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5.4.10 Create a New Version of a Defined CRF

You can make changes to a defined CRF that is already in your OpenClinica system.

Start by downloading the existing defined CRF from OpenClinica: see Download an Existing Defined
CRF in Create a CRF. Then make changes to defined CRF using Excel: see Providing Content for a
Defined CRF. Finally, upload the new version to OpenClinica. When you upload it, you can either:

e Replace the existing version (under certain conditions), or

¢ Add the modified CRF as a new version

This page is not approved for publication.

5.4.10.1 Replace a Defined CRF

You can replace an existing version of a defined CRF under the following conditions:

¢ You must be the CRF's Owner, as listed in the Table of CRFs. The Owner is the user who
uploaded the CRF you are replacing.

e The CRF cannot be assigned to any Event Definitions in any Studies.

e The values for CRF NAME and VERSION for the CRF already in OpenClinica and the CRF you
are replacing it with must match exactly.

If these conditions are not met, OpenClinica prevents you from replacing the CRF, but you can
instead Add it as a New Version of the CRF.

To replace a CRF:

1. Access the Table of CRFs.

PFage 1 of 2 - =3 R | C F | € ]
CRF Hame Date Last CRF_OID Versions Version_OID Date Orwmie Status Download Actions
[ =] pdated Uipelat g
b
Achverse 05-Jul-2011 |agoodwin  F_ACVERSEEVENT {(riginal) 05-3a-2011  agoodwin avilabls B E B IIa
L v10 F_ADVERSEEVENT W10 05-0-2011 agocdwin avaiatie. [0 BB B
wl2 F_ADVERSEEVENT V12 05-Jl-2011  agoodwin| awiaze [T BB B
Agent 05-Jul-2011 |agoodwin F_AGEMTADMINIS {original) 05-2ul-2011 | agoodwin availabie ‘:‘ rj .:. ' :I
Administraticn vi.0 F_AGENTADMINIS W10 05-Jul-2011  agoodwin svailatie [0 B2 B B
Comcomitant  05-Jul-2011 | agoodwin  F_COMCOMITANTM {criginial) 05-hal-2011  mgoodwin availaisie BB
Medications vid  F CONCOMITANTM WID | 06-0u-2011 agocdwin| meilasie [0 (s W x W = |
Elgymaliy 05-Jul-2011 | agoodwin  F_ELIGIBILITY (ewignial) 05302011 agoodwin available B E B
1.0 F_ELIGIBILITY_¥10 05-3ul-2011 agoodwin avaiatie [0 (2 W x| x|
Initial 13-Apr-2001 agoodwin F_INITIALTREAT {owiginal) 13-Apr-2013 agoodwin avallable BEn R
R ! F_IKITIALTREAT W10 13-4pr- 2012 agocdwin avaiice [0 (o W x N » |

2. For the CRF you are replacing, click the Create New Version icon Ly


https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5227
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5228
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5228
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5240
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5241
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https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5230

The Create a CRF Version for ... page opens. In the example shown here, the CRF being
replaced is Initial Treatment.

¥ou can download a blank OpentClinica CRF Excel spreadsheet template

OpenClinica is tested and supported with the use of Micosoft Excel 97-2003. If you are using a more recent version of Excel, please use the options to "save as
97-2003 version”.

M5 Excel File To Upload: : Browse... :

w

Click Browse, then navigate to the CRF you want to upload. Select the file and click Open.
4. Click Preview CRF Version.

The Create a New CRF Version - Confirm Delete Previous Same Version page opens.

In the example, the v1.0 version of the Initial Treatment CRF is being replaced: the CRF you
are uploading has the value v1.0 for VERSION, and Initial Treatment for CRF NAME.

Or you can change the versicn name and upload a different version of the CRF

5. Click Yes, Remove Previous Version.
The Check CRF Version Data page opens, presenting a preview of the CRF in the OpenClinica
web interface.
6. Correct any errors as described in Upload a Defined CRF (step 6).
7. After previewing the CRF and completing any changes, click Continue.
The Create a New CRF Version - Data Committed Successfully page opens.
8. Click Go back to the CRF List.
The Manage CRFs page opens.
o There will be a new value for Date Updated if you the version you replaced was last
uploaded on a previous date.
o There is a new Version OID for the CRF you replaced. This is not the same as the value
you specified for VERSION for the CRF, but is an internal identifier that OpenClinica
uses to manage CRF versions.


https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5229
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5.4.10.2 Add a New Version of a Defined CRF

For background information, see About CRF Versions.

You can add a new version of a CRF to OpenClinica under the following conditions:

e The CRF NAME in the new version of the defined CRF must match the CRF Name already in
OpenClinica, but the value for VERSION must be different.

e For each ITEM NAME, the DESCRIPTION, GROUP LABEL, and DATA TYPE must exactly
match the DESCRIPTION, GROUP LABEL, and DATA TYPE already in OpenClinica. Changes

to response sets are limited.

For more information, see CRF Versioning in the OpenClinica Technical Documentation.

When you add a new version of a CRF, the version already in OpenClinica remains. If you want to,
you can remove the previous version from OpenClinica after adding the new version, or you can
keep the previous version if you want users to be able to complete either versions going forward.

