13 14 15 16 17 18 19
Bethan TM14:59 CET

20 24

D Form History 27

|

EZH] 01-031 | Screening

Screening = svow HisTorY (@ (D

Visit date

14 Apr 2014

i
Bb

* When entering actual patient data in the production database, this will be the clinic visit. But for testing
purposes, this date should be 1-2 years in the past so that the full study course can be tested.

25



ASAC- 2.5.1 Setting a visit date e 1

Protocol date

not set
Screening at time of surgery
Scheduled date C")
Visit date v | not set

Visit date

Chefk question(s) * 14 Apr 2014 e

Vitafsigns and physical exam

Hergatology and Biochemistry

The visit will turn green, indicating that a visit date has been set and visit forms are
accessible and ready for data-entry.
The visit date will be displayed to the right of the visit forms. 26
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Details

Show all visits

01-031

SITEL

Screening Qol at screenir _
(™ wr o oos Screening at time of surg Electronic Qol question:
m BET 03 Jun 1970 14 Apr 2014 14 Apr 2014 (-0/+14)
I
0% 1/3 0/11
ofstudy  [REES forms
Screening at time of surgery
Informed consent ]
Visit date
Unscheduled events
+
Adverse event (0) Check question(s)

Baseline (post-«
Inclusion/medication sta

14 Apr 2014 (-0/+60)

2.5.2 Registering data

=L@ & <3

Protocol date
not set

Scheduled date ®

] not set

Visit date

oncol nt medication (0)
Medical history (0) 1 . Vital signs and physical exam

Hematology and Biochemistry

Add new visit +
CcT

The bar to the left of the
form name will be grey if the
form is empty.

After a form is filled out and
saved, the bar will turn green
if the data is consistent and
nothing is missing.

The bar will turn red if a
logic-check as been triggered,
a query has been raised, or
the form has missing data.

Ee
* 14 Apr 2014 Ed
+
+
+

01-031 ~  Screening [14 Apr 2014] ~

Vital signs and physical exam

Clinical exam

Was a clinical examination performed?

Weight (kg) Height (cm):

60 150

Heart rate and blood pressure
Heart rate

Heart rate: 100

Blood pressure

Systolic (mmHg) Diastolic (mmHg)

120

ECOG performance status
0 - Fully active, able to carry on all pre-disease performance without restriction
® 1-Restricted in physically strenuous activity but ambulatory

2 - Ambulatory and capable of all selfcare but unable to carry out any work activities

3 - Capable of only limited selfcare, confined to bed or chair more than 50% of waking hours

4 - Completely disabled. Cannot carry on any selfcare. Totally confined to bed or chair

Childbearing potential

Is the patient potentially fertile?

‘ 5‘ Oslo
" universitetssykehus

Click on the form you
wish to enter data
for.

In the form that
opens, fill in the

necessary data.

Click «Save changes».

27
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2.5.3 Registering data — logic checks

The eCRF is programmed with various logic
checks to prevent data-entry errors.

In most forms, it is possible to override the

system and enter the data anyway by entering a
reason why the data is correct.
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Scandinavian Livermet Study

[EEm] 01-031 ~ Screening [14 Apr 2014] ~

=

Vital signs and physical exam

Clinical exam

Was a clinical examination performed? ® Yes | No

Weight (kg): Height (cm):

e
Awaits answer

? Weight kgl Body weight is not within the expected range (>=40 & <=150). Please verify.

Weight (kg):

7 Body weight is not within the expected
= range (>=40 & <=150). Please verify.

v Confirm data is correct?

Your answer

Data is correct

Or close this pop-up and change the data

| Ready |

2.5.3 Registering data — logic checks

G mershemykehus

Click on the query message at the
bottom of the variable field.

In the window that opens, click
«Confirm data is correct»

Enter reason.

Click «Ready».

The field will remain
highlighted in orange, but
the form can be saved
and the visit statusbar
will be green.

A message will be sent to

the study data manager
to be approved.

29
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2.5.4 Registering data — confirming missing form data

It is possible to register a variable as missing if
the data was not able to be collected.

— Variables registered as missing will not generate an error message when the
form is saved, and the form can then be signed (see section 2.6 for more on signing forms).

This function may be particularly useful for data-
entry of paper Quality-of-Life forms, where
patients may have skipped questions.

30



ASAC- 2.5.4 Registering data — confirming missing form data = &

S e =3 1. Click on the (= icon in the top-right of the field of the variable that you want to register as

) missing.
Smoking status and alcohol use
2. In the window that opens, use the drop-down menu to select the applicable variable.
Smoking status
Has the patient ever been a smoker? Yes (8 No 3. Click the radio button next to «Confirm field is missing»
4, Briefly describe why the data is missing.
Alcohol use
5. Repeat 1-4 for each missing variable. If all variables in a field are missing, choose «All fields»
Does the patient drink alcohol? ® Yes No

from the drop-down menu.

