Steg-for-stegguide — E-consent Framework

Compliance & Data Office

Research Support Office

Se¢ -2 Karolinska
4 Qf 7 Institutet



Introduktion

Den har guiden tillhandahaller en overblick 6ver REDCaps e-consent
(elektroniskt samtycke) framework samt rekommendationer éver hur man
kan satta upp REDCap’s e-consent pa KI. Elektroniskt samtycke kan erséatta
traditionellt pappers-samtycke s lange man féljer vissa riktlinjer och att det
elektroniska samtycket tacks av studiens etiktillstand.

Genom att aktivera REDCap’s e-consent framework kommer flera funktioner
att bli tillgangliga i ditt enkatinstrument, tex. en verifieringssida, méjligheten
att lagga upp forskningspersonsinformation (FPI) pé olika sprak och det
automatiska skapandet av PDFer av insamlade samtycken som enkelt gar att
exportera.

KI har skapat en e-consent mall som kan valjas nar du skapar ett nytt
REDCap-projekt eller importeras till ett existerande projekt genom att ladda
upp en instrument-ZIP-fil. Denna mall kan anvéndas som den ar eller justeras
om noédvandigt.
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Satt upp ditt samtyckesinstrument

Forst maste du skapa ett instrument innehallande alla falt som hor till
samtyckesformuléaret. KI har tagit fram ett exempel med féreslagna falt och
formuleringar som syftar till att garantera ett sakert satt att identifiera
studiedeltagaren.

Exempelinstrumentet kan laggas till i ditt projekt pa olika satt.

e Nar du skapar ett nytt projekt i REDCap sa kan du valja projektmallen “KI
Mall — E-consent (Svenska)” / “KI Template — E-consent (English)”.
Samtyckesinstrumentet kommmer da redan att vara tillgangligt i ditt projekt.

+ Create a new REDCap Project

‘You may begin the creation of a new REDCap project on your own by completing the form below and clicking the Create Project button
at the bottom.

Project title:

Project's purpose: Research w
Howr will it be used?
Mame of P (if applicable):
First name MI Last name

Email of B.l. (if applicable)

Mame of P.l. as cited in publications (if applicable):

[
im

IRE number (if applicable):

Please specify:

"l Basic or bench research

"I Clinical research study or trial

I Translational research 1 (applying discoveries to the development of trials and studies in
humans)

| Translational research 2 [enhancing adoption of research findings and best practices into the
community)

_| Behavioral or psychosacial research study

o Epidemiolagy

o Repository {developing a data or specimen repositery for future use by investigators)

| Other

Assign project to a Project Folder? [

A
Project creation option: ) Empry project (blank slate)
' Upload a REDCap project XML file (CDISC ODM format) | ?
I 7 Usze a template (choose one below) I

% Choose a project template + Add templates (Admins only)
s _'.|:__', . Template title (sorted by ttle) Template description

C Easic Demography Contains a single data collecdion instrument to capture basic demographic information.

O Classic Dafabace Contains six data entry forms, includir_lg fiorms for c!er“lc-g_raphy and baseline data, three

maonthly data forms. and concludes with a completion data form.
C Field Embedding Example Project  Example of the Field Embedding feature.
0 Human Canecer Tissue Bisbank Contains five data entry forms for collecting and tracking information for cancer tissue.

Innehaller ett enskilt instrument med KI's rekommenderade falt ach innehall for att samla

Kl Mall - E-consent (Swenska) - - - = —
= QSEnt | Svensia) in samitycke fran studisdeltagare. Den har mallen 3r pa svenska.

Contains a single instrument with KI's recommended fields and features to collect

Kl Template - E-consent (English) electronic consent from soudy participants. This aer“lelate iz in English.




e Alternativt kan du ladda upp instrumentet som en ZIP-fil i ett redan
existerande projekt. ZIP-filen &r tillganglig att ladda ner har: E-consent
template files. Valj ditt féredragna sprak (svenska eller engelska) och ladda
ner hela mappen. Oppna sedan ditt REDCap-projekt och Online Designer,
klicka pé den gula Upload knappen och valj ZIP-filen som finns i filen du just
laddade ner.