To add a new version:

1. Access the Table of CRFs.


https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5244
https://docs.openclinica.com/3-1-technical-documents/openclinica-ecrf-specifications-crf-template-elements/
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5235
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5230

Manage Case Report Forms (CRFs) @

Page ol 1 = Blank CRF | Opentlnica CRF | Crests &
Tl ate Library Marw CRF
CRF Name Date Last CRF OID Versions Version_ OID Cate Crwner  States Download Actions
[ =] Updated  Upcated Created
by
Acverse 05-Jul-2011  apocdwin F_ADVERSEEVENT  (orignal) 0531011 apoccheein avalakle = B a3
Bvorts vi0 | F_ADVERSERVENT_VL0 0533011 | agoocwin avalstle [ (5 N x W x|
vl F_ADWERSERVENT V12 053011 | spoodwin avalatle| [0 B B D5
Agans 05-Jul-200)  aguodwin |F_AGENTADMINIS  (originad) 0502011 | apoodvin avalatln [ = W ]
Ag=anisrtion 10 F_AGENTADMINIS V10 0532001 agencwin aveiacle [0 B8 5 8
Concomitart | 05-Jul-2011  agoodwin | F_CONCOMITANTM | (original) 0532011 | agoodwin avaliable B B B B
Medeatony w10 F_COMCOMITANTM V10 05-0u-2011 | agoodwin aatatle ([0 o W x W x|
Elgtality 05-Jul-2011  apoodwan  F_ELIGIBILITY {argnal) 05-2a-2011 agocdwin avalatle BB B L3
v1.0 F_ELIGIBILITY V10 0531011 | agoodwin avalatie [0 B B D
Last 15-80r-3012 agoodwin F_LASTTREATMEN  (original) 15-Aor- 2002 agoccwin avalable B E B E
——_ Englsh | F_LASTTREATMEN_ENGLISH 15-Azr- 2012 | speeetvitn sveiatle. [0 o x W x|

2. For the CRF to which you are adding a new version, click the Create New Version icon .
The Create a CRF Version for ... page opens. In the example shown here, a new version
(Espanol) is being added for the Last Treatment CRF.

Create a CRF Version for Last Treatment
ou can download a blank OpenClinica CRF Excel spreadsheet template hera.

OpenClinica is tested and supported with the use of Micosoft Excel 97-2003. If you are using a more recent version of Excel, please use the options to "save as
97-2003 version™.

M5 Excel File To Upload:

[ Proview CRF Version  J — &xit

w

. Click Browse, then navigate to the CRF you want to upload. Select the file and click Open.
4. Click Preview CRF Version.
The Check CRF Version Data page opens, presenting a preview of the defined CRF in the
OpenClinica web interface.
5. Correct any errors as described in Upload a Defined CRF (step 6).
6. After previewing the CRF and making changes, click Continue.
The Create a New CRF Version - Data Committed Successfully page opens.
7. Click Go back to the CRF List.
The Manage CRFs page opens. The version of the CRF you added is listed in the table.


https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5229

Manage Case Report Forms (CRFs) @

Page 166 1 | Fina | Bank CRF | OpenClinica CRF | Create &
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Adverse 05-Jul-2011  agoocwin | F_ADVERSEEVENT | (criginal) 0532011 | agoodwin avallable B
Bvents vi0 | F_ADVERSEEYENT V10 0502011 agocdwin avadabie| [T " B
vl2 | F_ADVERSEEVENT V12 0532011 agoodwin avalable| [T (X W x|
Agent 05-Jul-2011  agoodwin | F_AGENTADMINIS | (original) 05-Jul-2011  agoodwin availabie X |
Administraticn vl | F_AGENTADMINIS VIO 0542011  agoodwin mvalsbie| [ [(x W x|
Concomitant | 05-Jul-2011  agoodwin | F_OONCOMITANTM | (criginal) 0502011  agoodwin avalable X |
Medications vi0 | F_COMCOMITANTM V10 0542011 agocdwin avalatie| [0 (x N |
Engitility 05-Jul-2011  agoodwin | F_ELIGIBILITY (riginal) 05-Jul-2011 agoodwin available X |
vi0 F_ELMGIBILITY_V10 0532011 agoodwin medstle [ [x | x|
Last 15-Apr-2012 agoodwin | F_LASTTREATMEN  (criginal) 15-Apr-2012 agocdwin avalablc B
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Esparcl | F_LASTTREATMEM_ESPANOL | 15-Aor-2002 agoodwin avalabic) [T [ X W x |

Now, when a user enters Event Data for a Subject, they can choose which version of the defined CRF
to use. For the example, Last Treatment, the user can choose the English or Espanol version.

Enter or Validate Data for CRFs in Follow-up Treatment @

E
|

Edit Study Event
Study Subject ID SMC101
Study Event Follow-up Treatment
Location NA Pu
Study Subject OID 55_SMC101
Start Date 27-Jul-2011 Pui
End Date/Time Pu
Subject Event Status schieduled
 Last Updated by 0
CEFs in this Study Event:
' CRF Name Version Status Initial Data Entry | Double Data Entry Actions
HAgent Administration wl.0 'EI g
Concomnitant Medications |w1.0 & e
Physical Exam @ (5 )
(S |

View this Subject s Kecora



https://docs.openclinica.com/3.1/openclinica-user-guide/submit-data-module-overview/enter-data-event-completing-crfs#content-title-4846