How often does the patient drink alcohol? " Once amonth or less
2-4 times a month 6. Click «Ready»
2-3 times a week
The variable(s) is/are now registered as «missing» and a query will be sent to the data
manager for review and approval. The form can now be saved without generating an error

message, and the form is ready for signing by site-staff with the investigator role.

4 or more times a week

How many units of alcohol does the patient tend to consume in a sitting?

1unit= 33 beer, 15 dl wine, 7 cl fortified wine (20%), 4 cl liquor (403

Add new action

Select a field

5] 01-031 - | Baseline (post-op) [14 Apr 2014] ~ [ close |

Select afield

Select a field
All fields
Does the patient drink alcohol?

How often does the patient drink alcohol?

Smoking status and alcohol use

Smoking status How many units of alcohol does the patient
tend to consume in a sitting?
Has the patient ever been a smoker? Yes ® No
Alcohol use
Does the patient drink alcohol? ® Yes  No
| Add new action
How often does the patient drink alcohol? Once a month or less

2-4 times a month Select a field

How often does the patient drink alcohol?

Choose type of action
®  Confirm field is missing 7

Add reason for missing field here

2-3 times a week
4 or more times a week

How many units of alcohol does the patient tend to consume in a sitting?

1unit = 33 | beer. 15 dl wine. 7 cl fortified wine (20%). 4 cl liquor (40%)

Information not ghtained during patient interview| A|

# Howmany Confirmed as missing! ‘Information not obtained during patient interview’ Awaits approval
7 Howoften . Confirmed as missing! Infermation not obtained during patient interview’ Awiaits approval

| Ready | | Cancel |




ASAGA’ (\ t?r?is,ersi sssssssssss

2.5.5 How do | edit a form after it’s been
saved?

It will sometimes be necessary to edit a form
after it has been saved due to data-entry error,
change in available information, etc.

= Changes will be logged (date, reason, and person
who made the change)
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ASAC-

Scandinavian Liverm)

Details

Show all visits

01-031

SITE1

Qol at screenir _

Electronic QoL questionn

14Apr2014 (-0/+14)  EF

Baseline (post-«

Inclusion/medication sta

14 Apr2014 i ]

Screening
NT DoB { Screening at time of surg
Dimo]
wa BET 03Jun1970 14 Apr2014
I
36% 2/3 4/11
of study visits forms.
Screening at time of surgery
Informed consent

I Visit date
“ 2 forms with issue(s)

Unscheduled events Check question(z)

Adverse event (0)

Concomitant medication (0)

Show deleted forms (2] Protocol date

not set
Scheduled date
not set
Visit date
* 14 Apr 2014

Medical history (0]
I CT

I Vital signs and physical exam
L
o —Hematolagyuand B)

Add new visit +

01-031 ~

# Form isin view mode. Click Edit’ to make it editable

Screening [14 Apr 2014] ~

CT [ -]

Was an abdominal CT done?

Abdominal CT date |14 Apr2014

Was a chest CT done? ( Yes ® No

\n—-—(

Was a liver MRI done?

Was a liver US (with contrast)

done?

Where were these tests taken? Local hospital

® Treating university hospital

stow ristorr @) (1D

p Form History

Bethany Danielsen | Viedoc™ 4.37.6487.28402 | 2017-10-30T15:40 CET

Version 1| 157.0 | ASAc | Site 1

[Ezm) 01-031 -

Screening [14 Apr 2014| ~

i)

Was an abdominal CT done?
Abdominal CT date + 14 Apr 2014

Was a chest CT done?

Chest CT date 14 Apr2014

Was a liver US (with contrast)
done?

Where were these tests taken? Local hospital

@ Treating university hospital

"D Resetform

Lo

2.5.5 Editing a form after it’s been saved

&'_ < & » 1.

1104

(3 ==

c\ Oslo
B universitetssykehus

Click on the form you
wish to edit.

In the form that opens,
click «Edit».

Make the necessary
changes by simply
clicking on or entering
the new data.

Click on the change
text that has appeared
at the bottom of the
field.
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ASAC:- 2.5.5 Editing a form after it’s been saved @ St

Was a chest CT done?

Choose reason for changed value

@ Transcription error
: Query resolution

 Other reason {describe below)

01-031 = | Screening [14 Apr 2014] ~

@il

Was an abdominal CT done? ® Yes No

Abdominal CT date: v 14 Apr 2014 &

Was a chest CT done? ® Yes No

5. Inthe box that opens, choose ChescTase L s | m
the reason for the Change. Was a liver MRI done? " Yes (& No

Was a liver US (with contrast) ~ Yes ‘@ No
done?

6. Click «Ready».

Where were these tests taken? Local hospital

@ Treating university hospital

7. Click «Save changes».

The change is now registered.
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2.6 How do | signh a form?

After a study form is completed and issue-free
(all data is entered and all queries have been
resolved), it should be signed by the site

investigator to signify that the data has been
verified and the form is completed.