Om du féredrar att skapa ett eget samtyckesinstrument sa rekommenderar vi att
du atminstone lagger till falt fér namn, féodelsedatum och ett Descriptive Text-falt
dar man kan ladda upp FPI.

Vanligen se till att ni har ett férutbestamt tillvagagangssatt for hur ni hanterar fall
dar en deltagare drar tillbaka sitt samtycke.

Aktivera e-consent i ditt REDCap-projekt

Du aktiverar e-consent framework i Online Designer. E-consent framework kan

endast aktiveras for instrument som ar aktiverade som enkéater.

Data Collection Instruments Form options: Survey options:

® Form Display Logic ~ ‘ = Survey Queue ~ ‘ % Auto Invitation options + ‘ # Survey L

+ Create | a new instrument from scratch =

Survey Notifications |
& Import | a new instrument from the official REDCap Instrument Library
8. a
2, Upload |instrument ZIP file from another project/user or external libraries & e-Consent and @ PDF Snapshots ‘

Instrument name Fields Y,'S"E" Emsfrl\?gyas Instrument actions  Survey related options
Samtycke / e-consent 7 D,F L] Choose action ‘ @ Survey settings ‘ +Autemated Invitations ‘
Demographics 0 D,F 1/} Choose action ‘ @ Survey settings ‘ +Automated Invitations ‘
e-Consent Framework Settings I =+ Enable the e-Consent Framework for a survey I @D Hide inactive
e-Consent Edit s Location(s) to save the signed
. L urvey
active? settings consent snapshot

"Samtycke / e-consent" (samtycke_econsent)
@ & [ Consent form v1.1 & File Repository

+ Add consent form  #= View all versions

Showing 1 to 1 of 1 entries

Det &r mojligt att aktivera flera enkater fér e-consent, vilket betyder att flera
samtyckesformular innehallande olika falt/variabler kan anvandas inom samma
projekt. Detta kan vara anvandbart om man har olika grupper i sin
studiepopulation tex. olika aldersgrupper dar man behoéver olika aldersspecifika
samtyckesformular.


https://kise.sharepoint.com/:f:/t/GRP_REDCapKnowledgeSharing/EtAW_cC_A65LkfAyhEZHnXYBeu46WQ14TVMJ476ELhlwdA?e=xOJEJy
https://kise.sharepoint.com/:f:/t/GRP_REDCapKnowledgeSharing/EtAW_cC_A65LkfAyhEZHnXYBeu46WQ14TVMJ476ELhlwdA?e=xOJEJy

Stall in e-consent framework

Nar e-consent har blivit aktiverat for en specifik enkat s kommer flera funktioner

och installningar bli tillgangliga:

Aktivera/avaktivera e-consent for enkéater

e-Consent Framework Settings -+ Enable the e-Consent Framework for a survey @D Hide inactive
e-Consent Edit Location(s) to save the signed
active? settings Survey consent snapshot

"e-consent form" (econsent_demo_form)

O V. [ Consent form vi.1 for & English B File Repository
(2 Consent form v1.o for & Swedish

+ Add consent form = View all versions

Har kan man vélja att avaktivera e-consent framework for specifika enkater och

darefter blir de dolda fran denna sida.

Konfigurera dina e-consent instéllningar

Dessa installningar avgor vilken information som kommer inkluderas i PDFen som

sparas i File Repository i ditt REDCap-projekt.

e-
Edit i
Consent survey Location(s) to save the Custom

active? settings
'Samtycke / e-consent” (samtycke econsent)

Q P [ Consent form v1.2 for & English B File Repository
[ Consent form v1.1 for & Swedish

+ Add consentform  #= View all versions

Showina 1 +a 1 Af1 antriac D

signed consent snapshot tag/categol

Grundinstallningar
Under Primary settings (grundinstallningar) sa valjer du det enkatfalt dar

deltagaren fyller i sitt namn i samtyckesformuléret.

