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} . . Tcon Key
Valkommen till Open Clinica manual

Statuses
o . [-] . e . E:E
1. Nagra ”kom ihdg” innan du bérjar: ot Start=d
Scheduled
* | open clinica anvander vi punkt (.) istallet for komma (,) vid decimaler: ex 34.5 Data Entry
Startea
.. . . o . . . . Shopped
» Nar vi skriver klockslag sa anvander vi kolon (:) mellan timmar och minuter: ex 22:35 ® ':':
Skipped
* Obligatoriska rutor ar markerade med réd stjarna (*)och maste fyllas i. 4 Completed
Q zignad
* Flaggorna anvands for att skriva annotations, queries eller failed validation checks Locked
Invvalid

Du kommer alltid tillbaka till din patientlista via["subject matrix”|

. .. Actions
* Din data sparas nar du trycker|’save”

View

* Om du inte varit aktiv under en tid, loggas du ut, men om du loggar in igen kommer Edi
du tillbaka dit dar du var innan du lamnade datorn (auto saved) Remove
Restore
* Event: Det tillfalle da CRF for patienten ska fyllas i Reassign
Q Sign

* CRF: De formular som kan fyllas i for patienten
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Forts...
2.1 den har vyn ligger de 9 eventen
och patientnumren

(Subject ID):

4. Klickar man pa ett event sa kommer man
till denna vy. (patient 1 i detta fall)

Open . . . [
, e | e e | O | | - Har finns de CRF som kan fyllas i for
Nlerts & Messages . .
e ; . patienten i detta event
Tcon Key 15 v SelectAnEvent v
s  Study subject 10 First forms An HI'EHHE" 0| 1 Month Follow Up | h Follow Up AE/ ,_
m—— L LESLZ (185L2) | UIENgE SWuy/sie
» : @ o0 OpenClinica
@ 10010 D BDD (AL UTTIALLELE  Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks v Support 4
Started 1 [ I x Q=]
® 10012 o000 Alerts & Messages
m 0o Instructions | Enter or Validate Data for CRFs in ECHO @
B 11 00o Info a
B sow = O0ao Study Events - Edit Study Event
® o000
Study Events: (57) Study Subject ID 1
.‘n‘ : . aeo Btest Study Event ECHO
& g g :A: B Testar Location N/A o
= 2 . EDISCO_test Study Subject 0ID 551
- L @DISCO
B s L ] i Start Date 12-00t-2017 L]
il Eeko End Date/Time ]
& =eko Subject Event Status data entry started
“ = 1month Last Updated by Elina (23-0ct-2017)
E 6 months
@ 6month =~ ==
new CRF Name Vver: Status  Initial Data Entry Double Data Entry Actions
g @ PrelvA 72ECHO 20 @ |Eina (7] (& Y=
BAE SIXECHO 2.0 & cina BB
BAE
B 6extend L EBdt ]
& Follow_up Workflow -
=2 . H .2 . ETest pre iva
3. Dessa ar de vanligaste ikonerna for eventen: gy
B testing pre Overview
Btesting
program
@ eli
Icke startat event -
akm
BAtICU 7d
E BICU
H . = informatio
Daterat event (av dig eller annan anvandare) :

1l Pabérjat event, dvs CRF formuldren &r pabgrjade’>o-0c- 220180503 4



5. STARTSIDA 6. Lagga till patient
Nar du loggar in i Open Clinica ar det denna bild du

moter. Klickar du pé[Home eller Subject Matri)ﬂ kommer Klicka pé[Add New Subjecﬂ for att lagga till ny
du till samma sida; dar dina patienter ligger. patient.

penc
& y Edi el dieu
DR Ll Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks + Support ST N (Go
erts & Messages
structions v| Subject Matrix for test2 ® e — . .
= - istructions +| Subject Matrix for test2 ®

on Key

o
- 15 M Select An Event v N
suject D T T o " e e o
- v s 0 o 17 D 0 i ko ot o K - e e A