This is done using the | £¢ icon in the upper left-
side of the Details view.
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Scandinavian Livermet Stud:

2t Details

01-031

SITEL

INT  DOB

© 4 BET 03Jun1970

63% 2/2 711
of study visits. forms

Informed consent

A 2 forms with issuets)

Unscheduled events
Adverse event (0)
Concomitant medication (0)

Medical history (0)

Add new visit

[ 01-031

Show only unsigned forms -]

~ Patient identified

I Informed consent

~| Screening

Visit date: 14 Apr 2014

()

T
Vital signs and physical exam
Check question(s)

SF36 sperreskjerma om helse

~| Baseline (post-op)

Visit date: 14 Apr 2014

Show all visits v

Screening

{ Sereeningattime of surg

| 14 Apr2014 14 Apr 2014

Baseline (post-«

Inclusion/medication sta

Screening

Screening at time of surgery

I Visit date
I Check question(s)

I Vital signs and physical exam
Hematology and Biochemistry

I (5]

Paper questionnaires for data entry

I SF36 sporreskjema om helse

EQ-5D-5L Sperreskjema om helse

7 unsigned forms. Sign all?

2.6 Signing a form

| Cancel |

Show review status

1 unsigned forms. Sign all?

[

5 unsigned forms. Sign all?

v
g e
3 e

[

1 unsigned forms. Sign all?

[

Show deleted forms (2)

<]

01-031 ~

mo: -

Protocol date
not set

Scheduled date
not set

Visit date
14 Apr 2014

« 2

10/113

Screening [14 Apr 2014] ~

# Form is in view mode. Click ‘Edit” to make it editable

CT

Was an abdominal CT done? ® Yes No
Abdominal CT date v | 14 Apr 2014 B

Was a chest CT done? Yes ® No
Was a liver MRI done? Yes ® No
Was a liver US {with contrast) Yes ® No
done?

Where were these tests taken? Local hospital

Clickonthe ¢ icon.

Qo
e universitetssykehus

The window that opens will list all
initated visits, and all forms ready
for signing within those visits.

Click onthe <@ icon for the

form(s) you wish to sign.

The form will open. Verify that the

data is correct.

Click «Close».

®  Treating university hospital

=

show HisTory () CID



ASAC:- 2.6 Signing a form G S

|
@ 01-031 6 unsigned forms. Sign all? 7 | Cancel | . .
. || 6. Clickthe & icon next to the form you
Show only unsigned forms hJ Show review status Wi S h to Sign .
~ | Patient identified 1 unsigned forms. Sign all? 7 ClICk « Ready»
I Informed consent @
8.  Enter your Viedoc password and click
- screening 4 unsigned forms. Sign all? «Confirm ».
Visit date: 14 Apr 2014 @
I o g e @ 9. The signed form will now have a blue
v
checkmark visible in the Details view. ﬁ
I Vital signs and physical exam @
I Check question(s) n ar
Screening Baseline (post-«
I SF36 sperreskjema om helse ap 4 Screening at time of surg Inclusion/medication stz
14 Apr 2014 14 Apr2014 i |
~| Baseline (post-op) 1 unsigned forms. Sign all?
S C r e e n I n g Show deleted forms (2)
Visit date: 14 Apr 2014 @
Screening at time of surgery
I Visit date
[D;FZ@ 01-022 Confirm signing of 1 forms. Cancel I Check question(s)

<

I Vital signs and physical exam

Hematoloay and Biochemistry +

E s B

By giving my password below | confirm that all data recorded for the selected
forms is in accordance with applicable regulations — unless otherwise stated in

supporting documentation.

Password . .
n Paper questionnaires for data entry
sesssee Conf .
| enmrm I SF36 sperreskjema om helse
EQ-5D-5L Sperreskjema om helse +
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ASAC- 2.6 Signing a form — signing all forms at once (€1 T—

It is also possible to sign all forms at once.

[EEE] 01-031 6 unsigned forms. Sign all? 1 . ‘ Cancel

Show only unsigned forms

- Patient identified

I Informed consent

~| Screening

Visit date: 14 Apr 2014

Vital signs and physical exam

SF36 sporreskjema om helse

I Check question(s)

- Baseline (post-op)

Visit date: 14 Apr 2014

=) 01-031 0 unsigned forms. Sign all?

Show only unsigned forms

v Patient identified

I Informed consent

~| Screening

Visit date: 14 Apr 2014
I Vital signs and physical exam
I Check question(s)

SF36 sperreskjema om helse

~| Baseline (post-op)

Visit date: 14 Apr 2014

Show review status
1 unsigned forms. Sign all?

B e

4 unsigned forms. Sign all?

A =

& 6 6

<]
-]

1 unsigned forms. Sign all?

g =

—

Cancel

Show review status

0 unsigned forms. Sign all?

B =&

signed forms§Sign all?

N\ &

8

@
L R I <

0 unsigned formsf§iSign all?

A =&

1. After clicking on the icon and verifying the form
data is correct, click on «Sign all» at the top of the
window.

2. Blue checkmarks will appear on all signable forms. Click
«Ready».

3. Enter your Viedoc password and click «Confirm».

[EEE 01-031 Confirm signing of 6 forms. | Cancel ‘

By giving my password below | confirm that all data recorded for the selected
forms is in accordance with applicable regulations — unless otherwise stated in

supporting documentation.

