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Document control
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section 5 — CIT Data Importer

2.0 27/07/2015 Ping Yu Guidelines to prepare Data for import. New version
Data import tool: ODIN. Rewrite Data export from
OpenClinica

2.1 18/12/2015 Ping Yu Add information about coding data for importing.

2.2 01/03/2016 Ping Yu Add information about RDCIT Secure Data Service
importing and a new feature about ODIN

2.3 15/06/2016 Ping Yu Add a section of ODIN synchronise

Check if there is a later version of this document on the RDCIT website.
(http://rdcit.org/openclinica/oc-training/user-documentation/)
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1 How to use this guide

OpenClinica uses an international file format called CDISC ODM XML. In order to import data directly into
OpenClinica the data file needs to adhere to this format. This guide explains how to import data from a

comma separated values (csv) file using a mapping programme such as ODIN.

There are a number of tools and approaches available for importing data into OpenClinica. Each can be used
singly or in parallel, depending on the state of your data and level of expertise or familiarity with the tools.
All tools are accessible to the end user and do not require specialist IT technical skills. Tools available

include:

e ODIN (developed by the Clinical Infrastructure team, you can download source files from Here.)

e OC Data Importer (developed by https://community.openclinica.com/extension/ocdataimporter)

Which tool should | use?

There is no hard and fast rule which tool will be most appropriate for you use, they can all do the job with

the same end results. The key differences between the tools are as follows:

e CIT Data Importer includes an option to skip populating events and fields for which no data has been

collected against a particular subject.

e OC Datalmporter has good error checking prior to data load into OpenClinica. You can rerun the
generation of the XML file over and over again until the report files show no errors. CIT data
importer runs the import immediately and only shows errors after import which can then be

corrected with a second import (OpenClinica keeps an audit log of changes).

e Both CIT and OC data importers have a manual mapping process. The advanced data mapping
process outlined in section Error! Reference source not found. can be used with both tools, a
[though the excel formulas are currently set up to create the OC data import mapping file, not the

mapping file for CIT.

e TDS Importer is useful for those comfortable working in Access and primarily used for loading

subjects and scheduling events, not for loading study data.
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To be able to import data into OpenClinica you will need to have setup a study to receive your data import. It
is expected that you will already have gone through the process of creating your CRFs and that these have

been tested and loaded into OpenClinica and assigned to an event.

2 Preparing your data for import

2.1 ODIN template

ODIN will expect to receive your data file in a csv comma separated values file

A B C D E F G H 1
1 |Subjectld  Secondaryld EnrollmentDate  Personid Gender DOB Data Item 1 Data ltem 2 Data ltem 3
2 |ADD123 2015-05-01 FID_ADD123 F 1984-11-14
3 |ADD124 2015-05-01 FID_ADD124 M 1980-09-05
4 |ADD125 2015-05-01 PID_ADD125 F 1975-10-23
5 |ADD126 2015-05-01 PID_ADD126 F 1979-03-23
& |ADD127 2015-05-01 PID_ADD127 M 1980-09-24
7 |ADD128 2015-05-01 FPID_ADD128 M 1973-11-11
& ADD129 2015-05-01 PID_ADD129 F 1976-07-22
9 |ADD130 2015-05-01 PID_ADD130 F 1985-09-16
10 |ADD131 2015-05-01 FID_ADD121 M 1980-04-22
11 |ADD132 2015-05-01 FID_ADD132 F 1976-06-11

—
Fa

2.2 Repeating items

To be able to import data using ODIN (and most other importing tools) your data file needs to be
formatted in such a way that each row (here 2 to 11) is a subject and the columns contain data for
those subjects (A to I). In this case we have a repeating item for HPO terms, the columns G to |
contain the HPO terms. Depending on the subject there is one or up to three HPO terms. To import
this data as a repeating item we need to have the repeating measurements in one cell separated by

2 colons.
The instructions below will explain how to use a formula in Excel to correctly format your data.

Note: We would always recommend copying your data file instead of manipulating the data in your

primary data file.
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A B C D E F G H I
1 |Subjectld Secondaryld EnrollmentDate Personld Gender DOB HPO 1 HPO 2 HPO 3
2 |TRN_001 TRN_001 F 1984-11-14 HF:0012593 HP:0002725 HP:0003774
3 |TRN_002 TRN_002 M 1980-09-05 HP:0100778 HP:0000093
4 |TRN_003 TRN_002 M 1975-10-23 HF:0012593 HP:0012623 HP:0100778
5 |TRN_004 TRN_004 M 1979-03-23 HP:0000093
& |TRN_005 TRN_005 F 19280-09-24 HF 0002960 HP:0002725 HP:0003774
7 |TRN_006 TRN_006 F 1979-11-11 HP:0012593 HP:0000093
& |TRN_0O07 TRN_007 M 1976-07-22 HF:0012623 HP:0000093 HP:0003453
9 |TRN_008 TRN_008 F 1985-09-16 HP:0000093
10 | TRN_009 TRN_009 M 1980-04-22 HF:0006562 HP:0002725 HP:0002960
11 |TRN_010 TRN_010 F 1976-06-11 HP:0003453 HP:0100778 HP:0003774

1. Add a new column to your excel sheet, Merged HPO.

2. Check that the format of the column is set to “General”

F G H 1 J 4
DOB Merged HPO HPO1 HPO 2 HPO 3

1984-11-14 HP:0:012593 HP:0002725 HP:0003774
1980-09-05 HP:0100778 HP:0000092
1975-10-23 HF:0012593 HP:0012623 HP:0100778
1979-03-23 ’
1979-11-11 -
H i Alignmentl Font I Border | Fill |Pr0tection|
1976-07-22
1985-09-16 Category:
| Sample
1980-04-22
Number Merged HPO
1976-06-11 Currengy
Accounting General format cells have no specific number format.
Date
Time
Percentage
Fraction

Scientific
Text
Special
Custom

3. Add the following formula to the first cell in your Merged HPO column. You can either select
the data columns (here H2, 12 and J2) by selecting the first cell in that column or by writing the

cell coordinates (H2, 12 and J2) you want to combine.

