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REDCap - Intro
Ulla Nassander Schikan, projektledare UCR

REDCap - Anvanda verktyget
Gustav Svensk, REDCap support UU, UCR

REDCap - Enkatstudier i CrushCovid
Jonas Strandberg, projektledare

Paus

REDCap - Designa formular
Gustav Svensk, REDCap support UCR
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UCR - Uppsala Clinical Research Center

Uppsala Clinical Research Center ar Sveriges storsta kliniska
akademiska forskningsorganisation (ARO) som pa uppdrag fran saval
akademi som industri genomfor och hanterar alla aspekter av

klinisk forskning under ett och samma tak.

UCR©@

Uppsala Clinical Research Center

UCR startade 2001 som en centrumbildning for att stodja kvalificerad
klinisk forskning med syftet att utveckla och forbattra sjukvarden.
Sedan dess har vi byggt upp en komplett verksamhet for att initiera,
planera, utféra, analysera, publicera och rapportera bada lokala
provarinitierade studier samt internationella multicenterstudier.



UCR - Uppsala Clinical Research Center

Vi erbjuder service for genomforande
av kliniska studier,
observationsstudier,

biostatistik och kvalitetsuppfoljning
inom halso- och sjukvard

Forskare,
forskargrupper

Klinisk
Forskning

Kvalitets
register

Biostatistik

Vetenskaplig
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Stefan James



Var mission ar att forbattra halsan hos manniskor
i Sverige och hela varlden




RADGIVNING OCH STOD

UCR ar en del av stodfunktionen for klinisk forskning pa Akademiska sjukhuset
och det ar ett av vara viktigaste uppdrag.

KONTAKTA OSS TIDIGT | FORSKNINGSPROCESSEN for att vi ska kunna hjalpa dig pa
basta satt.

Vi erbjuder i ett forsta steg ett orienterande, kostnadsfritt radgivningsmote dar du kan fa svar
pa enklare fragor, fa hjalp med kontakter, diskutera behov av forskningsstdd etc.

Onskar du mer stdd utéver det inledande moétet, erbjuder vi rddgivning och service till ett

reducerat pris och skraddarsyr da vart stod utifran dina behov for att 6ka majligheterna till att
lyckas med genomfoérandet av det kliniska forskningsprojektet.
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REDCap (Research Electronic Data Capture) ar ett webbaserad
datainsamlingsverktyg for forskningsdata.

Att anvandas for kliniska studier eller insamling av annan
forskningsdata for non-profit forskning.

REDCap ger tillgang till elektronisk datainsamling i realtid,
mojlighet till dataverifiering samt mojlighet att overvaka steg i
studien.

Datainsamling via inmatning eller enkater.
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Services and Features

Surveys
Multi-site studies
Secure data collection
Scalable
Proven reliable since 2004
Online and offline
Export to common statistics
packages
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ABOUT

In 2004 REDCap was created at Vanderbilt University, US.

In 2006, the REDCap Consortium was officially launched.
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CONSORTIUM

The consortium began as a handful of non-profit organizations
interested in expanding REDCap’s functionality through
collaborative software development.

Support system:

Consortium members contribute their expertise and assistance to
each other, free of charge.

They monitor and provide responses to a variety of general and
complex administrator questions on a daily basis.
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REDCAP COMMUNITY

REDCap Community is an online platform for software downloads,

extensive technical documentation, a question/answer forum, and
more.

It is only open to registered REDCap installation administrators
from current partner sites.
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VIDEOS

] ] —_—
I n stru ctl o n VI d e os Below are some informational REDCap videos that can help you get started and gain a better

understanding of the REDCap application and its functionality. NOTE: New versions of REDCap are

released frequently, so the videos and other training resources below may reflect earlier software

youtube REDCap X !} @ versions and thus may look slightly different than your system. Refer to your REDCap software’s built-
% in prompts and instructional text for the most current information.
Q Al [ Videos [JImages [E News < Shopping { More Tools

1) Introductory Overviews

About 1510 000 results (0,69 seconds)

« Brief Overview of REDCap (5 min)
« Detailed Overview of REDCap (14 min)

2) Basic Features & Functionality

« Introduction to Instrument Development (6 min)

» The Online Designer (5 min)

» The Data Dictionary (10 min)
> » Overview of Basic Data Entry (19 min)
. « Applications Overview (16 min)
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3) Project Types

.