Password

sesssens Confirm

Please note: Forms can be edited after being signed. They
will, however, need to be signed again.
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2.7 How do | manage queries?

Queries are a discrepancy management tool used in databases. When data
entered does not pass validation rules, a query may be issued to the site entering
the data to request clarification of the entry.

Queries can be generated in two ways:

1. Automatically by Viedoc when data falls outside of a logic/validation check
programmed by the data manager (see section 2.5.3 for more on logic checks)

2. Manually by the data manager or a study coordinating study nurse when
clarification of an entry is deemed necessary

When a query is raised either automatically by Viedoc, the data manager, or
coordinating study nurse, site staff must enter a clarification/reason for the
discrepancy in order for the query to be "resloved” and for the form to be ready
for signing by the site investigator.

It is best to handle queries on an on-going basis, and important that queries are
resolved before a visit from a study monitor.
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ASAC-

2.7 Managing queries

¥ This form contains 9 required ficlds

# Form is in read-only mode.

Hematology and Biochemistry H

Was a blood sample taken?

®

® Yes No

Date of sample P —

DEMO
\BERD

Edit

Total WBC (leukocytes)

Not done

Result

(I

Platelet count (thrombeocytes)
Not done
Result Unit

135 1079/L

e

# Formisin view mode. Click Edit to make it editable
¥ This form contains 9 required fields

1 queries to be resolved

Hematology and Biochemistry

Was a blood sample taken? ® Yes No

Date of sample v | 16 Oct 2017 ]

Hemoglobin

Not done

Result

Result Result missing - please add a value or register data as missing

Total WBC (leukocytes)

Mot done

Result

)

Platelet count (thrombocytes)
Mot done
Result Unit

135 1049/L

SHOW HISTORY

(\ Oslo |
universitetssykehus

In this example, the study data
manager has raised a query for a
missing laboratory result (1).

The variable that has been queried
will turn orange. A [7]icon will
appear in the bottom of the
variable group, along with a
message from the person raising
the query and an orange “awaits
answer” icon.

From the | ** Details| view, the form
will be marked with a number in
orange, to indicate the number of
queries in that form that are
awaiting an answer.
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(5

Hematology and Biochemistry

Was a blood sample taken? ® Yes No

* 16 Oct 2017 i

Hemoglobin
Mot done
Result Unit

10 a/dL

2.7 Managing queries

Result Closed due to data edit! ( I

Total WBC (leukocytes)

Mot done

Result

]

Platelet count (thrombocytes)

Mot done

c\ Oslo |
universitetssykehus

1. After the query has been
resolved by the site staff (in
this case, a valid value has
been entered), the text at the
bottom of the variable group
will change to “Closed” and the
orange text will change to
“Awaits approval”.

The data manager/coordinating
nurse who originally raised the
qguery will then review and
approve the query answer. If the
guery was generated by Viedoc,
the data manager will also review
and approve the query answer.
After approval, the orange icons
will disappear, and (if the form has
no other issues), the form will be
ready for signing by site-staff.
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Scandinavian Liverm

2t Selection

Search

NO-99-102

39 - TRAINING

INT  DOB
2"S BET 20 Jun 1953

99-098

39 - TRAINING

rl INIT  DOB
&% BET 20 Nov 1960

102 CAR['@ 1

NO-99-101

99 - TRAINING

™

DEMG]

INIT

DoB

BET 16 Mar 1974

99-097

99 - TRAINING

DEMO

INIT

DOB

BET 11 Dec 1947

2.7 Managing queries

You can quickly get an overview of all

open queries from the

NO-99-100

99 - TRAINING

_P‘_ INT  DOB
ﬁi‘i BET 13 Aug 1962

99-096

99 - TRAINING

INIT DoB
2 BET 10 Oct 1970

t %

99 - Training M Sort by added date

H NO-99-099

99 - TRAINING

'_‘l INT  DOB
ﬁ"‘i BET 12 Aug 1975

B 99-095

99 - TRAINING

'_‘l INIT  DOB
&% BET 05 Nov 1953

view.

c\ Oslo
B universitetssykehus

1. Click on the “issues”-icon to get a

list of all issues.

2. Use the drop-down menu in the
top-right corner to see only those
queries that are open and

awaiting an answer.

21 Selection

Search

D it

3 99-010

99 - Training

w3 99-017

99 - Training

5 99-018

99 - Training

5 99-019

99 - Training

w5 99-019

99 - Training

o5 99-020

99 - Training

=== 99-020

102 CARDS | qERYE=itlay

REFERENCE it

Baseline

Inclusion/exclusion evaluation

Is the patient eligible to be
included in the study?

Baseline

Baseline

Inclusion/exclusion evaluation

Is the patient eligible to be
included in the study?

Baseline

Baseline

Inclusion/exclusion evaluation

Is the patient eligible to be
included in the study?