=CONCATENATE(IF(ISBLANK(H2),"","::"&H2),IF(ISBLANK(12),"","::"&I2), IF(ISBLANK(J2),"" "::"&]2))

The formula has 3 parts, the ISBLANK formula checks if the cell is blank and the IF Statement will insert
nothing if the cell is blank and ":: + cell’s value". The CONCATENATE formula allows the 3 IF statements

(one for each data column) to be combined.
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SUM - X f\ =CONCATENATE(IF(ISBLANK(H2 "&H2),IF[ISBLANK( 1:"&12),IF(ISBLANK() "8J2))
A B C o] E F G IF{logical_test, [value_if_true], [value_if_false]) J

1 |Subjectld Secondaryld EnrollmentDate Personld Gender DOB Merged HPO HPO 1 HPO 2 HPO 3

2 |TRN_001 TRN_001 F 1984-11-14  [ISBLANK(I2), &12),IF(ISBLANK(J2),"","{HP:0012503  |HP:0002725 |HP:0003774 |
3 |TRN_002 TRN_002 M 1980-09-05 HP:0100778 HP:0000093

4 |TRN_003 TRN_003 M 1975-10-23 HP:0012593 HP:0012623 HP:0100778
5 |TRN_004 TRN_004 M 1979-03-23 HP:0000093

6 | TRN_005 TRN_005 F 1980-09-24 HP:0002960 HP:0002725 HP:0003774
7 |TRN_006 TRN_006 F 1979-11-11 HP:0012593 HP:0000093

& |TRN_007 TRN_007 M 1976-07-22 HP:0012623 HP:0000093 HP:0003453
9 |TRN_008 TRN_008 F 1985-09-16 HP:0000093
10 |TRN_009 TRN_009 M 1980-04-22 HP:0006562 HP:0002725 HP:0002960
11 |TRN_010 TRN_010 F 1976-06-11 HP:0003453 HP:0100778 HP:0003774

4. Note that you can drag the formula to the right to make Excel automatically apply the same

formula to any other column you might want to combine (not applicable in this example).

G2 - j’i =CONCATENATE(IF(ISBLANK(H2),"","::"&H2),IF{ISBLANK(12),""," 2" &I2),IF(ISBLANK(J2),"","::"8J2})

A B C D E F G H 1 J
1 |Subjectld Secondaryld EnrollmentDate Personld Gender DOB Merged HPO HPO 1 HPO 2 HPO 3
2 |TRN7001 TRN_001 F 1984-11-14 ©:HP:0012593::HP:0002725::HP:0003774  |HP:0012592  HP:0002726 HP:0003774
3 |TRN_002 TRN_002 M 1980-09-05 HP:0100778 HP:0000093
4 |TRN_003 TRN_003 M 1975-10-23 HP:0012583 HP:0012623 HP:0100778
5 |TRN_004 TRN_004 M 1979-03-23 HP:0000093
6 |TRN_003 TRN_005 F 1980-09-24 HP:0002960 HP:0002725 HP:0003774
7 |TRN_006 TRN_006 F 1975-11-11 HP:0012583 HP-0000093
& | TRN_007 TRN_007 M 1976-07-22 HP:0012623  HP:0000093 HP:0003453
9 |TRN_008 TRMN_008 F 1985-09-16 HF:0000093
10 |[TRN_009 TRN_009 M 1980-04-22 HP:0006562 HP:0002725 HP:0002960
11 |TRN_010 TRN_010 F 1976-06-11 HP:0003453  HP:0100778 HP:0003774

5. Drag the cell with the formula (G) down your subject rows to apply the formulas to the other

subjects.

G2 - ;ﬁ =CONCATENATE(IF{ISBLANK{HZ), &H2),IF{ISBLANK(12)," 12),IF{ISBLANK(12),"
A B C D E F G H 1 J

1 |Subjectld Secondaryld EnrollmentDate Personld Gender DOB Merged HPO HPO 1 HPO 2 HPO 3
2 |TRN_001 TRN_001 F 1984-11-14 1:HP:0012593::HP:0002725::HP:0003774 HP:0012593 HP:0002725 HP:0003774
3 |TRN_002 TRN_002 M 1980-09-05 ::HP:0100778::HP:0000093 HP:0100778 HP:0000093
4 |TRN_003 TRN_003 M 1975-10-23 1HP:0012593::HP:0012623::HP:0100778 HP:0012593 HP:0012623 HP:0100778
5 |TRN_004 TRN_004 M 1979-03-23 1:HP:0000093 HP:0000093
6 |TRN_005 TRN_005 F 1980-09-24 ::HP:0002960::HP:0002725::HP:0003774 HP-0002960 HP:0002725 HP:0003774
7 |TRN_006 TRN_006 F 1979-11-11 ::HP:0012593::HP:0000093 HP:0012593 HP:0000093
& |TRN_007 TRN_007 M 1976-07-22 ::HP:0012623::HP:0000093::HP:0003453 HP:0012623 HP:0000093 HP:0003453
9 |TRN_008 TRN_008 F 1985-09-16 ::HP:0000093 HP:0000093
10 | TRN_009 TRN_00S M 1980-04-22 ::HP:0006562::HP:0002725::HP:0002960 HP:0006562 HP:0002725 HP:0002960
11 |TRN_010 TRN_010 F 1976-06-11 ::HP:0003453::HP:0100778::HP:0003774 HP:0003453 HP:0100778  HP:0003774
12 =

