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The Review Tab

The Review tab is used to access ORACLE’ ROC Onsite
information about CRFs and Queries. Logout Preferences Change Password felp

Using the sub-tabs, you are able to Logged in as Kevin StephensoniData management role, PSDE); Last Refresh 24-May-2011 15:58:2(
select CRFs or Discrepancies, and
the information will display based
on the original search values.

Study DEVELOPMENT  Sie 101 Fal g Selected 16 Total CRFs 132

=1 Search

patens mange [ - 1] "Review” Tab with Sub-Tabs

. CRF Status: Entry [AI = | [21 x| erification [l -
These reports are covered in more “ " l = e[ E
CRF Source:  Casebeok [l =] st [an =] crrname [an Ea|

detail in the Reports and Listings Gaar | 5o |
section of this reference guide.

Patient CRFs

Select CRFs and... [ Generate Patient Data Report ¥ | Go. Refresh | ™ show Timestamps < Previous [16001122 =] Nextso ®

Select All| Selsct None
Patient visit
Select| Humber] lame | Date | crF Hame.

Casehook

Date Ops
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=]
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Opening a CRF

To open the CRF from the Casebook Spreadsheet, select the icon for the CRF you want to access.
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Casebooks | Review | Reports
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As the CRF opens, a Processing... indicator
will display. It may take a couple of seconds
for the CRF page to load.

The CRF will then open and allow you to
enter data, make data updates or perform
other actions within the CRF.

Tip: For best viewing and data entry,
maximize the eCRF window.

NOTE: RDC allows you to open a maximum
of three CRFs at once to do data
comparison. If you already have three CRFs
open, the system prompts you to close at
least one CRF before you will be allowed to
open another.

When you are finished working with all the
CRFs, you will need to close each one
individually.
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CRF Scroll Bars

In order to see all fields on the eCRF, it may be necessary to use the scroll bar on the right section of the window.

ORALCLE" RDC Onsite: Data Entry
Study:101MS325, Sie: 432203, Patient: T21,

o g

Highlight [ 21 Discrepancies 5l B EE R T [=] B By f“g‘?ﬁ_[:‘f!?ﬂ .

The scroll bar allows you
to move down the CRF
and see all the fields
present

‘biogenidec  Protocol ID [101k5322 Visit [ECREENING

Subject Page [PHYSICAL_EXAWINATION

PHYSICAL EXAMINATION (Page 2 of 2)

Body system Abnormal examination findings
VASCULAR NOTDONE []
MORMAL [] ‘
ABMORMAL []
ABDOMEN NoT DONE []
NoRMAL []
. o A
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Saving Data

After all data has been entered on ORACLE" ROC Onsite: Data Entry
the CRF, it must be saved ‘Study:101M$325, Sie: 432203, Patient T24, Casebook: 101M$325- (Kevin Stephenson - Data management role) Previous CRF | Next CRF
3 .
Hgnig [AlDscrepancies  v] B A B BB R @ @ A
Note: If the CRF is not saved then all M
data entered or updated will be lost.
P (biogenidec  Protocol ID Visit [SCREENING

Click on the SAVE icon to
Subject Page[PENOSRAH | save data on the CRF

A Saving... indicator will appear and

it may take several seconds for the DEMOGRAPHY
page to save. sex [VIFEMALE [JmaLE
Date ofbinth;  JR-1870 Q- Savi
(man-y77)
Race: []ASIAN ’
BLACK OR AFRICAN AMERICAN
CIwWHITE —
El NOT REPORTED DUE TO CONFIDENTIALITY REGULATIONS
OotHeR

"Saving..." will appear while the
CRF data is being saved
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A dialog box displays confirming the save operation and you will need to click the OK button.

ORACLE" RDC Onsite: Data Entry

Sty 10115325, Sie: 432203, Paient T21, Casehook: 101M5325- (Kevin Stephenson -Dats management rols)
Highight [2 Discrepancies 5l B EE BE D (=]

biogen idec Protocol ID [1011Ms325 Visit [SCREENING

Subject Page [DEHOGRAPHY confirm.

Preferences

B previous oRF |

A dialog box displays
canfirming the save operation.
Click the OK button to

DEMOGRAPHY

sex [Z]FEMALE [JMALE

Oracle Clinical RDC 3]
Date of bith: ~ JAN-1870
{men-yyyy) Saer

Race: []asian

[C]1BLACK OR AFRICAR AL

WHITE oK

DNOT REPORTED D! TOCOMNFIDENTIELTY REGULCETTONS

[JoTHER
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Closing a CRF

Once data has been saved, you can
click the Red X to close the CRF and
return to the Casebook
Spreadsheet.