Primary settings
UJ Allow e-Consent responses to be edited by users?

First name field: firstname "First name" v

Last name field: - select a field --

Note: If you are using a Samtycke / e-consent eaving the othg

record_id "Record ID"
firstname "First name"
lastname "Last name"

dob "Date of birth"

Additional settin

OBS: KI rekommenderar inte att anvandare ska tilldtas att redigera svar i
samtyckesformularen. Kryssa darfér inte i denna ruta.



Tillaggsinstallningar
Under Additional settings (tillaggsinstéaliningar) sa valjer du det falt som innehaller

fodelsedatum (om tillampligt). Du kan &ven valja om du vill ha en specifik text i
fotnoten (custom tag) eller i sidhuvudet (custom label) av PDFen (tex.
“samtyckesformular fér XY”).

Additional settings

Date of birth field: dob "Date of birth" v

Custom tag/category for PDF footer: e.g., Pediatric

Nate: This should be static text only.
Custom label for PDF header: consent form for [firstname][lastname] e.g., PID [project-id] - [last_name]

Note: Piping may be utilized, including the use of Smart Variables. [E Codebook|

Force signature field(s) to be erased if participant clicks Previous Page button while on the certification page?

Select a field below that serves as a signature field in this survey. It could be a free-form text field, a signature field, or a number field
(e.g., to collect a PIN), and it must be a Required field. If any fields are selected below, then if the participant gets to the last page of
the survey where it asks them to certify their responses, if they then choose to click the Previous Page button, it will erase the value of
these signature fields, thus forcing them to 'sign’ the field(s) again before completing the survey. If you do not want this behavior, do
not select any fields below. You may use up to five signature fields.

Signature field #1: | signature "Signature”

+ Select another signature field |

Har valjer du aven signaturfaltet (eller falten ifall flera signaturer ska samlas in).

All denna information laggs till i den PDF snapshot som sedan automatiskt sparas
i ditt projekts File Repository.

Ovriga installningar
Slutligen kan du aven bestamma hur filnamnet fér varje PDF genereras och du far

aven mojligheten att lagga till extra anteckningar om nédvandigt (optional notes).

Location(s) to save the signed consent snapshot

Vv Save to File Repository
- select a File Upload field -

v Store the translated version of the PDF (if using Multi-language Management)

Snapshot file name

Use static text or piping to customize the prefix of the snapshot file's name when it gets stored. Note: The file name will always be
appended with the date/time when the snapshot was saved.

File name: pid[project-id]_form[instrument-label]_id[record-name] _YYYY-MM-DD_HHMMSS.pdf

ast_name]_[first_name] [dob] reco

[record-name]

Optional notes: You may add any custom notes here for reference and documentation purposes.

Notes:

Save settings Cancel

o

Nar du ar fardig, klicka pa “Save settings”.



Ladda upp forskningspersonsinformation (FPI)
Nu kan du ladda upp din FPI (consent form).

e-
Edit Locati
Consent . Surve :
: settings Y signeq
active?
Q y "e-consent form" (econsent demo form) B rie

+ Add consent form

| rutan som dyker upp valjer du versionsnummer for din FPI, var nagonstans i
enkaten den ska synas (det maste alltid vara knutet till ett Descriptive Text-falt)
och om FPI tillhér en specifik Data Access Group (DAG) eller sprakinstalining.

# Consent form version:

It is required to version each consent form (e.g., "1.1", "2.3.1 2024-86-01") so that you may manage any future changes and differentiate all
versions of the consent form. Itis recommended that you do not begin the version number with the letter "v"

@ Placement of consent form: - select a field -- v

Choose a Descriptive field on the survey that will serve as the location of the consent form. The consent form will be displayed immediately
below this field on the survey page. Note: The Descriptive field selected must be the same for all consent forms specified for this survey. If the
field is changed, it will be changed for all consent forms for this survey.