6. Add a new columns to your excel sheet (HPO Terms) and Copy & Paste Value the data from

Merged HPO across to the new columns.
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Je

B C D E
ondaryld EnrollmentDate Personid
TRN_001

TRN_002

TRN_003

TRN_004

TRN_005

TRN_006

TRN_007

TRN_008

TRN_009

TRN_010

Gender

mZE ME MM =Z 2T

Calibi -|11 - a° A" 02 - g5 9
F H
DOB HpoTerms ® 1 = & A
1984-11-14 ::HP:0002725::HP:0003774
1980-09-05 a6 Cut ::HP:0000093
1975-10-23 Em Copy HP:0012623::HP:0100778
1979-03-23 ity Paste Options:
1980-09-24 S I e T I o ::HP:0002725::HP:0003774
D) Ly LA L8R 2 Lo
1979-11-11 —_— *+HD-00N(0(053
1976-07-22 Paste Special... || =R 0093::HP:0003453
1985-09-16 Insert Copied Cells...
1980-04-22 Delete... 2725::HP:0002960
1976-06-11 Clear Contents 0778::HP:0003774
— Paste Values [T~~~
= Quick Analysis SR ?‘
Filter y | 123 123 M23
Other Paste Options
Sort 3
Il
L7 Insert Comment 2 leo Ll laB
Paste Special...

Format Cells...

HPO
HP:0
HP:0
HP:0
HP:0
HP:0
HP:0
HP:0
HP:0
HP:0
HP:0

7. After quickly checking that there were no errors you can now delete the extra columns (H to

K) from your excel sheet

Q19 - Jr
A B C D

1 |Subjectld Secondaryld EnrollmentDate Personld
2 |TRN_001 TRN_001
3 |TRN_002 TRN_002
4 |TRN_003 TRN_003
5 |TRN_004 TRN_004
6 |TRN_005 TRN_005
7 |TRN_006 TRN_006
& |TRN_007 TRN_007
9 |TRN_008 TRN_008
10 |TRN_009 TRN_009
11 |[TRN_010 TRN_010

E F
DoB
1984-11-14
1980-09-05
1975-10-23
1973-03-23
1980-03-24
1979-11-11
1976-07-22
1985-03-16
1980-04-22
1976-06-11

Gender

E
M
M
M
F
E
M
F
M
F

HPO Terms
HP:0012593::
HP:0100778::
1tHP:0012593::
::HP:0000093
1:HP:0002960::
HP:0012593::
HP:0012623::
::HP:0000093
1:HP:0006562::
1:HP:0003453::

HP:0002725::
HP:0000033
HP:0012623::

HP:0003774

HP:0100778

HP:0002725::

HP:0000093
HP:0000093::

HP:0003774

HP:0003453

HP:0002725::
HP:0100778::

HP:0002960
HP:0003774

You now have the merged repeating items for HPO codes in one cell ready for import.

2.3 Converting Date format to Text

The internationally accepted date format is ISO 8601 (yyyy-mm-dd) and it is the format that OpenClinica

uses to process any date information. All dates in the ODIN data file will have to be in ISO 8601 format. ODIN

will check the correct formatting of the Enrollment Date and the Date of Birth since they are part of the

mandatory 6 columns in the ODIN data file but if there are dates in the subsequent data columns the

problem of wrong date formatting will not be apparent until the user uploads imports the xml file using

OpenClinica.
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If you change the date format in excel to match I1SO 8601 this is a visual change only, the underlying date

format is still dd-mm-yyyy. Additionally there is the problem that Excel reformats the csv file according to its

own rules.
A2 v Je ova2/2012
A B C D E F G
1 B Date
2| 2012- 12-01_[ Format Cells
3 | yia a2 i alignment | Font | Border | Fill | Protecti
ignme 0 order i rotection
4 2012-12-03 *
5 2012-12-04 Category:
& 2012-12-05 General -~ Sample
Number
7 | 2012-12-06 Currency i
8 | 20121207 Cr— | 2
9 | 2012-12-08 Time g -
10| 2012-12-09 percentage 14/03/2012
11| 2012-12-10 Scientific 14/03/12
Text 14/3/12
12| 2012-12-11 ; 14312
- -
13| 2012-12-12 Custom ==
14 2012-12-13 Locale (location):
15| 20121214 |English (United Kingdom) [~]
16 | 2012-12-15
17 | 2012-12-16 i
18 | 2012-12-17
19| 2012-12-18 Date formats display date and time serial numbers as date values. Date formats that begin with
an asterisk (*) respond to changes in regional date and time settings that are specified for the
20| 2012-12-19 operating system. Formats without an asterisk are not affected by operating system settings.
21| 2012-12-20
22| 2012-12-21
23| 2012-12-22 [ oK ] [ pm—
24| 2012-12-23 {
25| 2012-12-24