Baseline

Baseline

Inclusion/exclusion evaluation

ISSUE DETAIL §f

7 If eligible, all inclusion criteria should be
yes, and all exclusion criteria should be no.
Please verify.

System 02 May 2017 12:05 CEST

7 Visit date is not within the protocol visit
window
System 05 May 2017 15:22 CEST

7 If eligible, all inclusion criteria should be
yes, and all exclusion criteria should be no.
Please verify.

System 09 Jun 2017 10:06 CEST

7 Visit date is not within the protocol visit
window
System 20 Jun 2017 17:04 CEST

7 If eligible, all inclusion criteria should be
yes, and all exclusion criteria should be no.
Please verify.

System 20 Jun 2017 17:04 CEST

7 Visit date is not within the protocol visit
window
System 20 Jun 2017 17:08 CEST

7 If eligible, all inclusion criteria should be
yes, and all exclusion criteria should be no.

99 - Training Open queries

Allissues
CONFIRMATION it Al .

open issues
All queries

Open queries

My queries
Pre-queries
Missing data

Form upgrade pending

Queries awaiting approval
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ASAC- @ Surasoans
2.8 How do | register Adverse
Events/Serious Adverse Events, Medical
history, and Concomitant medication”

» These forms can be found under «Unscheduled
events» on the left side of the Details view

" Can complete as many of these forms as needed

= One form per Adverse event/medication/medical
condition
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ASAG: 2.8 Registering unscheduled events @ S

2t Details 01-031 ~ | Concomitant medication [07 Nov 2017] ~ [ ‘close
—
Show all visits
01-031 Concomitant Medication
Screening Baseline (post-«
| wr o oos 4 t time of surc sta
>“ol BET 03 Jun 1970 14 Apr 2014 14 Apr 2014 i ]
¥
Med # Medication name (generic name):
ii z}i Screenin g €=I8 Showr delesed forme (2 1 Bupropion
Informed consent Screening at time of surgery Indication: Associated AE# (if applicable): )
I Visit date Depression

Unscheduled events I Er= il
Adverse event (0) 1 . +
Concomitant medication (0) + Daily dose: Unit:
Medical history (0) + 100 mg

o Route of administration
Add new visit +

Oral v
Frequency

EQ-5D-5L Sporreskjema om hel®

BID (twice a day)

Under unscheduled events on the
side of the Details view, click on the fo
you wish to register.

=

01-031 ~ Medical history [07 Nov 2017] ~

Medical History

2. Inthe form that opens, enter the

necessa ry data Record number: 1
Relevant patient medical history encompasses diseases or illnesses with potential contraindications for the
treatments or conditions included in this study, potentially altering the risk for adverse events.
3. Click «Save change Piagnosis
i
Treatment:
Pro-tip: It is possible to enter year only if = 9 =
. N Current date Bupropion
month/day is not known, or only month/year if ...,
day is not known. Use the drop-down arrow to  oanetknown -
the Ieft Of the date field- :Z::h rernown tart date: Ongoing? E

e Yes No

v Oct2010
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ASAC- 2.8 Registering unscheduled events @ Hscasoens

Detalls

01-031

SITEL

n} INIT DOB
£ BET 03 Jun 1970

63% 2/2 711
of study Visits forms

Informed consent u

After the forms have been saved,
the Unscheduled Events overview will
be updated with the number of forms

that have been filled out

H 2 forms with issue(s)

Unscheduled events

Adverse event (0)

Concomitant medicatiol@
Medical histm@

Add new visit
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Scandinavian Livermet Study

2t Details

01-031

SITE1
INT  DOB
<2 BET 03 Jun 1970

63% 2/2 711
of study visits forms
Informed consent »
ﬂ 2 forms with issue(s)
n Unscheduled events
Adverse event (0) +
Concomitant medication (1) +
Medical history (1) +

2.8 Unscheduled events — alternate view

D] 01-031

| 01-031

Adverse event

e
+ universitetssykehus

Click on «Unscheduled events» to quickly get an
overview of all forms that have been added.

The window that opens will have the total number of
each type of form that has been completed.

Click on the arrow button next to the form type to
quickly see a summary of the forms (Record number,
start date, diagnosis/medication, and stop date if
applicable)

Unscheduled events

Adverse event

Concomitant medication

Medical history Levent. Add new

Unscheduled events

«  Show review status

0 events. Add new

Concomitant medication 1 event. Add new

I 1- -Bupropion - -

Add new visit

]

1 event. Add new

Medical history
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2.8.1 A bit about the Adverse Event form...

» |tisimportant to register Adverse Events immediately in the Adverse Events (AE) form in Viedoc

= Relationship to study medication will be assessed, and in the event of a Serious Adverse Event (SAE), both
relationship to study medication and expected vs unexpected event will be assessed by the study’s medical
monitor.

