OpenClinica Site Data Entry Guide
Table of Contents

1.

IMPORTANT NOTES ____________________________________________________________________ 2

2.

ACCESSING OPENCLINICA ______________________________________________________________ 3

3.

ENTERING DATA _________________________________________________________________________ 4

3.1

Subject Matrix Familiarisation __________________________________________________________ 4

3.2

Scheduling an Event ___________________________________________________________________ 5

3.3

Accessing and Navigating CRFs __________________________________________________________ 6

3.4

CRF General Familiarisation_____________________________________________________________ 7

3.5 CRF general familiarisation continued…. __________________________________________________ 9
3.5.1 CRF Header Info __________________________________________________________________ 9
3.5.2 Discrepancy Flags _________________________________________________________________ 9
3.5.3 Discrepancy notes ________________________________________________________________ 10

4.

ENTERING DATA INTO THE CRF _____________________________________________________ 10

4.1

Enter data into the appropriate fields. ___________________________________________________ 10

4.2

Entering Dates ______________________________________________________________________ 15

4.3

Entering Partial Dates ________________________________________________________________ 15

4.4

Tests Not Done ______________________________________________________________________ 15

4.5

Adding Extra Rows ___________________________________________________________________ 16

4.6

Mark CRF Complete __________________________________________________________________ 16

4.7

Schedule multiple occurrences of a repeated Event ________________________________________ 16

4.8

View/Enter Data within a repeated Event ________________________________________________ 17

5.

DEALING WITH DATA QUERIES RAISED IN DISCREPANCY NOTE (FLAGS): ___ 18

5.1

Failed Validation Test - Discrepancy Note ________________________________________________ 18

OCTO_OpenClinicaSiteDataEntryGuide_V4.0_19Sep2018.doc

Page 1 of 36

octo\kk

OpenClinica Site Data Entry Guide
5.2

Queries raised by the Trial Office _______________________________________________________ 19

5.3

Notification Emails ___________________________________________________________________ 19

5.4

'Notes and Discrepancies Assigned to Me' ________________________________________________ 22

5.5

Adding or amending data in a CRF marked as ‘Completed’ ___________________________________ 24

5.6

Using a flag multiple times. ____________________________________________________________ 27

6.0

LOCKED EVENTS TO CONFIRM DATA IS CLEAN __________________________________ 28

7.0

SIGNING PATIENT DATA_____________________________________________________________ 29

7.1

Sign-off by Site at the end of study ______________________________________________________ 29

7.2

By OCTO – signing patient data to confirm data is clean _____________________________________ 29

7.3

Signing Patient data: _________________________________________________________________ 29

7.4

Re-signing altered patient data in an Event after initial PI sign _______________________________ 32

7.5

Signing an individual event ____________________________________________________________ 33

1. Important Notes
1. The trial, events, CRFs and questions displayed in this
document may not match the trial, events, CRFs and questions for
your trial, but the same principles will apply.
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2. Training Database is always available and is an exact copy of the
Live one. Contact the Trial team for access details. Use this to
familiarise yourself with the database and to add practice subjects
3. Live Database - Please never add new patient by using ‘Add New
Patient’ link on the Matrix table. Patients are added automatically to
OpenClinica upon registration.