10 of 40



Converting a date column to Text format in Excel results in a value that counts the number of days since

1900.
125 -
A B
1 | Date to Text Date
2 41244 01/12/2012
3 41245 02/12/2012
4 41246 03/12/2012
] 41247 04/12/2012
5] 41248 05/12/2012
7 41249 06/12/2012
8 41250 07/12/2012
9 41251 08/12/2012
10 41252 09/12/2012

Using the Excel TEXT formula it is possible to convert dates to a text value in the yyyy-mm-dd format (or date

format).
SUM - X &« Jx | =TEXT(B2"yyyy-mm-dd")
A B c

1 |Date to Text I Date Date to Text Formula

2 41244 1 01/12/2012 =iTEJ-:T|{32,"'ﬂ.",",r-mm-dd“]-
3 41245 02/12/2012

4 41246 03/12/2012

5] 41247 041242012

5 41248 05/12/2012

7 41249 06/12/2012

8 41250 07/12/2012

9 41251 08/12/2012

10 41252 09/12/2012

The Date to Text Formula column (C) now holds the date in the ISO 8601 format but it is still a formula rather

than a value. Add a new column and Copy & Past Value across from the Date to Text Formula column (C).
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c2 - Jr || =TEXT(B2,"yyyy-mm-dd")
A B C D

1 |Date to Text Date Date to Text Formula Copy & Paste Value
2 | 41244 01,;"12,-"2012! 2012-12-01 i 2012-12-01
3 41245 02/12/2012 2012-12-02 2012-12-02
4 41246 03/12/2012 2012-12-03 2012-12-03
3 41247 04/12/2012 2012-12-04 2012-12-04
& 41248 05/12/2012 2012-12-05 2012-12-05
7 41249 06/12/2012 2012-12-06 2012-12-06
8 41250 07/12/2012 2012-12-07 2012-12-07
9 41251 08/12/2012 2012-12-08 2012-12-08
10 41252 03/12/2012 2012-12-09 2012-12-09

You can rename the Copy & Paste Value column to Date and delete the additional columns.

2.4 Preparing coding data for importing into OpenClinica

Using DECODE function in CRFs is the best way for capturing the related ontology interpretation code for
data items (Refer to Data Plan Design).

As the DECODE function in the CRF does not trigger when data is imported into OpenClinica, the relevant
clinical codes must be added into the raw dataset prior to importing.

Using the “Asthma” as an example, the codes need to be added to the dataset for importing, and modify the
CRF against importing correspondently.

Subject Asthma Asthma HPO
s Insert a new column to
add the HPO codes
1 1 HP:0002099
2 0
3 1 HP:0002099
4 0

"1" means the subject has Asthma and a HPO
code should be added, "0" means the subject
doesn't have Asthma, so no HPO code added
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3 Importing data

3.1 Last preparation before importing the data
After the process of cleaning your data, the next steps are to:

1. Columns A to F must contain the column headings Subjectld, Secondaryld, EnrolimentDate, Personid,

Gender and DOB as shown below. The import is case sensitive so ensure column headings are exactly

as show.
B c n] E E
Subjectld Secondaryld EnrollmentDate  Personld Gender DOB
T TOYCHI00L F 1970-11-30
2 10¥YCHTOO2 M 1985-07-02
3 10YCHTOO03 M 1977-09-30
4 10YCHTOD4 F 1984-05-23
5 10YCHTOO0S F 1980-02-11
6 10YCHTOO06 F 1977-10-13
7 10¥YCHTOO7 M 1576-01-09
8 10¥YCHTOOS M 1983-06-12
9 10YCHTOO9 F 1982-10-11
10 10¥YCHTO10 F 1985-01-14
11 10¥YCHTO11 M 1975-09-29
12 10YCHTO12 F 1976-10-07

2. If your study is not collecting date of birth (DOB) or is not using Personld, Secondarylid,
EnrollmentDate or Gender the import file still expects to see the column headings. The first column is
the Subjectld which should never be empty.

3. Save your data file as [studyname].csv.

3.2 ODIN

To login to ODIN visit the following URL: http://yourwebserver.com/odinbeta where you should be able to

see the ODIN login screen.
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OpenCIinica Data Importer web applicatioN

Please log in!

Login
OC Username:
OC Password:
0OC Instance: OC Test ¥

ODIN Beta - ver 0.8.1 Developed by Csaba Halmagyi@RDCIT

To log in you have to choose an OpenClinica instance and enter your OpenClinica username and password.
Your username should be authorised to use the web services. After a successful login, it leads to the task

menu, choose “Import subjects/schedule events/create and import XML from a CSV file”:

What would you like to do?

IImDort subjects/schedule events/create and import XML from a CSV fiIeI

One-way synchronise studies from an ODM XML file

One-way synchronise study rules

Determine the difference between two ODM XML files

the ODIN main menu will be displayed:

OpenCIinica Data Importer web applicatioN

Home Profile Templates Logged in as: py234 (Logout)

Select a study > Upload data file > Validate data file > Import subjects > Schedule events > Upload mapping file > Define CRF versians > Mapping > Create XML

Select a study: Training v
Please choose a file: | Choose File | No file chosen
Upload File

ODIN Beta - ver 0.8.1 Developed by Csaba Halmagyi@RDCIT

14 of 40



1. Select a study and upload a data file.

In the main menu, select a study which you would like to import against from the dropdown list, click

‘Choose File’ and navigate to the file [studyname].csv

Select a study: Test study v
Training

Please choose a file: |Training : Addenbrookes
Training : Edinburgh
Upload File
GEL_MIRROR
GEL_MIRROR_TEST

2. Click “Upload file”, the validation page opens:

The file GEL_pilot_phenotype dummy.csv has been uploaded.