= \Variables in the AE form that require a medical assessment (ie. Severity of event, and relationship to study
treatment) must be completed by a study Investigator, and will be locked for those with all other roles (for
example, the study nurse role)

=  Per national guidelines:
= Adverse events/Serious adverse events will be sent to SLV once a year

= Life-threatening SUSARs (Suspected Unexpected Serious Adverse Reaction) are reported to SLV within 7 days of the event

= Non-life-threatning SUSARs are reported to SLV within 15 days of the event

= |faSerious Adverse Event is registered:

= A new portion at the bottom of the Adverse Event form will become visible, but it will only be editable by
the Medical Monitor

=  The Medical Monitor will receive an email automatically generated by Viedoc
= The Medical Monitor will log-in, review the Adverse Event form, and evaluate possible relatedness of the

event to the study drug, and whether the event was «expected» or «unexpected»
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ASAGH . -
g 2.8.1 Adverse event form - Serious adverse event Shiminse

Adverse event [07 Nov 2017] ~

Recovering/resolving

=

31 ~ Adverse event [07 Nov 2

should be sent as 500N as it Is avallable.

Narratives and comments.
Not recovered/not resolved
Death

Unknown

To be completed by study investigator
Serious Adverse Event

Date of report .
Was/is this a serious adverse event? v ddMMMyyyy @&

Name of reporter

Date event became serious:

. 07Nov2017 (investigator)
Did this event result in death? Yes ® No
To be completed by medical monitor
P . . Relationship to study drug: C Iy
Was/is this event life-threatening? ® Yes No P Ve a n O n
be edited
Did this event require in-patient hospitalization or prolongation of ® Yes No Unlikely
an existing hospitalization? Possible by t h e
Will thi i ~ ianifi N o Probable
ill this event result in p or significant disability/incap. Yes (@ No .
Medical
Was the AE expected or unexpected?
Is this a congenital abnormality or birth defect? . .
’ ’ o Monitor
o . . ) Unexpected
Was/is this an important medical event that may jeopardize the Yes ® No
K o R I hereby confirm that | have reviewed this SAE/AES! and all refated information in the CRF and that | will sign this event immediately after
subject or required intervention to prevent one or more of the

saving it.
outcomes listed above?
Date of evaluation: + | dd MMM =

[DEMO] ASAC study: Serious Adverse Event/AE of special interest for Patient no. 01-031
no-reply@viedoc.net

Sendt 1i07.11,2007 1503
il Bethany Kirsten Darielsen

Viedoc ("

An SAEJAESI has been reported in the ASAC study for patient no. 01-031

Email
generated

Please log in and assess the relationship to study medication.

This message (including any attachments) contains confidential information

intended for a specific individual and purpose, and is protected by law. If you are b Vi e d o C
not the intended recipient, you should delete this message and are hereby notified y

that any disclosure, copying, or distribution of this message, or the taking of any

action based on it, is strictly prohibited.

A system generated email is sent to the study’s medical monitor when you answer «Yes» to the question «ls this a serious adverse event?» .

The medical monitor must log into Viedoc and assess the relatedness to the study medication. 48
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2.9 How do | add an extra screening visit if
the baseline visit happens more than 2
months from the first screening date?

" An «ad hoc» screening visit can be added to
the patient’s study flow if necessary

" Found in the | == “Imenu in the Details
view.

49



ASAC- 2.9 Adding an extra screening visit e S—

1. Click on «Add new visit».

Details

2. Inthe window that opens, select Additional screening visit from the drop-
down menu*.

01-031

STE 3. Click «plan visit» or «initiate visit» and select a date with the calendar

INIT DOB tOOI

£ BET 03Jun1970

63% 2/2 7711
of study visits forms

Informed consent

4. Click «Add visit».

5. The visit is now available in the patient’s study-flow and ready for data-
entry.

E=HE] 01-031 | Add new visit

ﬂ 3 forms with issue(s)

Add new visit

Visit name
Additional screening wisit 1
01-031 Add new visit . |
I

(® Plan visit @ Initiate visit Add new visit

Visit name

Unscheduled events ﬂ

Adverse event (1) +

Concomitant medication (1) +

Close ‘

Medical history (1) +

Add new visit

Additional screening visit

Visit date
Additional scre:

5 To be used if baseline viz 25 Jun 2014

25 Jun 2014

*The emergency unblinding form is also listed, but this form is only to be used by those with the «Unblinded investigator» role in Viedoc
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3. ViedocMe

= Participants will use the ViedocMe webiste to complete the QoL
QUEStiOnnaireS E|9Ctr0nica”y (data-entry of paper questionnaires is also possible)

= The URL is: https://v4dme.viedoc.net

= Questionnaires and text on the ViedocMe site can be displayed in
Norwegian, Swedish, or Danish.

= Participants can access their ViedocMe account and complete forms
from any internet connected computer, tablet, or phone
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ASAC- Qoo
sssssssssssssssssss

3.1 How do I give a participant access to
the electronic questionnaires in
ViedocMe?

= Before a participant can access the
guestionnaires:

= Their ViedocMe account must be activated (done in
Details view by site personnel)

= A visit date for the associated study visit must be
initiated or planned
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ASAC- 3.1 Activating a ViedocMe account G

1.  Plan/initiate visit date
2. Click on mobile-icon in the top-left of the screen
: 3.  Choose language
Details E . )
4.  Click «Activate account»

99-082 o 5.  Click «Print login info» to open a PDF with

8w o L ViedocMe link, user-name, and PIN-code

@@ BET 14 Jul1960 07 New 2017 07 Nev 2017 (-0/+14)

I
Protocol date

- <
of study visits ferms Tt

Informed consent
Scheduled date
1 I Visit date not set
Unscheduled events .
e t (0)
. ]
.