2. Accessing OpenClinica
Step 1 – To gain access to access to patient Case Report Forms (CRFs) in OpenClinica, a wetsigned completed staff contact responsibility sheet (SCRS) must be received by OCTO with the
delegation option for ‘completion of CRFs..’ ticked. You will receive an email from OpenClinica
st
detailing your individual user account name and password. The password will expire on 1 use
and you will need to enter your own password.
Step 2 - Open your web browser (Internet Explorer 11, Firefox 25 are supported, other browsers
may work but are not guaranteed.)
Step 3 – Go to https://octo-oc.oncology.ox.ac.uk/OpenClinica/ for the live website or https://octooc.oncology.ox.ac.uk/OpenClinica_test/ for the training website. N.B. the URLs are case sensitive.
We recommend you add these sites to your website favourites for later use.
Step 4 – Log in to OpenClinica. The homepage for the trial you are working on will appear.
st
st
§ Username structure: 1 initial from 1 name with full surname (all lowercase), i.e.
Donald Duck username would be ‘dduck’.
§ Please note that user name and passwords fields are case sensitive.
§ Note that there is a ‘forgot password’ facility on the log-on page. Trial staff at OCTO
can also reset passwords and send username reminders should you need.
Step 5 – If required [only if you work on multiple OC trials] click the ‘Change Study/Site’ button
(as below) to switch and access the correct trial.
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3. Entering Data
3.1 Subject Matrix Familiarisation
You should be initially presented with the subject matrix, if not click the ‘Subject Matrix’ option
in the Header Tool Bar. The matrix gives you an overview of the trial. Across the top of the
matrix table you have a row of different columns; each title represents a different time point in
the trial where data is collected (each time point title will have several letters or numbers of
coding prior to the event description e.g. ‘AC05pre-treatment’, the coding is unavoidable but is
of no significance therefore please do not be concerned by it). In OpenClinica these time
points are called and referred to as ‘Events’. The events are in the order the patient will attend
st
for their trial visit. i.e. the 1 column would be the event for pre-treatment or the screening
st
visit. Then the next column, 1 treatment event, followed by the 1st scheduled trial
assessment, etc. Any exceptions to this will be for events that are used in an ad-hoc manor,
such as adverse events or trial withdrawal.
In the subject matrix:
• [See A in example below] There is a separate row for each patient registered to the trial
by your site.
• [See B in example below] Event access point. Each event will contain a CRF or multiple
CRFs which need to completed for that patient time point i.e. the patient visit. The event
icon will change as the data entry within progresses – see point [C] below.
• [See C in example below] Icon Key. The different icons indicate the status of data entry
for each event.

•

Some events may be reoccurring, i.e. can occur more than once on the trial. Such events
which have a times number next to the icon e.g. x2. These recurring events will become
layered on top of each other (rather than a separate column for each). Where applicable,
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click on a multiple icon to bring up the separate entry points to the individual event. See
example below:

•

Note that you will never need to use ‘Add New Patient’ link on the Matrix table. Patients
are added automatically to OpenClinica upon registration.

3.2 Scheduling an Event
a. Depending on the trial you are working on, the first event for the subject may already be
scheduled. A scheduled event is indicated by this

icon. If the event is not scheduled then

this
icon is displayed. Apart from the first event (if applicable to your trial), all subsequent
events are required to be scheduled manually If the event is not scheduled you need to
complete the following step ‘b & c’, otherwise jump to ‘Navigating to the CRF’ below Section
2.3
b. Select the patient you want to enter data for and identify the event you want to schedule.
Hover the mouse over the icon and click on it. Click ‘schedule’ on the sub-menu that is
displayed.

c.

Enter the appropriate information. The start date should be the date the patient attends for the
visit, or the first relevant date. (This start date is not used in the data analysis but is required in
OpenClinica). If the event covers a period of time then you can enter the end date of the
event, although this is not compulsory. ‘Location’ is also not compulsory. When you have
finished, click the ‘Proceed to enter data’ button at the bottom of the screen.
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The event is now scheduled and you can start to enter the data.

3.3 Accessing and Navigating CRFs
a. Hover your mouse over the icon

and click the icon. The following sub-menu will appear

Click the View/Enter Data option.
USEFUL TIP: OpenClinica allows multiple pages to be open simultaneously, therefore
you can right click and use ‘open page in new tab/new window’ – system permissions
may vary. This is useful e.g. should you wish to refer between data entered in different
CRFs/Events at the same time.
b. You are now presented with a list of all the CRFs which make up this particular event. To
enter data for a CRF click the Pencil icon as indicated by the red box in the next example.
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Note: Next to the pencil icon is the magnifying glass icon, which if you hover the mouse over,
will tell you is ‘view mode’. View mode allows you to view the data without being able to
change the data. This feature is not relevant for data entry and it is advisable to not use the
view icon at all. This is because - once in - view mode and edit mode are not easily
distinguishable and situations where data entry persons have been in view, entered data, then
found there data has not saved have occurred. Please therefore be aware of this.
Other things to note:
§ The version number box will automatically be set to the correct version.
§ The printer Icon allows you to print your CRF out and print to PDF.
§ You will see an option at the bottom of each event to ‘view this subject’s record’. This will
bring up a page listing all CRFs from all events in one place in the order that the CRF was
last amended.
§ ‘Exit button’. Click exit to go back to the Subject Matrix. Or if you have been opening
separate tabs just close the tab.