@ Go back :@tinue to va@

ODIN Beta - ver 0.8.1 Developed by Csaba Halmagyi@RDCIT

3. Click “Continue to validation” of the upload file. If there are no errors, you can click “Continue to

import subjects”.

Current study: Testing study

Datafile structure must be the following:
Subjectld SecondaryId EnrollmentDate Personld Gender DOB + followed by the data fields.

There were no errors in the data file.
B Continue to import subjects
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ODIN has some basic validation scripts built in which run after a data file has been uploaded. If you have
any errors in the data file, ODIN will notify you about these errors. Any errors have to be fixed before
continuing to the subjects import. Please note that during this step only the first six columns will be
validated by the application. After creating and uploading the CDISC ODM XML file to OpenClinica other

errors (such as invalid data values, etc.) could be possibly spotted.

Current study: EDS1000

Datafile structure must be the following:
Subjectld Secondaryld EnrolimentDate Personld Gender DOB + followed by the data fields.

The following error(s) occured:

Incorrect DOB format!

Missing person id!

Missing gender or invalid format (must be m or f)!
@ Go back

n o«

4. After Clicking “Continue to import subjects”, “Continue to scheduling events” opens if there is no

error.

createSubject:Success
Subject name in csv: 98

SOID = S5_98_2568 label = 98
createSubject: Success

Subject name in csv: 99

SOID = S5_99_3499 label = 99

createSubject:Success
Subject name in csv: 100
SOID = S5_100_8421 label = 100

Subjects import finished.
Subj OIDs retrieved: 100

Mew subjects: 100
Errors: 0

FE Continue to scheduling events

If the subjects have already been loaded to the study, new subject records will not be created, instead the

|”

below message will show “subject X exists for study Y”. New records will be show “successful” with a

summary of new records shown at the bottom of the screen.
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createSubject: A subject with the Person ID: 10¥YCHTO98 is already enrolled in this study.
Subject name in csv: 98
SOID = SS_98_2568 label = 98

createSubject: A subject with the Person ID: 10YCHTO099 is already enrolled in this study.
Subject name in csv: 99
SOID = 55_99_3499 label = 99

createSubject: A subject with the Person ID: 10¥CHT100 is already enrolled in this study.
Subject name in csv: 100
SOID = SS5_100_8421 label = 100

Subjects import finished.

Subj OIDs retrieved: 100
Mew subjects: 0
Errors: 0

2 continue to scheduling events |

5. Click “Continue to scheduling events”. The next screen shows all the events in your study, select the
ones you want to schedule, accept the default date or add a specific date. (Note you cannot schedule
individual dates for each subject — if you need to schedule specific dates, your data import file will

need to be split according to event date)

Event name Schedule? Date Time Forms

Importing_EDS_DATA - v2.1
Importing_EDS_DATA - v2.0
Importing_EDS_DATA - v1.5
Importing_EDS_DATA - v1.4
Importing_EDS_DATA - v1.3
Importing_EDS_DATA - v1.2
Importing_EDS_DATA - v1.1
Importing_EDS_DATA - v1.0
Importing_EDS_DATA - v0.1

EDS_Importing 2015-07-23 12:09

GEL_REGISTRATION 2015-07-23 12:09 « Registration-and-consent-GEL-RD-1 - v1.4.0

Dummy_import @ 2015-07-23 12:08 * 3_Advanced_Import - v1.0

Schedule selected events!

ODIN will display all events in the current study with all the CRFs assigned to them. Any repeating events in

the study will be marked with an orange background.

ODIN will use the current date and time when scheduling the events unless you provide a different date
and time. You can schedule selected events or if the events have already been scheduled uncheck all

events and schedule none.
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NOTE: Be careful when scheduling a repeating event as every time you schedule an event a new
occurrence will be created. When dealing with repeating events ODIN will import data against the most

recent occurrence of the event.

6. Click “Schedule selected events”. The next screen will show a line for every event per subject as

scheduled with “success”.

Scheduling event (SE_DUMMY_IMPORT) for subject (93): Success
Scheduling event (SE_DUMMY_IMPORT) for subject (94): Success
Scheduling event (SE_DUMMY_IMPORT) for subject (95): Success
Scheduling event (SE_DUMMY_IMPORT) for subject (98): Success
Scheduling event (SE_DUMMY_IMPORT) for subject (97): Success
Scheduling event (SE_DUMMY_IMPORT) for subject (98): Success
Scheduling event (SE_DUMMY_IMPORT) for subject (99): Success

Scheduling event (SE_DUMMY_IMPORT) for subject (100): Success

@ Upload a mapping file | or | 8® Continue to CRF definitions

If the event has already been scheduled for a particular subject, a warning will show.
Scheduling event (SE_DUMMY_IMPORT) for subject (97): Fail
Cannot schedule an event for this Subject.

Scheduling event (SE_DUMMY_IMPORT) for subject (98): Fail
Cannot schedule an event for this Subject.

Scheduling event (SE_DUMMY_IMPORT) for subject (99): Fail
Cannot schedule an event for this Subject.