Participant can now log-in and complete the
questionnaires

Visit date
07 Nov 2017

medication (0) * form

Check question(s)

nnnnn
Vital signs and physical exam

Hematology and Biochemistry

o Activate ViedocMe account

Language displayed to the subject

Norwegian (Bokmal)

ViedocMe )/

. B3 99-082 [ close |
The PDF will have
everything the ViedocMe account
@ https://v4meuat.viedoc.net participant needs to Details | Status
log-in and complete —
* FZA224 the queStlonnalres Language displayed to the subject

Norwegian (Bokmal)

B, Print login info £1 ResetPiN [ Lock account
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ASAC- 3.2 Logging into ViedocMe G mns

ViedocMe log-in page
a O T ————r

ViedocMe )/

F 3 FZA224

The particiapant will enter
user-name and PIN-code
from the PDF generated in
Viedoc clinic view

L}

Logg pa

[ D p-acl G
ViedocMe homepage that / i Viedoche ) A S
participant will see after f Gieaer e
logging in S
Participant will click on =
«Next scheduled task» to ’
begin the first °
questionnaire.
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ASAC- 3.3 Filling out questionnaires in ViedocMe @ s

< Tilbake Viedothﬁ
SF36 kiji hel: 1/9 . . .
CPEEHETE A SR After clicking on the next available
INSTRUKSJON: Dette sporreskjermact handlcr om hordan du se pé din egen task, the participant will complete
hvordan du er i stand til a utfere dine daglige gjeremal.
the SF-36.

Hvert spersmal skal besvares ved a krysse av det alternativet som passer best
for deg. Hvis du er usikker pa hva du skal svare, vennligst svar sa godt du kan.

All guestions are mandatory.

1. Stort sett, vil du si helsen din er:

God When all questions on each page
Ganske god have been answered, the «Next»
Dariig button on the bottom of the page

will turn green and the patient will
2. Sammenlignet med for ett ar siden, hvordan vil du si helsen din stort sett er
na? be able to advance to the next

Mye bedre na enn for ett ar siden p a ge .
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ASAC- 3.3 Filling out questionnaires in ViedocMe G e

ViedocMe )

After all pages are completed, the
participant will click «Send» to submit the
form.

SF36 sperreskjema om helse 9/9

36 av 36 spersmal besvart

Klikk "Send for & sende inn data. Veer oppmerksom pa at du ikke kan ga tilbake
og redigere de innsendte data. Hvis du @nsker & endre noen av dine svar, kan du
klikke Tilbake', endre data og deretter sende inn dataene.

Please note: Forms cannot be edited by
the participant after they are submitted
on this page.

After the questionnaire is submitted, the participant VledocMe%

will click «Go to startpage» to return to their
ViedocMe homepage and begin the next SF36 sporreskjema om helse

questionnaire.

Takk skal du ha!

Sperreskjemaet ble sendt inn! Na kan du lukke denne siden, eller klikk "Tilbake
til startsiden og fortsette a bruke ViedocMe.

The submitted questionnaire will be immediately be
viewable by site personnell in the clinic view.

Din neste planlagte oppgave

I dag, 7. november 2017

VIed OCMe) Studie informasjon Innstillinger Logg av Tilbake til startsiden
|£7 100% 0 tapt oppgave.

Neste planlagte oppgave

| dag, 7. november 2017
EQ-5D-5L Sperreskjema om helse

Tilgjengelig i 14 dag(er)! >
Ikke planlagte oppgaver E/,’
Vis alle oppgaver 2

Fa hjelp
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3.4 How do | manage ViedocMe access

= Username is permanent for the study participant
throughout the study and cannot be changed

= PIN-code can be reset (by site personnel) as needed
(for example if a participant forgets their PIN-code)

= ViedocMe accounts can be locked or unlocked as
needed

= The ViedocMe account will be locked if a participant tries
to log-on several times with the wrong password
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ASAC-

3.4.1 Managing ViedocMe access — resetting a PIN-code
Viedoc me o]
(Bevo) (oemo) 1. Click on the telephone-icon.

i 3 3>

. Details . )
In the window that opens, click «Reset PIN».

A new PIN-code will now be visible.