42% Display for specific DAG: | No data access groups exist v ©

Only display this consent form when the record is assigned to the selected data access group. Note: The default option will be used if no DAG-
specific consent forms exist.

amn

& Display for specific language: = When participant has no language selected v

Only display this consent form when viewing the survey in the selected language.

OBS: For att kunna lagga till FPI pa olika sprak maste du forst lagga till dessa sprak
via Multi Language Management (MLM). P4 samma satt maste du férst skapa olika
DAGs for att sedan kunna koppla en FPI till en specifik DAG. Vénligen |as Kl:s steg-
for-stegguider om MLM och DAGs pa medarbetarportalen fér mer information

om dessa installningar.

Exempel
Vi vill ladda upp tva FPler, en pa engelska och en pa svenska.

# Consent form version: | 1.1

Itis required to version each consent form (e.g., "1.1", "2.3.1 2024-06-81") So that you may manage any future changes and differentiate all
the consent form. It is recommended that you do not begin the version number with the letter "v".

@ Placement of consent form:  informed_consent_v2_v2 "Forskningspersonsinformation" ~

Choose a Descriptive field on the survey that will serve as the location of the consent form. The consent form will be displayed immediately
field on the survey page. Note: The Descriptive field selected must be the same for all consent forms specified for this survey. If the field is ¢
will be changed for all consent forms for this survey.

a2 Display for specific DAG:  No data access groups exist v ©

Only display this consent form when the record is assigned to the selected data access group. Note: The default option will be used if no DA
consent forms exist

£ Display for specific language: | English ~

Only display this consent form when viewing the survey in the selected language.

Consent Form (Rich Text) I Consent Form (Inline PDF) I

Provide voiir cancent farm ag a hlack of stulad tevt thar will he dienlaved directly halow the field celacted for | acation of cancent frl



https://medarbetare.ki.se/forskarstod/hantera-forskningsdata/redcap/redcap-support-och-hjalpmaterial

Efter att du gjort dina val i menyn sa gar du till Consent Form (Inline PDF) och

laddar upp din foérsta FPI, i detta fall den engelska versionen. Sedan upprepar du

samma procedur for att ladda upp den svenska versionen.

Bada FPler placeras under samma Descriptive Text-falt. Nar alla FPler ar

uppladdade sd kommer de att synas i dina e-consent framework installningar.

e-

Edit
Consent . Survey
. settings
active?
"e-consent form" (econsent demo form)
‘) p. [ Consent form v1.1 for € English

D.,, Consent form v1.o for 4 Swedish

+ Add consent form

7= View all versions

Testa dina e-consent instéllningar

Nar din e-consent framework ar uppsatt behéver du testa enkaten.

e Gaigenom enkéaten som en test-deltagare, fraga olika kollegor att lagga in

testdata.

e Gaigenom FPIn foér varje DAG och sprakinstalining.

e Valj olika svarsalternativ varje gang for att sékerstalla att enkaten fungerar

som forvantat.

e Granska PDFerna i projektets File Repository och se till att de ser ut som

du 6énskar och att all information finns med.

Certification page
(bekraftelsesida)
Efter att deltagaren fyllt i

samtyckesformuléaret kommer
de till en bekraftelsesida

(certification page) dar de blir
ombedda att bekrafta att den

angivna informationen ar korrekt.

P& denna sida kan deltagaren
ocksa ladda ner en PDF-kopia av
sitt eget signerade samtycke.

English Version

PIS & Consent form

Template
[TITLE OF THE STUDY]: Tne title should be clear, self-explanatary and consistent across all

documents referring to the study.