Scheduling event (SE_DUMMY_IMPORT) for subject {100}: Fail
Cannot schedule an event for this Subject.

@ Upload a mapping file | or | 8 Continue to CRF definitions

7. Upload an existing mapping file or “Continue to CRF definitions”

You can upload a previously created mapping file to skip the manual mapping process. This step is

optional. If you don’t have a mapping file they can continue to define the CRF versions.
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You can define the CRF versions they would like to import data against. All the events with all the assigned
CRF versions will be displayed here. Unchecking forms/items first in this phase will prevent those items
from being used during the mapping process, and select the event and the assigned CRF you wish to

schedule.

¥ Weight

¥ Height

¥/ BMI

¥ SystolicBP

| DiastolicBP

¥ Smoke_Status_New
¥ Smoke_CigsPerDay
¥ Smoke_Years

¥ Tliness

¥ Tliness_detail

¥ Tliness_outcome

¥ Surgery

¥ Surgery_detail

¥ Surgery_outcome
¥ OtherRel_Info

Dummy_import 37Advan$€1:-dalmport B @ 3 Advanced_Import -v1.0

Continue te mapping!

8. Click “Continue to mapping”, the mapping module displays. Only the fields from the event ticked on
the previous screen show on the left under CRF items. On the right side there are the .CSV data file

headers. Drag and drop the appropriate fields from the CSV import file against the CRF fields.

R LR LT v

Systolic

Diastolic

Smoking
Number

Years

Iliness_term

CRF items Associated item

Illness_term_1
Iliness_outcome_1

Dummy_import Dummy_import3_Advanced_Import - v1.0

Weight
Height Iliness_term_2
BMI Illness_outcome_2
SystolicBP Iliness_term_3
DiastolicBP Iliness_outcome_3

surgery_Term_1
surgery_Term_2
surgery_outcome_2

Smoke_Status_New
Smoke_CigsPerDay
Smoke_Years

Tliness | Tliness | SHIgehyRemSs

Surgery_outcome_3
Date for FBC Code

Iliness_detail

Iliness_outcome | Iliness_outcome |
Surgery | Surgery | | L
Surgery_detail | REC
Surgery_outcome | Surgery_outcome_1 | : HHCtiI'
OtherRel_Info
| MCV
| MCH
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You can remove the associations by dragging the associated item and dropping it back to the right side. If a
mapping file was uploaded before defining the CRF versions the manual association can be skipped, but the

associations from the mapping file cannot be overwritten manually.

Any fields not mapped, will not have data imported against them. If you have a mix of subjects who do and

don’t have data for a particular event, tick the bottom box “Skip empty cells in datafile”.

¥ Skip empty cells in datafile
Form(s) status: | Complete v

Create ODM XML

The default value of “Form(s) status” is “Complete”. It indicates “Green tick” in the Subject Matrix once

the import is completed.

Form(s) status: | Complete

Create ODM XML

You might change the status to “Data entry started”, and it will indicate “Orange” in the Subject Matrix
once the import is completed. In this case, the clinicians will verify the data of all the Subjects and

manually mark the CRF as complete after reviewing the data.

¥ Skip empty cells in datafile
Form(s) status: |CDmpIE-tE- v

Create ODM XM H Data entry started I

After finishing the associations the ODM XML file can be created. There must be at least one header

assigned to an item in order to create the XML file.
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9. ODIN will create a CDISC ODM XML file based on the mapping rules created previously. This file can be

download by clicking on the button as shown below.

XML import file created successfully.
| Download import_8551ff112c55e.xml |

B Import data from this XML

Start a new import

If you are allowed to import directly to this OpenClinica instance the “Import data from this XML” button
will be displayed, but we strongly recommend to disable this option. Instead of importing directly to

OpenClinica, download the XML file and use the OpenClinica “Import Data”

| Tasks = Report Issue | Support ST == 0]

Submit Data
Subject Matrix Schedule Event
Add Subject View Events
Notes & Discrepancies Import Data
Monitor and Manage Data

E Source Data Verification Groups
Study Audit Log CRFs
Rules

10. In OpenClinica, under Task >Import Data. The Import Data page opens:

Import CRF Data @

Upload an xm file that contains CRF data. If your CRF has calculated value fields, you will have to go in and save each section. OpenClinica cnly calculates values on
a manual save.

Upload an XML file here: | Choose File | No file chasen

Choose file which you would like to import, and click “Continue” to start the importing process.
OpenClinica import task will validate the XML data prior to the import and provide error messages if any

errors were found. If there is no error, click “Continue”. And the data importing is completed.
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Import CRF Data

Upload an xml file that contains CRF data. If your CRF has calculated value fields, you will have to go in and save each section. OpenClinica only calculates values on
a manual save.

