15.4.1 Enter Data Into a CRF

When a CRF is created as part of Study Setup, many aspects of the CRF and data entry for it are
configurable. These instructions provide general guidelines; when you enter data for a CRF, the
process might differ.

1. Open the CRF. There are different ways to open the CRF to enter data, including the following:

2.

3.

o In the Subject Matrix, find the Subject and Event you want to complete the CRF for, then
click the icon in the cell for that Event, and click View/Enter Data.

o When you Schedule an Event, after completing the Schedule Study Event page, click
Proceed to Enter Data.

The Enter or Validate Data for CRFs page opens. The page reports the Event information
followed by a table of all CRFs in that Study Event, with one CRF per row.

Study Subject ID CAMID7

Study Event Registration Yisit
Location MiA s
Study Subject OID 55 _CAM107

Start Date 06-Jul-2011 Pu
End Date/Time Vi
Subject Event Status scheduled

Last Updated by O

CRFs in this Study Event:

CRF Name Version Status Initial Data Double Data Actions
Entry Entry

‘erification of Informed v

Consent

Bligibility v1.0

Prysical Exam English _: ]

If there is more than one version of the CRF available for the current Site or Study, select the
one you want from the drop-down list in the Version column.

If you want to print the CRF, click the Print icon for that CRF. The printout will include any
data already entered in the CRF. To view a read-only version of the CREF, click the View icon.

Note that when the CRF is viewed or printed in this manner all hidden fields in the CRF are
displayed.

. To enter data for a CRF, click the Enter Data icon in the Actions column for that CRF.

The CRF opens, showing the first Section. Details about the CRF and entering the data depend
on how the Study was configured during Study Setup.


https://docs.openclinica.com/3.1/study-setup/build-study#content-title-4374
https://docs.openclinica.com/3.1/openclinica-user-guide/submit-data-module-overview/subject-matrix
https://docs.openclinica.com/3.1/study-setup

Example CRF -- Eligibiity for Study Subject CAM107:

= CRF Header Info

Event: Registration Visit ((5-Jul-2011) Sex: M
Age At Enrollment: 32 Years - 7 Months - 20 Days
Study: Docetaxel in Patients With Completely Resected NSCLC Date of Birth: 14-Mow-1978

Sitez  Cambridge Center for Surgical Onoology

Discrepancy Motes on this CRF:

Haw Closed Mot Apolicable
0 0 0
Indusi...0/9)| [ Exclusioqo/s) | » |~ Selecttoump- |

Tithe: Inclusion

Page: 1 [ Save N Exit

INCLUSION CRITERIA: All answers to questions 1-8 must be answered YES for subject to be eligible for participation.

1 Isthe subject 18 () YES* ™ 2 Does the subject have () yEg* T
years of age or older? () nO an E00G status of () NO
0-27
3 Isthe subjects WBC () yEg* T 4 Is the subject's () yes* T
count 3,5000LF () NO platelet count WBC O no

oount 100,000/L7

§ Isthe subject'sserumn () YES* ™ &  Is the subject's serum () yES™ T

creatinine <1.6 () N0 bilirubin 1.6 mg/dl? 3 Mo
mag/dii?
) If the subjectisof () ves* ™ & Has the patient been () yes* T
child-baaring ) NO proparly informed of (O No
potential, does the the study and signed
subject have a the Informed
negative pregnancy Consent?
test and agree to use
adeguate

contraception during
and two manths after
the duration of this
study?

Date Informed [
Consant was signed:

Returm to top [ save W Exit |

5. To view information about the Subject, Event, and Discrepancy Notes, click the plus sign (+)
next to CRF Header Info, which is at the top of the page. To hide the Header Info, click the
minus sign (-).

6. Select the Section you want to enter data for. The title of the current Section is listed in a tab
below the CRF Header Info. To select a different Section, click the tab for that Section (tabs
are below the CRF Header Info) or select the Section from the drop-down list next to the tabs.

7. Enter the information for the current Section. The icon changes from i to &, indicating the
page now contains unsaved data. Items are numbered if the CRF was defined that way, with
the total number of Items completed for that Section and total number of Items in the Section
shown in the tab. For example, (0/5) indicates 5 Items in the Section, with no data entered in
any of the Items. Instructions for completing Items in the Section are be shown at the top of
the page or with each Item, if the CRF was defined that way. If you enter a value that differs
from what is required for the CRF, have a question, or want to make a note, add a Discrepancy
Note by clicking the Add Discrepancy Note icon ™ for the Item and then completing the Note.
For details, see Notes and Discrepancies.


https://docs.openclinica.com/3.1/openclinica-user-guide/monitor-and-manage-data/notes-and-discrepancies

8. After completing a Section (page):

o If you don't want to save the information you entered for a Section, click Exit to end data
entry.

o If you want to keep the information you entered for that Section, click Save.

If there are any problems with the data you entered, OpenClinica does not save the data,
but displays messages about the information that is incorrect. Specifically, it checks that
all required values are provided and that values entered comply with validation checks
and Rules that are defined for the CRF. Correct any mistakes in the data or provide a
Discrepancy Note for them, then click Save.
Upon saving the Section, OpenClinica performs any calculations that were set up for the
Section of the CRF. After saving the Section, OpenClinica displays the next Section of
the CRF.
9. Complete all Sections in the CRF, saving each Section as you complete it.

10. In the last Section:

o If all information has been entered for the CRF, select the Mark CRF Complete
checkbox, then click OK in the confirmation dialog box. If a password is required, supply
your password in the dialog box that opens. You can later edit the data in the CRF, even
after marking it complete.

o If all information has not been completed, do not select Mark CRF complete. you can
edit the CRF later to complete the information and mark the CRF complete at that time.

o If double data entry is required for the CRF, select the Mark CRF Complete checkbox.
You or another user will need to enter the data for the CRF again before it can be
verified as complete.

11. Click Save in the last Section.
If the CRF has been marked complete, the Enter or Validate Data for CRFs page opens, and
the status for the CRF shows Data Entry Complete, or Data Entry Started if you did not mark it
complete. The Study Events sidebar panel also shows the updated status for the Event.

12. If you want to print the completed CRF, click the Print icon for the CRF in the Enter or
Validate Data for CRFs page.
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https://docs.openclinica.com/3.1/rules
https://docs.openclinica.com/3.1/openclinica-user-guide/submit-data-module-overview/enter-data-event-completing-crfs#content-title-4845