Show all visits

98-015

Screening/Trea Screening Que:
3 wr DOB
WEL:J‘ BET 26 Aug 1989 18 Sep 2017 18 Sep 2017 (-0/+30)  Fid . . . .
; 3. Click «Print login info» to generate a new
—p 9 . . . .
e i Screening itment ~ Pt U PDF with the new log-in information.
Participant information [ v | ﬂ T Sehedulia s ®
not set . . .
S Check questiont =1 B 4.  Click «Close» to exit the window.
Adverse event (0) x 1VIas“s::u2017 =]

fEn) 98-015 (23l 98-015 4,

ViedocMe account ViedocMe account

Status Status

User name User name PIN code

FIU293 FIUZ93 1841

Language displayed to the subject Language displayed to the subject

English [United Kingdom)

Subject email address

vaen

Subject phone number

&, Print login info

v Send reminders to this e-mail address

v Send reminders to this phone number

£ Reset PIN

B Lock account

English (United Kingdom)
Subject email address
whrk

Subject phone number

&, Print legin info

v/ Send reminders to this e-mail address

+' Send reminders to this phone number

Bethany Danielsen | Viedoc™ 4.36 6462 20733
Version 1| PrEP | 98

2017-09

£3 ResetPIN

18T14-43 CEST

i Lock account
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3.5 Viewing ViedocMe data

= To view ViedocMe data, click on the ViedocMe
visit in the StUdy flow (you may need to refresh the Details

view if the participant has completed the forms while you have their
Details screen open)

" The forms will turn green after they have been
completed
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Scandinavian Livermet Study

ASAC- 3.5 Viewing ViedocMe data G

2t Details 2Ol @ & <3

e = | 1. Click onthe ViedocMe formin
99-082 . . .
%2 TRAING Screening Qol at screenir _ the VledOCMe V|5|t that yOU

Q INIT pos Screening at time of surg: Electronic Qol. questionr . .
i BET 14 Jul1960 07 Nov 2017 07 Nov 207 wish to view.
|

= . Qol at screening Protocoldate I

07 Nov 2017 (-0/+14)

g | eoee— o 5 2. The form will open in read-

| s doee i e only mode and you will be
Adverse event (0) + ‘ M Visit d;‘lle a .
+ oTem——— e | able to see the patient-

completed form.

Unscheduled events

PO B0 5L Sporreslyems om hetse

Add new visit +

9 Qol. at screening [07 Nov 2017] ~

# Formis in read-only mode.

SF36 sperreskjema om helse [ srowrisTory @ (DD

(norsk versjon 1)

INSTRUKSJON: Dette sparreskjemaet handler om hvordan du ser pa din egen helse. Disse opplysningene vil hjelpe o)
til & f4 vite hvordan du har det og hvordan du er i stand til & utfere dine daglige gjeremal.

Hvert sporsmal skal besvares ved & krysse av det alternativet som passer best for deq. Hvis du er usikker pa hva du skal
svare, vennligst svar sa godt du kan.

1. Stort sett, vil du si helsen din er:

gz
Pro tip: Forms completed through ViedocMe e
will be in «read-only mode» and cannot be ot e b i e el it

. o . Mye bedre na enn for ett ar siden
edited by the participant or site personnel. FRUSR———
Omtrent den samme som for ett ar siden
® Litt darligere na enn for ett ar siden

Mye darligere na enn for ett ar siden

3. De neste sporsmalene handler om aktiviteter som du kanskje utforer i lopet av en vanlig dag. Er helsen din slik at
en gi av disse aktivi na? Huis ja. hvor mye?

Forms will only be viewable in the Details
View in Norwegian’ rega rdless Of the a. Anstrengende aktiviteter som & lope, lofte tunge
language selected for the participant. O e v

® Ja, begrenser meg litt
Nei, begrenser meg ikke i det hele tatt

b. Moderate aktiviteter som 4 flytte et bord, stovsuge, ga tur
eller drive med hagearbeid

® Ja, begrenser meg mye
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ASAC- @ Sestacotons
3.5.1 Viewing ViedocMe data — VAS scale in the EQ-5D-5L

Please note that the VAS will look different to site staff in the Clinic view — it will be represented by only
a numerical value. In ViedocMe, the VAS will appear to the patient as an actual scale that they will have
the ability to manipulate to change the assigned value that represents their health that day.

EQ-5D-5L VAS in ViedocMe

E=
Den beste helsen du kan tenke deg —

 Formis in read-only mode

— 100
Jeg har middels sterke smerter eller ubehag

a0 Jeg har sterke smerter eller ubehag

Jeqg har svaert sterke smerter eller ubehag

’7\
HELSEN b —1
DIN E.
I
DAG
= — 50
67

O

=@

ANGST/DEPRESJON

® Jeg er verken engstelig eller deprimert
Jeg er litt engstelig eller deprimert
Jeg er middels engstelig eller deprimert
Jeg er svaert engstelig eller deprimert

Jeg er ekstremt engstelig eller deprimert

Vivil gjerne vite hvor god eller darlig helsen din er | DAG.

Denne skalaen er nummerert fra 0 til 100.

100 betyr den beste helsen du kan tenke deg

0 betyr den darligste helsen du kan tenke deg.

Klikk pa skalaen for a angi hvordan helsen din er | DAG.

Tallet som du har angitt kommer opp til venstre for skalaen.

Den darligste helsen du kan tenke deg

Om du ensker endre pa tallet kan du klikke og dra pa knappen pa skalaen til et annet tall som passer bedre.

EQ-5D-5L VAS in the Clinic view (ie. how
the VAS score will look to site staff)
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