3.4 CRF General Familiarisation
a. After click on the pencil icon in on the Event CRF list. A blank CRF will be displayed ready for
data entry. Some CRFs may be spread across more than one page. A CRF with more than
one section will be indicated by the number of tabs shown at the top of the page [see box A in
following example]. You can move between tabs freely, but once you have begun entering
data on one of the tab (tabs can be completed in any order) you must save before moving
onto the next tab. A warning will be shown if you attempt to change tabs without saving newly
entered data on a page. Navigate between the tabs by clicking on the appropriate tab or by
selecting the section from the drop down box [see box B in following example].
Note: Some CRFs may only have a total of 1 page; therefore only 1 tab will be visible.
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Please take note of any instructions that are included below the CRF title, and any comments on
the screen in between fields which will help to clarify the exact requirements. The units for your
reply are usually indicated to the right of the field, please follow all of these specifications.

OCTO_OpenClinicaSiteDataEntryGuide_V4.0_19Sep2018.doc

Page 8 of 36

octo\kk

OpenClinica Site Data Entry Guide
3.5 CRF general familiarisation continued….

3.5.1

CRF Header Info
BOX 1 in example above. Click on ‘CRF Header Info’ to open further details about the CRF
page. The box that appears provides details about the trial patient and also confirms the
Event the CRF is part of.

3.5.2

Discrepancy Flags
BOX 2 in example above. Discrepancy Flags - Each field will have an adjacent flag Icon that
upon clicking will cause a pop-up box to appear, which you can use to leave a comment/s
(referred to as ‘annotations’ in OpenClinica) about the field. Also, if OCTO have a query about
the data entered in the field, the flag will be used to raise a query See the ‘Discrepancy
Processing’ section for further details.
The flag will change colour depending on the status:

Blue Flag

Blank: Flag un-used.

White Flag

Annotation: A comment has been made about this field.

Red Flag:
Green Flag

Query: A query has been raised and requires attention.
Resolution Proposed: A response/resolution to the query (Red Flag) has been
provided with the expectation that the issue can now be resolved i.e. Closed.
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Orange Flag

Black Flag

N.B. Only OCTO can close a query.
Updated: a flag can turn orange if ‘update’ is selected, instead of ‘Resolution
proposed’ when responding to a query (a Red Flag).An ‘Update’ can be used for
any correspondence regarding the query that is not proposing a resolution. i.e.
requesting clarification on the query raised, or explaining that you are waiting on
information and will answer the query when possible.
Closed: once a resolution has been proposed and accepted by OCTO the
query will be closed and the flag will turn black.

Hint: if you have entered data in the flag box and the flag icon has not changed colour, try refreshing
the page.

3.5.3

Discrepancy notes
BOX 3 in example on previous page. Discrepancy notes (See section ‘Discrepancy
Processing’) - This will give you an overview of the notes and discrepancies status i.e. a count
of the each flag attached to the CRF (this includes all pages/tabs of the CRF).

Red * (Compulsory Fields)
BOX 4 in example on previous page. Red * (Compulsory Fields) - All fields marked with a *
must be answered. If you leave any of these fields empty, upon saving the CRF page an error
message will appear requesting data to be entered in the highlighted fields, or a comment
made in the related empty field flag to explain why the information is missing. Some fields
may have further automatic checks programmed i.e. expected indices for Full Blood Count. If
a field fails these checks, a ‘Failed Validation’ message will occur and red flag will appear next
to the queried fields. If the data needs correcting, correct the field and press save. If data in
this field is correct, click on the flag and enter a comment to state the data is correct, then
save the CRF page again.

4. Entering Data into the CRF
4.1 Enter data into the appropriate fields.
If something is unknown, or you need to provide further information, enter a comment into the flag.
Even for non-compulsory fields, please use the annotation notes (where appropriate) to explain if
something is unknown or e.g. the test was not done. A short, concise note is adequate. This will clarify
to the trial office upon review that this field is purposely left empty, thus avoid a query being raised.

Example 1: non * fields (Non-compulsory fields)
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•

In this example ‘Time of ECG’ was not recorded in raw data in error, thus not rectifiable.