Not Started

. 1 @ N (N N | | N] 0 8ena Net Started @ o g 0o 8 o & D EBB
1 Scheduled . A = v \ )
10010 @ Uae O o0 006 ] 0 8905 B scheduied
) Detaknty 10010 ] Ue © o0 60 0 () 0 80
Started 10011 ) ( ( @ ( @ (2 (C < ] | Oxagnty
B s N5 ( ( ( @ ( e 06 Sated 101 @ o @ 060 OO @ OB < )
. (3 ) | ) )
D sam . ' | 0N e0n o @ s 10012 @ ® m@ OO 60 M (0 (E < I ]
1 (2 ) ] | (2
B  conpend un : ( [ ! ‘ ( ( (O < I x W U suped m @ ® @ OO 60 ) neBE
om @ ) @ )
2 - . ' . ¥ @ . 0 S0 D B compees un @ (0] ] Om O m {] (U < I x e
s - (] | ] |
: B s 123 @ ® ®m® G0 00 () D BB
D Locked 20170901 @ @ @ @ @ (3 (I & N x )
B e w ( ( @ | ( | 0806 D Locked 20170901 (@ ® () ®m® m @ (® W 80|
- £} | | | |
: B mad w (a) @ ® 060 600 ] n BB
\dions 25 ( { ® @ ¢ @ @ (E S N x W)
View ; (tions 255 (@ m ) ®m o m m m (0 S N x ]
3230 @ ( ( @ @ (2 ( a R
E o 3230 ( [ ] Be 0O @ (U < x )]
33 @ @ ( ®@6e 6 I E (0 S B G a3 o
B remowe . 33 (@ (] ] (O M ® () (I & I x 0]
! 444 (= ( ( m [ m ® ( n 3
5 Fe a4 (a) ] () N W o (1) meDnB
B reore Resultat 1 - 13 av 13. 3
= 5] Restoe Resultat 1- 13 av 13,
. o ) Reassn
L] Sgn L] Sign
© OpenClinica, LLC and collaborators. The OpenClinica soft is provided AS IS, %
without warranty. Licensed under LGPLV2.1, you can redistribute it and/or modify it under the terms of Version: 3.13 - Changeset: 74f4df3481b6 X © OpenClinica, LLC and collaborators. The OpenClinica h is provided AS IS, % it
without warranty. Licensed under LGPLV2. 1, you can redistribute it and/or modify it under the terms of Version: 3.13 - Changeset: 74f4df3481b6
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6.2 Starta upp patient

Nar du klickat pa add new subject-

Fyll i patientens randomiseringsnummer och datum for
randomiseringen (=hjartstoppet) Fyll i kon och Study Event-
som ska vara forsta eventet: PrelCU samt startdatumet,
som ar datumet da patienten inkluderades i DISCO. Tryck

Add New Subject

Study Subject ID: [
Enrollment Date: |25-0ct-2017
sex; | -Select-
Study Event: | -Select-

Start Date: | 25-0ct2017 c

[ I cancel ]

Denna ruta fylls bara i
en gang per patient.

1ca

Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks ~

Page 10of 1 = Schedule New Event

Handbok_OC_v2_ 20180503

Start Date Location Status  Actions CRFs (Name, Version, Status, Updated, Actions)
[~
25-0ct-2017 scheduled B8  DISCOFirstForm 20w N £

6.3 Starta forsta CRFet.

Nu moéts du av denna bild. Eventet som ska fyllas i
forst ar PrelCU. For att borja mata in data klicka pa
pennan pa papperet (inringat med rott i bilden
ovan)



Study Subgect ID Go

Y *
------
------------

6.4. Patientens eventsida
Har ar patientens event-sida. .
For att fylla i CRF klicka pa Pennan pa papperet. (O

Behover du dndra nagot i eventet, klicka pa pennan utan papper(Edit study Event) <_— >
Klickar du pa exit har, kommer du tiII[Subject matrix]

Handbok_OC_v2 20180503



7. Fyllai CRF

Fyll i CRF enligt insamlad data.

Klickar du pd(Save,|sparas den del du &r pa och du
kommer vidare till nasta flik.

Du kan klicka dig fram mellan flikarna, antingen
genom att klicka pa den flik du vill till, eller anvanda
rull-listan till hoger for att komma till 6nskad sida

e BT —
Pre

Om du trycker pa exit kommer du till Patientens

event-sida. Observera att nar du ar pa sista fliken

och trycker pa spara sa kommer du till Patientens

event-sida direkt.

Du ska klicka i CRF complete nar du skrivit klart
och anser dig klar med det eventet du ar i.

Handbok_OC_v2 20180503



8.2 Failed validation check
oy s s et Fyll i en failed validation
. check om du inte har den
obligatoriska datan:

Background information

N}

Could the test be done?