Summary Statistics:
Subjects Affected: 663

Event CRFs Affected: 663
Validation Rules Generated: 0

Valid Data Import

Study Subject: S5_102
Event CRF OID
SE_PHENOTYPE_GEL
(Repeat Key 1)
CRF Version 01D
F_PHENOTYPINGG_2821_V10
IG_PHENO_BASIC_PHENOTYPING_8620 (Repeat Key 1)
1_PHENO_GEL_RD_PHENOTYPING_PT_4_HPO_6892 Too general

I_PHENQ_DIRTY_DATA_6747 CONTRACTURES
IG_PHENO_BASIC_PHENOTYPING_8620 (Repeat Key 2 )
I_PHENO_DIRTY_DATA_6747 ?BETHLEM MYQPATHY

Study Subject: 55_104
Event CRF OID

Study Subject: 55_1264
Event CRF OID
SE_PHEMOTYPE_GEL
(Repeat Key 1)
CRF Version OID
F_PHENOTYPINGG 2821 V1D
1G_PHENO_BASIC_PHENOTYPING_8620 (Repeat Key 1)
I_PHENO GEL RD_PHEMOTYPING_PT 2_PHE 9181 |KALLMANN SYNDROME
I_PHENO_GEL_RD_PHEMOTYPING_PT_4_HPO_£892 ORPHANET:47E
I_PHENO_DIRTY_DATA_&747 KALLMANNS SYMDROME
[ Continue |

There are some common errors and problems which are not filtered by ODIN:

1. The datain your CSV data file is stored in a wrong format;

IG_BASIC_DIAGNOSIS (Repeat Key 1)

I_BASIC_DIAG_DATE 16/05/2008
You have a date value which is not in IS0 8601 format at the OID
I_BASIC DIAG_DATE. Check it and try again.

IG_BASIC DEMOGRAPHICS (Repeat Key 1)

2. The data loaded from the .CSV file violates OpenClinica response set (e.g. the input is expected to be 1

or 2 and you want to import 3)
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I6_CHARB_BASICQUESTIONS (Repeat Key 1)

I CHARE_HAVE_ASTHMA 3
This is not in the correct response set.

3. Using special character encode which is not supported by OpenClinica (the ODM XML will be invalid)

4. Creating an invalid XML due to mismapping the OpenClinica items and the CSV headers.
If an error was found, you are prompted to upload a new XML file at the bottom.

By clicking on the “Start a new import”, ODIN will reset the current import session, and redirect you to the
main menu and generate a new session Id for a new import. If you return to the main menu without
resetting the import session and start a new import, all XML and mapping rules will be overwritten. Please
don’t use the web browsers ‘go back’ arrow back to the previous page as ODIN may lose some critical

information.

3.3 Mapping Files

Every time you click “Create ODM XML" button, a mapping file will be created to store the association

rules. These files contain three columns:

1. The first column is for storing the full OID reference of an item in OpenClinica. The OIDs are separated

by double hashes. For example:
SE_BASICQUESTIONS##F_CHARBASICFOR_V11##IG_CHARB_BASICQUESTIONS##|I_CHARB_GENHEALTH

2. The second column contains the event name, the form name and the item name.

3. The third column contains the CSV datafile header name associated to the item.

Once a mapping file has been created, it can be reused if you import data against the same items
(overwriting previously imported data or importing data for new subjects). The previously saved mapping

files can be downloaded via Clicking “profile” at ODIN home page.
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User ch686

First name Csaba
Last name Halmagyi
Email chese@medschl.cam.ac.uk

Current Import ID 556461ce606fb

Mapping file name Date created Time created XML Data file

map_55b5644350eddf_csv 2015-May-15 20:13 | import_555644350ed8fxmi

| map_555484bd3bc75_csv J 2015-May-14 12:24 import_555484bd3bc75.xml j

import_5551ff112c55e.xml |

-map_5551ﬂ112055e_.csv] 2015-May-12 14:44

import_554a01941e113.xml

map_554a01941e113_csv | 2015-May-06 13:02

& Go back

3.4 Data import to the RDCIT Secure Data Service

For data importing to the RDCIT SDS, the user will need a SSL VPN access to the RDCIT SDS. Only the SSL VPN
access allows the user to import data to the RDCIT SDS, not GATEWAY and HTML 5 access. Please refer to
RDCIT SDS Access Guide for more details.

The user needs to connect the SSL VPN (the traffic light) prior to import data to the RDCIT SDS. Once the
traffic light is on, the user will be able to log on to the ODIN
(http://methods.portal.rd.trc.nihr.ac.uk/odin/login.php) and start importing.

4 Synchronise studies

ODIN has the function to synchronise a study from one OpenClinica instance (Source OpenClinica) to another
OpenClinica instance (Target OpenClinica) with the second option “One_way synchronise studies from an
ODM XML file” on the task menu in ODIN.
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What would you like to do?

Import subjects/schedule events/create and import XML from a CSV file

COne-way synchronise study rules

Determine the difference between two ODM XML files

4.1 Synchronise module

The below is the diagram explains how the synchronisation works: Create a data set for a study in the Source
OpenClinica and use ODIN to import the dataset to the target OpenClinica.

Synchronise module

Stud T 11D
Source OC S‘i‘te"p%‘:o‘zfﬂ D Target OC

Event name
CRF name /version

Study (data)
Sites/Events/CRFs

Import ODM XML

Event attributes to each site

Subject attributes
CRF attributes

é Dataset )
Dataset O[;?:IEX]ML
ODM XML Site 2
\. J

Prior to synchronise study using ODIN, you will need to complete two requirements to prepare
synchronisation: create a new study in the target OpenClinica, and create an ODM XML file of your study in
the source OpencClinica
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1. Create a study in the target OpenClinca
For study synchronisation, there are some rules for creating a new study in the target OpenClinica:

e The Study protocol ID in the Source OpenClinica is the same as the Study protocol ID in the target
OpencClinica.

e The Site protocol ID in the Source OpenClinica is the same as the Site protocol ID in the target
OpencClinica.

e The Event name in the Source OpenClinica is the same as the Event name in the target OpenClinica.

e The CRF name and version in the Source OpenClinica are the same as the CRF name and version in
the target OpenClinica.