As this field will be left blank, an explanation should be given to confirm that this field is
purposefully left empty. Following the example below, hover your mouse over the flag and
click on link to ‘add a discrepancy note’ – ignore the term ‘discrepancy note’, you will be
able to select the correct term ‘annotation note’ in the next stage. After clicking, wait for
the flag’s discrepancy note pop-up box to appear. Ensure pop-up boxes are enabled if it
does not appear.
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•

When the pop-up box has appeared, enter an explanation in the ‘Description box’.
(Detailed Note is optional).e.g. the field is purposefully left blank as. ‘not known as not
recorded in notes. The ‘type’ of discrepancy should default to ‘annotation’ but you can
choose from the drop down list if necessary. (See example on next page). Upon saving,
the box will close automatically – please be patient and only click submit once to avoid
duplicating annotations being entered - and upon refreshing the CRF page the flag will
become white to indicate an annotation note has been made on the field.
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Example 2: * fields (compulsory field)
•

For * fields, you will not be able to save the page unless an annotation note has been
added. In the next scenario, data has been entered but the result will not be known for
the ‘QTc Value’ for 2 weeks, so to avoid having to postpone all data entry for this CRF,
the rest of the data can be entered and an annotation note made for the field upon which
you are waiting for data. Upon saving this annotation, even with a *field empty, the CRF
page will now save successfully.

•

a) Once all fields (or all that you can with annotation notes added for those you can’t) are
completed you must click ‘Save’ to save the data you have entered. You will be taken
automatically to the next tab (is applicable) of the CRF. Repeat this process until you
come to the last tab (i.e. the last page) of the CRF.
b) On the last tab page there is an additional tick box called ‘Mark CRF Complete’.

Tick this box if you have fully completed the CRF and have no further data to enter. This
will change the CRF status to ‘Data Entry Completed’ and the icon will change to

,

otherwise the CRF remains with a status of ‘Initial Data Entry’ with an icon of
. You can
still edit the CRF after marking it as complete but you will be prompted to enter a
discrepancy note to explain why you are making the changes (see section ‘Adding or
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amending data in a CRF marked as ‘Completed’’ in this guide) . Marking a CRF
Complete, will start the data review process by OCTO.
As a general rule, it is not advisable to mark the CRF complete until you know you have
completed all data input (i.e. in the example above with a delayed QTc value, do not mark
as complete yet; if it is not complete you will know that there is something outstanding, so
on review will be reminded to chase the delayed data item)
Important Note: For CRFs with multiple tabs you will not be able to mark the CRF as
complete until all compulsory fields (red * field) across all tabs have been completed or an
annotation note has been completed to explain the missing data. If you have a large
number of compulsory fields to complete which are not applicable and you therefore are
unable to mark the CRF as complete, please contact the trial office who have the ability to
force the CRF to be marked as complete. The trial office can do this quickly and are
happy to help, therefore please do not hesitate to make this request.
After marking a CRF as complete, the status will change in the Event CRF screen. The
example below shows once CRF has been completed (green) and the other (yellow) is in
‘data entry started’ phase.

d) When you have entered all the available data, click the ‘Exit’ button. The ‘Subject Event
Status’ will remain as ‘Data Entry Started’ until all CRFs are marked as ‘Complete’.
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Note: Once all CRFs have been entered and completed the ‘Subject Event Status’ will
automatically change to ‘Completed’. The Icon on the subject matrix will also automatically
update to represent the ‘Subject Event Status’ indicated.
e) Continue entering data for the remaining CRFs when the data becomes available

4.2 Entering Dates
All date fields have date widget attached to them
displayed:

. When this is clicked a calendar is

You can change the year by clicking on the >> << signs; click and hold down to display a list
of years, select the year you want. Change months by clicking the < > signs. Again clicking
and holding will display the list of months. Click the date to populate the field on the CRF and
close the widget.
You can type the dates in by hand but the following format must be followed: DD-MMM-YYYY
e.g. 23-Jan-2010. The month is not case sensitive but it must be entered as a word and not a
number. Also a hyphen must be used e.g. 23-jan-2010. The following is not accepted
23/Jan/2010.

4.3 Entering Partial Dates
Some fields will accept partial dates, usually indicated on the CRF, for example for previous
medical history details. The format of partial dates must be as follows: MMM-YYYY e.g Feb2010 or Apr-2010. Again, the month is not case sensitive but a hyphen must be used. If only
the year is known then enter YYYY e.g 1996.