Background information

8. Obligatoriska fragor

mation from pre hospital records:

* (stjarna): innebar att fragan &r obligatorisk och
maste fyllasi. | 6vre delen av CRF fonstret visas
ett utropstecken och ett meddelande om att data _ i
saknas om du forsoker ga vidare utan att ha fyllt i : S
de obligatoriska falten. ' :
OM det absolut inte finns uppgifter att finna
nagonstans, kan man klicka pa flaggan bredvid
och skriva en ”Failed validation Check”. I
Sedan kan man ga vidare i formularet.

Handbok_OC_v2_20180503 9
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9. Flaggan
Flaggan kan anvandas till Queries,

Annotations eller Failed validation checks.
Tex anvands Annotation om annan enhet
anvands i LAB eller om man vill informera
om nagot annat som kan vara viktigt vid
datauttag.

10. Notes and discrepancies

Under notes and discrepancies hittar man
alla Queries, Annotations, Validation Checks
etc som ar gjorda pa site. (eg DVQer)

Handbok_OC_v2_20180503 10



11. Borja ett nytt event pa samma patient

Nar du klickar pé [Subject matrixalt(home)
knappen syns denna vy:
Nar du ska ga vidare till nasta event Gor
sa har:
FOr att starta upp ett
formular, klicka pa
ikonen som pil 1
pekar pa (event) och
sedan schedule (pil 2)

& Community Edition | YT L Ty T Support [eo]

lerts & Messages v

istructions B Subject Matrix for TESTSITE @
ifo v
-on Key = 15 v || Show More || Select An Event ¥ | Add New Subject
St 0 100 Ansrapy 107 o Bl sl icige 0 ool i ont Tllow p A At
e sy st 10 i aoap 1607 o oo s e e m p e
Apply Filter Clear Filter

Not Started e P P — s o . P e
1 3 @ B. @ 0 @8 (] a
2 Scheduled . . .
= Data Entry — T e
2 i a (5] Subject: 2 X ®B @ (E]] B B8

Event: Angiography §
P < &) Eloccurrence#1 of 1 L) LEL LE]}

lj' Skipped 5 EI @ Status : not scheduled o E i 3 =
- Schedule - - - N
Compieted appe100 — (&} & 9 (5} 5

signed ﬂ

Resultat 1 -7 av 7.

Invalid
\ctions
“ View
Edit
iew All Icons

® OpenClinica, LLC and collaborators. The OpenClinica software for clinical research is provided AS IS,
without warranty. Licensed under LGPLv2.1, you can redistribute it and/or modify it under the terms of
the GNU Lesser General Public License version 2.1 as published by the Free Software Foundation.
Opendlinica is a trademark of OpenClinica, LLC.

OpenClinica Community
Version: 3.13 - Changeset: 74f4df3481b&
2017-02-28 15:27 +0000

JpenClinica Website | Documentation | Contact
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DISCO Study : TESTSITE (TestDCS0002) | Change Study/Site

wesLL (1eslz) | Umdnge

penClinica

Sty site

PR U ZE  Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v L0 S Study Subjes DPEHC‘IHICO
(AL LEEN  Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks v Support

ts & Messages v

- Alerts & Messages -

ructions v (<] .
The study event with

er Info - * indicates required field. definition "First forms'

. 0 v and subject '444' was ol
dy: DISCO Study created successfully.
+ TESTSITE Study Subject ID:
) : Study Event Definition:l§| Angiography (Repeating) . Study Subject ID
rt Date: 01-Nov-2017 Study Event First forms
T Instructions -
o Start Date/Time:[j | 08-Nov-2017 D v v ) ‘v Location N/A 1]
Date: 01- (DD-MMM-YYYY HH:MM) * B Info v Study Subject OID 55444
p— Study Events -
End Date/Time: [ | v ™ | (o-smvrvy Heemy T Start Date 25-0ct-2017 L]
. . Study Events: (3) End Date/Time ]
tocol Verification/IRB Leave this field blank if the end date/time is not applicable. @ttt .
roval Date: Subject Event Status scheduled
9 z;p'\ tal Last Updated by 0
and
admission

& First forms

Status: scheduled DISCOFirstForm
DISCOFirstForm View uno.
:nClinica Website | Documentation | Contact @© Opendlinica, LLC and collaborators. The OpenClinica software for clinical research is provided AS IS, OpenClinica Commul Workflow
without warranty. Licensed under LGPLv2.1, you can redistribute it and/or modify it under the terms of Version: 3.13 - Chan
the GNU Lesser General Public License version 2.1 as published by the Free Software Foundation. 2017-02-28 15:27 + Study Event
OpenClinica is a trademark of OpenClinica, LLC. udy Even
Overview
OpenClinica Website | Documentation | Contact

11. forts. Fyll i study event definition och
startdatum, (i fallet ovan ar det datum da angion
utfordes). Inget annat behdéver fyllas i.