Tip: Click Next CRF to go to the next
CRF page for this visit.

Note: If you are on the last CRF page
for this visit, you will need to close
the CRF to open a CRF for another
visit.

RDC Quick Launch Kit V1.0

ORACLE' RDC Onsite: Data Entry

‘Study:101MS326, Site: 432203, Patient: T22, Casebook: 101M8325- (Kevin Stephenson - Data management role)

Highight [ A Derepancies - B A B G

= previous cre | nextcar

‘biogenidec | Protocol ID [107118325
Subeet

MEDICAL HISTORY

Does the subject have any ongaing of resolved medical or
Oves NO

Use the X to close a CRF

Use Previous CRF and Next CRF
to navigate to the previous or next
CRF

It Yes, please record the details on the next CRF. (WEDICAL HISTORY)
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Audit History Pane

All initial data entry and changes are
tracked in the application audit history. The
audit history can be viewed within a CRF

page for any data fields that contain
changes after the initial Save.

Before expanding the Audit History pane,
choose Audit History from the Highlight
drop down list.

After you select Audit History in the
Highlight drop-down list, all fields that
contain an audit history on the CRF will be
highlighted with a blue background.

To view the Audit History pane on an open

CRF, you will click the small button on the
lower center section of the window.

RDC Quick Launch Kit V1.0

ORACLE' RDC Onsite: Data Entry

DEMOGRAPHY
Subjectinitials: 23

sec [FEMALE [(THALE

Dateofbinth,  01-FE3-2003

Race: [@hsian
B BLAcK
B wHITE

Eomher  umED ;

All fields with an audit history
will be highlighted in klue

P ——

Clicking on this arrow will
open the Audit History pane

Preferences Help
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Click on any field highlighted in blue to
display the audit information in the Audit

History pane.

Note: Only fields which have been
modified since the initial save will have an
audit history.

Tip: The details icon provides a different
view of the same information shown in the
audit history pane and allows you to easily
read a lengthy comment.

RDC Quick Launch Kit V1.0

ORACLE" ROC Onsite: Data Entry
‘Study:DEVELOPMENT, Sitz: 101, Patient: 101-101, Casebook: DISCREPANCIES- (Kevin Stephenson - Data management role)

Previous CRF | Hext CRF

Highlignt [ Audit History E === £ @ a
(biogenidec ~ Protocol D [peveLoruENT] Visit [SCREENING |
DEMOGRAPHY Select a data field you want to
. see the audit history for.
Subjectinitials: CA3
Sex FEMALE [ A B
The Audit History pane will
provide the data change
history for the field selected.
“
O sLack
B WHITE
[ otHeR fpuIxeD mmcE
wudit History: Race Code {7 B
Date | Changed From Changed To. 1By Reason Comment Details
25-5EP-2008 15:44:07 [aLack |oTHer Rt Site |se e |
\ /,
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Marking & Unmarking a CRF as Blank
The Blank Flag tool is used to intentionally mark a CRF, or a section of a CRF, as blank.

This is used when an assessment or visit was expected but not performed.

Marking the CRF blank notifies others that this page was not missed but intentionally left blank.

NOTE: If an entire visit is missed, each individual CRF within that visit must be marked as blank.
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Using the Blank Flag Tool button
The Blank Flag tool can be used to
mark an entire CRF as blank.

When the CRF Blank Selection(s)
Processing window displays, you
may check a CRF as having no
responses.

Click the OK button to mark the CRF
blank then click the Save button.

The data fields on the CRF will be
grayed out indicating that the CRF is
marked blank.
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Unmarking a CRF as Blank

Once a CRF, or field(s), is grayed out
(marked blank) you will need to click the
Blank Flag tool and remove the check from
the selected box in order to make these
fields available for data entry.

Click the Blank Flag tool and the CRF Blank
Selection(s) Processing window will open.

To enable the data entry fields on this eCRF,
the checks must be removed.

The Change Reason area displays at the
bottom of the CRF Blank Selections(s)
Processing window. You are required to
provide a reason for the change by selecting
the appropriate reason from the drop down
list.

Comments are optional and all changes are
viewable in the audit history pane.
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