4.4 Tests Not Done
When data cannot be entered because a test has not been done, please provide as much
information as possible as to why it was not done (otherwise this would have to be requested
any in a discrepancy note anyway, in order for OCTO to have oversight of possible deviations,
or logistical problems with complying with the protocol etc)
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4.5 Adding Extra Rows
You may come across an ‘Add’ button at the bottom of a table of rows in a CRF. This allows for unlimited
duplicate blank rows to be added, should you need more space.

4.6 Mark CRF Complete
You should only select ‘Mark CRF Complete’ checkbox once all the data has been completed
for that CRF.
It is very crucial for Conmed and Adverse Event CRFs not to mark complete while patient is
on study. These should only be marked complete once all the data has been entered, after
either patient has stopped treatment, completed all the relevant follow up visits or has died.

4.7 Schedule multiple occurrences of a repeated
Event
Go to the subject matrix view and click on repeating event and select ‘Add Another
Occurrence’ to schedule a new event. A screen appears as usual as you would have
scheduled any other event.
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4.8 View/Enter Data within a repeated Event
Click on a repeated event and select ‘View/Enter Data’ option for the visit you are interested in
as in the image below. The choice of tasks displays for each of the existing occurrences.
You will be able to view or enter data in any CRF for the selected visit.
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5. Dealing with Data Queries raised in
Discrepancy Note (Flags):
5.1 Failed Validation Test - Discrepancy Note
Why you may get a ‘Failed Validation Test’: Some fields will only accept certain values, e.g.
strict date format (see section ‘Entering Date’), or have rules i.e. an expected range on a
blood test, or only accept number values. Or as mentioned earlier on in this guide, if a *
compulsory field is left blank upon saving.
Upon saving, OpenClinica will automatically check the data and trigger ‘Failed Validation
Check’ notification if any issues are found. If this happens, an error message will appear
warning you that you have failed one or more validation tests. The field/s with error/s will be
visible by a red flag icon and an exclamation mark. The error will also be listed underneath the
CRF header.
You will need to resolve the issue by correcting the field and pressing save or by clicking on
the flag icon and using the pop-up box to provide an explanation for either the missing,
incorrect or outlaying data – see the example below.

Enter a brief reason in the ‘Description’ box to state why the item failed the validation check
and if required any further details in the ‘Detailed Note’ section and click submit (Note: Please
be patient and do not click more than once. The submit button is sensitive and repetitive
responses may be entered if you press more the submit button more than once) A
confirmation screen will appear which will close automatically. This must be repeated for all
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fields that have failed the validation check. When you have finished dealing with the ‘Failed
Validations Checks’ you must press save again on the CRF.
WARNING: If you press exit, the page will not be saved.

5.2 Queries raised by the Trial Office
When a CRF is marked as complete, OCTO will review the CRF and if they have any
questions will raise ‘Query’ type discrepancy notes. Queries will be assigned to a specific user
at the site, usually the person who entered the data.
There are a number of ways of knowing that you have queries to be answered:

5.3 Notification Emails
When OCTO reviews a CRF, for the first query raised on the reviewed CRF, an email
notification will be sent to you. For subsequent queries on that CRF raised at the
same time, an email will not be sent. This is to prevent swamping your inbox with
emails informing you have a query has been raised in OpenClinica. When you access
your CRF to respond to the initial email notification, please check the ‘Notes and
discrepancies’ counts in the CRF Header (See also ‘Notes and Discrepancy assigned
to me’ section below), as you will also be able to see the additional red flags which
indicates that further queries have been raised after the initial email. Please respond
to all the queries as and when data become available.
To respond to the queries:
1. Click the discrepancy flag in question (it will be highlighted by the red flag)

2. View the query
3. If applicable, update by overwriting, the field in the CRF with the resolution. The field
background will become yellow to highlight the field you have adjusted. Or, you can continue
with the actions below and make the changes to the field after you have closed the pop-up
query box.
4. On the pop-up query box, click ‘propose resolution’ or ‘update’ as appropriate:
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o
o

‘Propose resolution’ would be used when you have solved the query, i.e. by providing an explanation for
the data queried or by correcting the field in the CRF.
‘Update’ would be used if you are unable to answer the query and what to inform that e.g. this information
is pending, or if you are unsure of what the query means.