Iwould like to invite you 1 take part in a research study, Before you decide you need to
understand why the research is being dene and what it would involve for you. Please take time to
read the following information carefully, Ask questions if anything you read is not clear or if yau

would like more information. Take time to decide whether or not to take part

WHO | AM AND WHAT THIS STUDY IS ABOUT
Explain who you are and why you are doing this study. Explain the overall aim of the study
When describing the study take care to be as neutral as possible and avoid suggesting any bias

about what you expect the outcomes from the research to be. If the research is being undertaken

[ 1 certify that all of my information in the document above is correct. | understand that clicking 'Submit’ will

electronically sign the form and that signing this form electronically is the equivalent of signing a physical
document.

If any information above is not correct, you may click the 'Previous Page' butten to go back and correct it.




OBS: Om man raderar ett record eller data fran ett samtyckesformular sa

kommer dven PDF-filen i File Repository att raderas/paverkas. Se till att endast

relevanta REDCap anvandare har behdrighet att radera data eller records; detta

gors under User Rights — vanligen las Kl:s steg-fér-stegguide om

Anvéandarrattigheter och DAGs pé& medaretarportalen.

Rekommenderad anvandning av e-consent pa Kl

Det ar tilldtet att samla in elektroniskt samtycke via REDCap. Daremot ar det vissa

aspekter man ska ha koll pd innan man satter igng.

K/
£ %4

Eftersom REDCap inte ar kompatibelt med BankID behéver man pa
andra satt kunna sakerstélla att personen som fyller i samtycket
faktiskt ar ratt studiedeltagare. Genom att anvédnda e-consent
framework enligt Kl:s rekommenderade mall kan man samla in tillréckligt

med information om deltagaren.

Nar man jobbar med kénsliga persondata i REDCap &r det viktigt att
begransa behérigheten fér andra anvandare i REDCap-projektet sa att
endast en eller ett begrénsat antal personer har tillgang till denna
information. Hur man gér detta beskrivs i Kl:s guide om REDCap
Anvandarrattigheter och DAGs.

Om du valjer att samla in samtycke via REDCap sa rekommmenderar vi att
du har det som ett separat férsta instrument dar du ocksa kan lagga till
en stoppfunktion ifall deltagaren skulle svara Nej pa samtyckesfragan.
Stoppfunktionen avslutar automatiskt deras deltagande och ser till att inga
nya enkéater skickas ut till dem.


https://medarbetare.ki.se/forskarstod/hantera-forskningsdata/redcap/redcap-support-och-hjalpmaterial
https://medarbetare.ki.se/media/168263/download
https://medarbetare.ki.se/media/168263/download

Dar finns en function i Survey Settings som goér att REDCap skickar ut en
PDF-kopia med det signerade samtyckesformuléret via email till
studiedeltagaren. Kl rekkommenderar inte att man anvander denna
funktion eftersom kénsliga persondata inte ska skickas ut via mail déar vi

K/
£ %4

inte kan garantera vem mottagaren av data kommer att vara.

£9 Send confirmation email? Yes w
(Email the respondent when they complete the
Sth’y) Provide email subject, email message, and (optionally) an attachment to be sent to respondent when they complete the survey, &
How to use Piping here
From: | tahnee.marquardt@ki.se ~
Subject
Send test email

vB I U & Av e~
& B o3 L 9 ¢ o

7
# Attachment: | Choose File | No file chosen

Include PDF of completed survey as attachment
A WARNING: Since email is not cansidered a secure form of communication, the PDF attachment eption is NOT recommended if the

survey contains questions asking for identifying infermartion (e.g., PHI).
@ Note: Because the e-Consent Framework option is enabled on this page, the PDF included here will not be the full-length PDF but

will be the 'compact’ PDF, which omits unanswered guestions and unselected choices.

% Aktivera inte “Allow e-Consent
responses to be edited by users” i
e-consent instéllningarna.

Primary settings

(] Allow e-Consent responses to be edited by users?
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