Overview of Project Types (3 min)

.

Traditional Project (3 min)
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Introduction to REDCap - YouTube
YouTube - UIC_CCTS

.

Longitudinal Project (3 min)

Longitudinal + Scheduling Project (3 min)

Operations Project (2 min)

https://www.youtube.com » watch

REDCap - Data Collection Tutorial - YouTube

REDCap - Data Collection Tutorial. 7,211 views7.2K views. Apr 8, 2020. 26. + REDCap Mabile App (2 min)
4. Share. Save. 26 /4 .. Project Field Types (4 min)
7:27 8 Apr 2020 - Uploaded by SNTCWebinars

4) Special Topics

.

.

The Calendar (7 min)

.

Data Access Groups for Multi-site Projects (7 min)

.

Data Resolution Workflow — Data Queries Module (5 min)

https://www.youtube.com » watch

1 REDCap Background Information - YouTube
BES-H -H R, Part one of the University of Colorado's REDCap Tutorial Videos0:06: What
is REDCap0:22: Use ...

15 Sep 2020 - Uploaded by UCD REDCap

.

Locking Records (2 min)

.

Defining Longitudinal Events (5 min)

Designating Instruments for Events (3 min)

.

Scheduling Module (7 min)

.

Repeating Instruments and Events (33 min)
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How to Join?

REDCap is free to non-profit
organizations who join the
REDCap Consortium.

UCR®@



REDCap free version (non-profit organizations)

REDCap Cloud is the commercial version of REDCap

UCR®



Validation needed in case of ICH GCP clinical trials

If a study is to be performed under ICH GCP, system validation of the local
REDCap installation and validation of the project/study is required.
(ICH GCP E6 5.5.3)

A Clinical Trial Application (CTA) must be submitted for any clinical trial
involving human subjects where the product (drug, herbal product, medical
device, etc) is either not approved for use or is being used outside of the terms
of it's existing approval. ICH GCP is required.

UCR®



When is ICH-GCP not required?

« Non-drug/device study

* Non-Interventional study (NIS)

ICH GCP is not applicable to non-interventional studies from a legislative and
regulatory compliance perspective. You are free to follow the principle of ICH GCP
(e.g., informed consent process and trial master file content), but you are not legally
obliged to do so.

Article 2 of DIR 2001/20/EC defines a “non-interventional study” as a study
where the medical product(s) is (are) prescribed independent to inclusion of
the participant in the study and as part of a therapeutic strategy, including
diagnostic and monitoring procedures, which is not decided in advance by a study
protocol

UCR®



Regulatory Framework for Clinical Studies

Medicinal Product

Clinical Trial

¥

NIS

$

Clinical Trials
Directive (CTD)

(2001/20/EC)

Local Laws &
Guidelines

PV Regulations
& GVPs

No Medicinal Product

Non-Drug Study

$

Local Laws & Guidelines

¥

Local
Implementation
of CTD

https://www.chcuk.co.uk/non-interventional-studies/

UCR®


https://www.chcuk.co.uk/non-interventional-studies/

Regulatory Framework for Clinical Studies

Medicinal Product No Medicinal Product

Clinical Trial NIS Non-Drug Study
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https://www.chcuk.co.uk/non-interventional-studies/
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29 REDCap
licenser i Sverige

PARTNERS

Please use the search below to determine whether your organization is already a member of the
REDCap consortium. If an organization is listed here, then there is probably at /east one REDCap

system available to that organization’s staff.

Please contact the collaborators listed for your organization to learn about using REDCap for
your work. Those collaborators are your organization’s points of contact for your REDCap
system. They are the folks who have access to, familiarity with, and purview over their local REDCap

system.

Each REDCap system is independently maintained and supported, so only the people listed for YOUR
organization can provide guidance about using your local REDCap system.
Search Partners

Search by any of the following:

« Continent

« Country/territory (two-letter abbreviation or whole word in country name)

« Institution

Search Result List (0—20 of 29)
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