5. Enter a description. The detailed note is optional.
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6. Assign your response to the trial office member who raised the query (usually this will be the
default selection)
7. Tick the email flag. Optional – however please use if the query was urgent.
8. Click submit. (Please be patient and do not click more than once. The submit button is
sensitive and repetitive responses may be entered if you press the submit button more than
once).
9. Click close or wait for Pop up box to close automatically

10. If there are any other queries on the CRF, repeat the above process.
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11. As well as responding to the query, you will need to update the data fields in the CRF itself as
required
12. Ensure you Save the CRF if you have made changes to fields.
13. Note that any changes made in the flag pop-up box will be saved automatically, however the
flag colour on the CRF may not update until the page has been refreshed.
This example shows the flag has become green after the CRF page was saved i.e. refreshed:

5.4 'Notes and Discrepancies Assigned to Me'
There are also other ways to deal with the queries:
o

On the ‘Home’ screen…

…click on 'Notes and Discrepancies Assigned to Me' in the toolbar at the top of the
page.
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Please Note: Due to a reported bug on the system, the count next to this link displayed on the
home screen is not always accurate; therefore you should always click on the actual link to be
taken to the Notes and discrepancies page for the accurate count. The notes and discrepancies
page will default to show how many New Queries/queries not yet addressed, are assigned to you.

o

Each row is a separate query. N.B. There may be multiple queries on 1 CRF but each will
be shown as a separate query.

o

To view and answer the query within the CRF;
i. Scroll to the last column ‘Actions’ at the far right hand side of the page [A] of the
query you want to deal with. If your browser allows, right click on ‘View in Record’
and select from the sub-menu ‘open in a new window’ or ‘open in new tab’ – this
will allow you to come back to the Notes and discrepancies table easily. Or just
left click.
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ii. The CRF page will open and the query pop-up box will appear. Complete the
query as normal ensuring you save the CRF page. Should the save option not
appear on the CRF page, please phone OCTO for advice.
iii. Alternatively you could open the CRF itself by starting with the subject matrix (go
to task Subject matrix, right click to open it in a new tab which keeps the
discrepancy tab still open, and drilling down through the event to the CRF of
interest.
Note: You can then use the filters (the grey box under the column titles [B] to narrow the
table down e.g. by patient number, CRF, or resolution status, e.g. to select new and
updated queries only).

o

To see all ‘notes and discrepancies’ that are assigned to all users at your site, click on
‘Notes and Discrepancies’ on the toolbar of the home screen.

This will open the Notes and discrepancies page displaying, as default, all flags; queries, failed validation
checks, updates, resolution proposed, closed and annotations, for all patients’ CRFs at your Site.
Again, you can then use the filters to narrow the table down e.g. by patient number, CRF, or Type (flag
icon.

5.5 Adding or amending data in a CRF marked as
‘Completed’
If you have additional data to enter or you wish to amend data already entered on a CRF
marked as Complete, you can do this but OpenClinica will make you provide a reason for
change.
1.
Within the CRF enter or edit the data
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2. Click on the corresponding flag for each field amended. A pop-up box will appear.
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1. Select ‘Reason for change’, if it has not defaulted to it.
2. Enter Description. E.g. correction made, new information, etc.
3. Click submit (Please be patient and do not click more than once. The submit button is
sensitive and repetitive responses may be entered if you press the submit button more
than once)
4. Click close or wait for Pop up box to close automatically
5. Repeat process for all fields where a change has been made.
N.B. If you have a large amount of data in a CRF to change/add, please contact OCTO who
can manually change the status of the CRF back to ‘Data Entry Started’ thus allowing you to
make changes to the CRF without having to complete ‘Reason For Change’. N.B. You will
need to re-mark the CRF as ‘Completed’ once you have finished making changes.
6. Flags will turn white when a ‘reason for change’ i.e. an annotation, has been left.

