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INTRODUCTION ECRF | SPINNAKER

REMAP-CAP_ECRF TRAINING_V3.0_20260130

• The REMAP-CAP electronic Case Report Form 
(eCRF) can be accessed via the following URL: 
https://remapcap.spinnakersoftware.com

• The following roles can be assigned to individual
accounts, each with their own eCRF permissions: 

o Investigators

o Research Coordinator

o eCRF Data Collector

o Outcome Assessor

o Pharmacist

o Randomisation User

• Login requires Two-Factor Authentification (2FA), 
using Google Authenticator, Microsoft Authenticator
or Twilio Authy.

https://remapcap.spinnakersoftware.com/
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INTRODUCTION ECRF | SPINNAKER
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• A Spiral Database Form should be completed, to allow:

o Set-up of site in the Spinnaker database according to domain/intervention selection.

o Creation of personal eCRF user accounts for site staff (based on their delegated tasks). 
Please note that:

 User invitations expire after 5 days  Sponsor / CRA should be alerted in case this happens.

 Usernames must be an e-mail address belonging to one individual.

 Subsequent account requests are arranged via Sponsor / CRA.

• Recommended browsers include Mozilla Firefox, Google Chrome and Safari. 
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SETTING UP A NEW USER ACCOUNT
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• Steps for new users upon receiving invitation e-mail:

o Click on the link in the e-mail.

o Enter your chosen password in line with the Spinnaker Password Policy.

o Set-up 2FA

• Your user account is initially linked to a test site environment*. 

• Your user account will be transferred to the live site environment after site greenlight and/or 
documented training.

* For all site staff entering data in the eCRF, randomization of a test-participant needs to be performed before getting 
access to the site live-environment. 
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NAVIGATING THE DATABASE
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DASHBOARD (I)
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1. Navigation toolbar: select to view dashboard, view enrolled / screened participants, view 
user accounts, export data reports, follow-up on monitoring queries, access resources, switch 
sites, update user account information and to setup eCRF e-mail notifications.

2. New Participant: select to screen / randomise a new participant.
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DASHBOARD (II)
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3. Switch system: select to go to the old database system. Note that this is only applicable to 
sites who were active before core protocol V4.0 to view the eCRF for participants enrolled 
under core protocol <V4.0. 

4. Enrolment Graph: shows participant recruitment over time at your site.
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DASHBOARD (III)
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5. Pending transfers: shows participant 
transfers to other sites, pending approval 
of the receiving site.

6. Consent Pending: shows participants for 
which eligibility is pending informed 
consent. Once obtained, click on the 
hyperlink to complete the Eligibility 
eCRF. 

7. Pending domains: shows participants for 
which additional information is required 
for intervention allocation. Once 
obtained, click on the hyperlink to 
complete the Eligibility eCRF. 
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DASHBOARD (IV)
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8. Recent randomisations: shows the most 
recent randomised participants.

9. Recent screenings: shows the most 
recent screened participants. Note that 
participants with a blank “Outcome” 
column require additional data entry in 
their Eligibility eCRF to complete 
eligibility assessment
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PARTICIPANTS SECTION (I)

Select participant study number
to see details & complete eCRF.

Only applicable to sites who were 
active before core protocol V4.0. 

E-mail 
notifications
will be sent.

E-mail 
notifications
will be sent.
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PARTICIPANTS SECTION (II)

1. Participant eCRF Navigation 
Pane: select an eCRF tab or icon 
(tick or cross) to open the 
corresponding eCRF page.

2. Participant details: shows 
participant summary, 
monitoring and lock status. 

3. Transfer Participant & 
Investigator Sign-Off

4. Randomisation allocation

5. Event reporting: select to add 
Serious Adverse Events (SAEs) 
and/or Protocol Deviations (PDs). 

6. Change Log

!
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PARTICIPANTS SECTION (III)
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PARTICIPANTS SECTION (IV)
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QUERIES SECTION

Click on hyperlink to open the query 
details and to resolve / update the 

query.
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RESOURCES SECTION
In case you need 

eCRF guidance, the 
Spiral database guide 

and/or eCRF data 
completion 

guidelines can also 
be found in this 

section.
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RANDOMISATION
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INTRODUCTION ECRF | SPINNAKER
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• Spinnaker’s eligibility assessment tool is dynamic  reviews eligibility after every page (when 
you click “Next”), which prevents unnecessary data entry.

• The database will inform you if the participant is no longer eligible.

• Eligibility criteria defined at multiple levels:

o Platform criteria

o Domain criteria

o Intervention criteria

• Data entry in the Eligibility eCRF takes about 10 minutes.
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ADDING A NEW PARTICIPANT
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There are two ways to access the 
Eligibility eCRF and add a new 

participant

Via the “New Participant” button on the Participants section of the Navigation toolbar….

… or via the “New Participant” button on your dashboard / landing page.
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ELIGIBILITY CRF (I)
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Eligibility eCRF 
Navigation Pane

• All questions must be 
answered before clicking 
on “Next”. 

• If you click stop midway in 
a form, the information 
entered in the Form will 
not be saved.

• You can go back to check 
or change previously 
answered questions at any 
time by selecting the 
relevant tab on the 
Eligibility eCRF Navigation 
Pane.
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ELIGIBILITY CRF (II)
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Besides Platform criteria, eligibility assessment is also  
based on Pathogen, Clinical Features and Syndromes 

and participants and Disease Characteristics. 
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ELIGIBILITY CRF (III)
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• Best interests of participant  final step before randomization.