Klicka sedan pa[Proceed to Enter Data
(i ovriga events skriver du det datum som géller for det eventet.
Tex 1 man uppfoljning far det datumet 1 man uppf sker, ICU7days

Version
L0

Status

—

@® OpenClinica, LLC and collaborators. The OpenClinica software for clinical research is provided AS IS, OpenClinica Community

without warranty. Licensed under LGPLV2.1, you <an redistribute it and/or modify it under the terms of Version: 3.13 - Changeset: 74f4df3481b6
the GNU Lesser General Public License version 2.1 as published by the Free Software Foundation. 2017-02-28 15:27 +0000

OpenClinica is a trademark of OpenClinica, LLC.

Da kommer du till patientens startsida for
eventet. (patientens event-sida)

Har finns bland annat information om vilka
CRF du kan fylla i pa detta event.

far sina datum etc) (O For att fylla i CRF klicka p& Pennan pd

papperet.

O Behover du dndra nagot i eventet (tex skrivit

Handbok_OC_v2_20180503

fel datum), klicka pa pennan utan
papper(Edit study Event)
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o e estzqiesl) | Uiige suayste
OpenClinica
QLR AN Home | Subject Matrix | Notes & Discrepandies | Study AuditLog | Tasks » support (4

Alerts & Messages v

Instructions v E
Info v g
Study Events - Edit Study Event
Study Events: (57) Study Subject ID 1
Btest Study Event ECHO
BTestar Location N/A P
EDISCO_test Study Subject 0ID S51
EDISCO

main Start Date 12-0ct-2017 ]
meko End Date/Time |
meko Subject Event Status data entry started
E1month Last Updated by Elina (23-0ct-2017)
@6 months
@ 6month 0 this Study Event:

CRF Name
72ECHO

Version Status Initial Data Entry Double Data Entry
Elina

new
EPrelVA

SIXECHO Elina

[ 6extend
& Follow_up Workflow -
ETest pre iva
@disco info

[testing pre

Etesting
program

melin

EPre_hosp_
akm

BEAtICU 7d

@ICU
informatio

12. Fler CRF pa samma event.

Om fler CRF finns i samma event ser det ut
som ovan. D3 véljer man det CRF som man
vill vara i, genom att trycka pa pennan pa
papperet.

Handbok_OC_v2_20180503
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13. Fortsatta i paborjat event

ikonen gulorange. For att fortsatta med
eventet klicka pa [View Enter Data,

o
v

Om patienten redan har ett paborjat event, ar

Studly Subject ID Go|

Alerts & Messages

Instructions

nnnnnn y ct An
Statuses
Not Started 1
Scheduled 10010 Subject: 1
Data Ent: Event: Angiography
tated | 10011 Occurt ce#1 of 1
soped |1o0i2 Status - data entry started
Skipped 111
B Completed 1111
B signed 123
Locked 20170901
Invalid 222
Actions 255
View
Edit
Remove 444
Restore Resultat 1 - 13 av 13.
Reassigr
(L] Sign

14. Aterkommande event

Angiography, ICU 7 days och AE -eventen kan vara
aterkommande. (Angiography kan goras vid olika
tillfallen och AE upprepas for varje handelse).

For att lagga till en handelse (ett event) till, klickar man

pa[Add another Occurence]

14.2 befintliga aterkommande event

Nar det finns fler upprepande event pa samma
patient, dyker siffran pa de antal event som finns
upp, bredvid den gulorangea ikonen. Nar man
klickar pa ikonen dyker alla event upp och man kan
valja vilken man vill gd in pa.((View enter data)

Study Subject ID 6o

Alerts & Messages
Instructions
Info
Tcon Key 1By Select An Event v
Statuses
Not Started 1
Scheduled 10010 M
Data Entry
Started 10011 Subject: 10010
Event: Angiograph
@ Stopped 10012 Occurregn(i:tiJ u‘f/ 2 Occurrence#2 of 2
Skipped 11 13-0ct-2017 13-0ct-2017
Status: data entry started Status: data entry started
@ Completed 1111
B signed 123
Locked 20170501
Invalid 222
Actions 255
View 3230
Edit 333
Remove 444
Restore Resultat 1 - 13 av 13
Reassign
8 Sign