The CRF can now be saved with the new data. If you have forgotten to add a ‘Reason
for change’ discrepancy note for any questions, you will be prompted to add one when
saving the CRF. See example of prompt in example below. The field in question will be
highlighted red and marked with an exclamation, and an error message will be displayed
at the top of the page:
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In this example: the pulse field was changed and on a CRF marked as complete. Upon
saving, the prompts to provide a ‘reason for change’ explanation are demonstrated.
If you cannot change the discrepancy type to ‘reason for change’ please contact the trial
office.
If you need to do several amendments each with their ‘reason for change’ explanations within
one previously completed CRF, contact the OCTO office who may be able to set the CRF
status back from completed to ‘data entry started’, thus avoiding all the reasons for change
requirements

5.6 Using a flag multiple times.
Flags can be used more than once. For example, if you need to make another change to a
field where you have already completed a ‘reason for change’, thus the flag is white, this is not
a problem. To make another change to the field where the flag has been previously used:
Simply make the change required and select on the flag as normal:

1. Select ‘Begin New Thread’. A new box will open. Select reason for change and complete as
normal. See example below. Note that the audit history displays the previous version of the
field.
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Note that only one colour can be displayed on the flag. If a flag has a query and annotation note,
the colour shown would be a RED, as the query has a higher priority.

Additional notes about queries
o

OCTO will review your responses to the queries in a timely manner.

o

Only OCTO have the ability to close queries i.e. making the flag colour turn to black
indicating the query has been closed.

o

Annotations (white flags) are the exception. These flags will remain white as it is not
applicable for these notes to be closed.

6.0 Locked events to confirm data is clean
Note: the use of the lock feature was introduced in OCTO for new trials being developed after
November 2017, so this may not be relevant to older trials
Once OCTO have reviewed an entire event and all CRFs are completed and any queries closed,
OCTO will mark the event as Locked
. You can still view the data under this status, but will not be
able to edit unless the event is unlocked. If you subsequently need to amend a CRF within a locked
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Event , contact OCTO office by calling or via email to request the unlocking, giving your reason. The
Event will be unlocked at request and amended data will be reviewed and will be locked again.

7.0 Signing patient data
During SIV the use of the OpenClinica signing feature will be decided, this varies depending on the
trial.

7.1 Sign-off by Site at the end of study
At the end of the trial, once the data has been cleaned, all the queries have been closed, OCTO is
satisfied with the data, patient data must be signed in Open Clinica by the Principal Investigator for
each site (or their named delegate on the delegation log) . OCTO office will request PI signature once
the trial is closed.
Principal Investigator/ delegate will be given Open Clinica access with the OpenClinica role of
Investigator. Password and username will be sent by emails.
Please note when PI /delegate signs patient data using signed
icon all the events get signed
including the hidden events for which PI is not responsible.(Hidden events are for OCTO use. They
could include information on monitoring, imported reference data for value ranges, imported
registration information etc)
OCTO requests a whole subject sign-off for the conveience of the PI or delegate, rather than
requesting signing off of dozens of individual Events. OCTO uses this whole subject signing feature in
OpenClinica with the understanding that the PI/delegate is not responsible for the data that is hidden

7.2 By OCTO – signing patient data to confirm data
is clean
For some trials, particularly trials running before Novemeber 2017, OCTO uses the sign-off feature to
indicate that the CRFs in that event/case record are clean. In this situation the Site personnel do not
use this feature

7.3 Signing Patient data:
Once you log in to the database as Investigator the following screen appears.
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Browse through the patient record as required to ensure that you are satisfied that the patient data is
complete and accurate. Click on
patient.

icon in order to sign all the events (patient data) for a selected
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Enter your User name and password again and select submit in the following screen
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After submitting, all the events, for the selected patient are signed..

7.4 Re-signing altered patient data in an Event after
initial PI sign
OCTO office and Site require the PI signature once the data is clean and no further amendments are
required; a request will be sent from OCTO.
If in the unlikely circumstance that data alteration is required, the ‘signed’ icon is automatically
removed from each of the Events that have been changed. Therefore after data cleaning there will be
a further request from OCTO to re-sign the amended event(s).
The names of the Events appear as column headings. OCTO will provide the name of the subject
identifiers and Events to be re-signed
Browse the CRFs in those Events as required to ensure that you accept the updated data.
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7.5 Signing an individual event
Note: If for any reason sign off icon doesn’t appear at the end of all the events (under clear filter) an
individual event can to be signed. To do this:
a. Select event in question and then select View/Enter data option from the drop down
menu.
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b. The following screen displays. ‘Select Edit Study Event’
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c. For ‘Status’ field select ‘signed’ option and submit changes.
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d. Go to the subject matrix and the selected Event must be replaced from

to

icon

This is the end of the user guide. Should you have any questions on OpenClinica please
contact the Trial team at OCTO who will be happy to assist.

Final Page
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