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Rave Navigation
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Rave Navigation

Once the MTN-036 Production database is
selected, you may be prompted to select your
Role before your home page displays.
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Rave Navigation: Site Home Page
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lcons within Rave
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Data Entry Icons

Data Entry Icons
Most users may see the following icons on forms:

7 newerTouches| ®  Data has not been entered/submitted.

& complete| o Data has been entered/submitted.

4 Not Conformant| e |nvalid data. Data will also be highlighted when it is not
conformant.

@ Ouery Open| o A query is open on the data.

@ Entry Lock| o Prohibits any changes to the data.

|i Locked| ® Prevents any changes to the data, including markings, sticky
notes, etc.
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eCRF Workflow within Rave
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Task Summary

Shows any pending tasks associated with the
study based on user role

Pending tasks are items needing prompt attention:
Requiring signatures
Non-conformant data
Open gqueries
Overdue data
Site and Participant level
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Task Summary: Site Level
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http://www.imedidata.com/

Participant Grid View

The Participant Grid View:
i Displays participant folders and forms in a grid format

i Provides the status of specific forms

i Allows authorized Rave users to quickly perform
activities such a freeze, sign-off, verify, and sign-off on
multiple forms

i E.g., Investigator role can quickly sign-off on
multiple eCRFs for a given participant at the
same time
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Participant Grid View T Investigator Role

Electronic form sign-off by the Site Investigator (IoR) to verify the
completeness and accuracy of the study data should occur after all
gueries have been resolved on the form and prior to database lock
as the study approaches close out and completion.

To maximize efficiency, please hold off on providing Investigator
sign-off for a participant casebook until instructed by SCHARP

CDM(s).
Site Investigator sign off of a form or a participant casebook should not be

completed until after data review by a PPD monitor or by a SCHARP Data
Manager and all queries are resolved.
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Query Management within Rave

Data, clinical and coding queries are applied, reviewed,
answered, and resolved within the Rave database.

There are two main types of queries applied to eCRFs within Rave:

System Queries

> Automatically generated by Rave EDC when a page is
2 saved with data that is missing (left blank) or when a data
point does not conform to a pre-specific edit check.

Manual Queries

2 Opened by a SCHARP Data Manager, Clinical Coder, or
: PPD Monitor upon manual review of the data for
clarification on or correction to a specific item
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Philosophy of Query Management/
Data Cleaning and Evaluation

Goal of system queries generated within EDC to is
provide real time feedback and ensure clean data at
point of data entry.

Screening system queries will be applied to Enrolled
participants at the time of Enrollment (as
documented on the Eligibility Criteria CRF)

Screening CRFs for screened-out participants will
not undergo QC review with the exception of the
Eligibility Criteria CRF




Query Management within Rave

Use the Task Summary to identify open queries for all
participants at your site or for a given participant.

Participants, forms and fields with outstanding queries
applied will be designate€e@ v
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Resolving Queries within Rave

Examples of System Queries:

<:| Missing Data Query

<:| Edit check Query

Non-Conformant
Query
Query Text
1. Weight 55 kg )2 5 B A Delta symbol appears when
and the page has been saved.
3. Systolic BP 120 mmHg® & 7 &

Once you make the correction and save the page the
line is no longer pink and the query icon goes away.
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