• Decision if domain participation is appropriate by a clinician  EMERGENCY BRAKE
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ELIGIBILITY OUTCOMES
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• “Randomised”  participant meets platform and domain eligibility criteria for at least one 
domain.

• “Platform Ineligible”  participant does not meet platform eligibility criteria.

• “Not Randomised/Registry”  participant meets platform eligibility criteria but does not 
meet state or domain eligibility criteria.

• “Eligibility/Screening pending”  participant has not yet met all the platform eligibility 
criteria, but there is still time for these to be met.

o “Consent Pending”  participant (or their representative) has not yet provided informed 
consent, but there is still time for this to be obtained.

• E-mail notifications are sent to all user accounts linked to the site, confirming the eligibility 
assessment outcome.
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RANDOMISATION RESULTS
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1. Participant credentials

2. Randomisation results: shows 
allocation status of participant 
per domain.

3. Next steps: shows how to 
proceed with participant 
(reference to administration 
guide where needed).

4. Print option: select to print the 
randomisation results for in your 
Investigator Site File (ISF).
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DOMAIN REVEAL PENDING
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Some domains require extra info before allocation can be revealed.

The Participant’s Summary 
Page will indicate which 

domains are pending reveal



REMAP-CAP 
SPECIFIC CRFS: INFORMED CONSENT
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CONSENT ECRF
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• Every consent event must be entered in the eCRF, also if 
obtained at a later stage.

• Select the Consent eCRF tab of the Participant eCRF 
Navigation to add consent events, including (but not limited 
to):

o Consent approval (by participant or proxy);

o Consent revokal (by participant of proxy);

o Consent discussion without clear outcome;

o Consent in verbal form / via phone.

• If participant or proxy revokes consent, the Participant eCRF 
will be locked in accordance with indicated (participant/proxy) 
preferences and country regulations.
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SPECIFIC CRFS: SERIOUS ADVERSE EVENTS
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SAE ECRF

REMAP-CAP_ECRF TRAINING_V3.0_20260130

• Every SAE meeting the REMAP-CAP safety reporting criteria, need to be entered in the eCRF.

• Complete an initial SAE report within 24 hours of becoming aware of the event  Sponsor 
receives an automatic e-mail notification and may follow-up to request additional 
information.

• If more info about the event becomes available, complete a follow-up report linked to the 
initial SAE report

• Once Sponsor Assessor has approved the information provided for this SAE, a final SAE report 
can be completed. 

• The site’s Principal Investigator (PI) needs to sign off on every SAE.
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SPECIFIC CRFS: PROTOCOL DEVIATIONS
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PD ECRF
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• Every PD discovered on patient-level should be reported in the eCRF, separately. 

• eCRF requires you to categorize the PD with pre-defined options, distinguishing between 
trial-related / platform-specific or domain-specific deviations. 

• For PDs that do not fit a pre-defined category  select platform deviation and “OTHER”. 
Describe the PD in the free text box.



REMAP-CAP 
INVESTIGATOR SIGN-OFF
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INVESTIGATOR SIGN-OFF
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• Investigator sign-off of the eCRF is needed to confirm completeness and accuracy of data.

• PI or delegated sub-investigator are requested to sign-off eCRFs in regular intervals, at 
minimum:

o within 20 days of completion of D180, or

o prior to data lock requests by Sponsor.

• Two levels of sign-off possible:

o Form-level sign-off

 Signs off a specific Form as complete and accurate.

 All Forms can be signed off, including SAE and PD forms.

o Participant-level sign-off

 Signs off the whole Participant eCRF as complete and accurate.
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FORM-LEVEL SIGN-OFF
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 The “Sign off and lock this form” button is shown for every completed Form.
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PARTICIPANT-LEVEL SIGN-OFF
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• Two possible options for participant-level sign-off:

o “Leave participant lock status as is so that 
incomplete forms may be finished and new 
forms entered.” (e.g. if follow-up is still due)

o “Apply final lock to participant so that no 
further data can be entered.” (e.g. if no further 
data entry is required).

• Lock status will appear on the participant summary 
page and change log.



REMAP-CAP 
ADDITIONAL GUIDANCE
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FREQUENTLY REOCCURRING ICONS

eCRF completion not / no longer required

eCRF completed

eCRF partially completed

eCRF not started yet

Future due date (grey font)

Past due date (black font)

Query pending resolution (yellow-highlighted)

Transfer pending confirmation from receiving site

Transfer confirmed, participant eCRF not located at your site

Transfer confirmed, participant eCRF located at your site

eCRF is locked due to revoked consent or post-data cleaning

Consent declined for all domains

Consent declined for some domains

eCRF locked after investigator sign-off

Paediatric participant

SAE was reported for this participant
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QUESTION DEFINITIONS

An information icon is 
available at the end of 

each question, 
selecting it will 

provide you with the 
detailed explanation 

of the question.
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TEST PARTICIPANT RANDOMISATION
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• Go to: https://remapcap.spinnakersoftware.com 

• Each new user has to randomise a test participant in the test environment (Eriador Infirmary) 
with their user account, before getting access to the live site.

• Please do NOT do the following within the TEST environment:

o Report SAEs or SUSARs

o Transfer a participant to a different location

o randomise a real participant  the data cannot be transferred to the live site



REMAP-CAP 
THANK YOU!

#REMAPCAPFAMILY
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