NB: The study name and site name in the source OpenClinica can be different from the target OpenClinca.

2. Create an ODM XML file of your study in the source OpenClinica

For the details on how to create a Dataset, please read section 5 “Data Export from OpenClinica” for more
information.

For study synchronisation, there are some rules for creating an ODM XML file:

e Include Event attributes, Subject attributes, and CRF attributes to the dataset.

Subject Status Person ID Secondary ID Date of Birth Sex
b b b b b
Event Location Start Date End Date Status Subject Age At Event

e b o b b

CRF Version Interviewer Name Interview Date CRF Status

e e e b

Subject Group Name Subject Group Type Status Subject Assignment

e Select “Data from all Available CRFs” when specifying the dataset properties.

Data from CRFs Marked Complete
Item Status: P Data from CRFs not Marked Complete
) Data from all Available CRFs
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e Choose “CDISC ODM XML 1.3 Full with OpenClinica extensions” to download the file.

LTL wk v . ol Lld Ve =
CDISC ODM XML 1.3 Clinical Data Run Mow
CDISC ODM XML 1.2 Clinical Data with OpenClinica extensions Run Now
CDISC ODM XML 1.2 Clinical Data Run Now

View as HTML Run Now

Eucel Spreadshest Run Mow

Tab-delimited Text Run Mow

SPSS data and syntax Run Mow

Once you finish creating the study and ODM XML file, you can start the process of synchronisation.

4.2 Synchronise Study using ODIN

1. Logonto ODIN, using your target OpenClinica credential.

2. The task menu page opens, select the second option “one — way synchronise studies from an ODM
XML file.

What would you like to do?

Import subjects/schedule events/create and import XML from a CSV file

One-way synchronise studies from an ODM XML file

COne-way synchronise study rules

Determine the difference between two ODM XML files
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3. Select a study from the drop down list and upload the ODM XML file.

Home Profile Templates

Select study and upload XML = Determine sync map = Import subjects from XML = Synchronise events = Create data XML

Synchronising data from xml

Select a study: | Mothership Synchronise study v |
Please choose an ODM XML file: | Choose File | odm1.3 full...347733.xml

Upload File

ODIN - ver 1.1 Developed by Csaba Halmagyi@RDCIT

4. Continue to mapping:

Home Profile Templates

Select study and upload XML = Determine sync map = Import subjects from XML = Synchronise events = Create data XML

The file odm1.3_fullSynchronise_test_2015-06-08-160347783.xml has been uploaded.

@ Go back | or | B» Continue to mapping

ODIN - ver 1.1 Developed by Csaba Halmagyi@RDCIT
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5. Verify the study unique protocol ID, Site unique protocol ID, Event name and CRFs name/version. if
they are not the same as the study in the target OpenClinica, you will not be able to continue to
synchronise the study.

Home Profile Templates

Select study and upload XML = Determine sync map = Import subjects from XML = Synchronise events = Create data XML

XML Study - Site Server equivalent
SYN Study/site found.
SYN - SYN_ONE J Study/site found.
SYN - SYN_TWO j Study/site found.

Matched Study/sites: 3
Unmatched Study/sites: 0

XML Event - Form Server equivalent
Event_A - 6_Master_CRF - V1. CRF matched.

Event_B - Repeat_BP - v1.0 CRF matched.

Matched CRFs: 2
Unmatched CRFs: 0

@ Go back | OR | B Continue to import subjects

6. Import subjects:

Home Profile Templates

Select study and upload XML = Determine sync map = Import subjects from XML = Synchronise events = Create data XML

Synchronising subjects...

# Subject ID Server Subject OID Client Subject OIQ bject? Error

1 TestOl SS_TESTO1_2075 SS_TESTO1
2 Test02 SS_TEST02_1326 SS_TESTO02
Subjects in XML: 2

Subjects for which data cannot be transferred: 0

@2 Go to Main menu | OR | BB Continue to synchronising events
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7. Schedule events:

Home Profile Templates Logged in as:

Select study and upload XML = Determine sync map = Import subjects from XML = Synchronise events = Create data XML

Attempting to schedule events...

Subject Event XML Event OID Server Event OID Curr. occ  Max occ. on server

Test01 Event_A SE_EVENT_A SE_EVENT_A 0 0 Event has been scheduled.
Test01 Event_B SE_EVENT_B SE_EVENT_B 1 0 Event has been scheduled.
TestD1 Event_B SE_EVENT_B SE_EVENT_B 2 1 Event has been scheduled.
TestD2 Event_B SE_EVENT_B SE_EVENT_B 1 0 Event has been scheduled.
Test02 Event_B SE_EVENT_B SE_EVENT_B 2 1 Event has been scheduled.

TestD2 Event_B SE_EVENT_B SE_EVENT_B 3 2 Event has been scheduled.

@& Go to Main menu | OR | B» Continue to creating import XML

8. Download the XML file:

Home Profile Templates

Select study and upload XML = Determine sync map = Import subjects from XML = Synchronise events = Create data XML

Creating ODM xml ...

XML file per

_ each site
Study/Site Import XML

SYN - SYN_ONE Download

SYN - SYN_TWO Download

9. Logon to your target OpenClinica, select the correct site to import Data:
'~ Mothership Synchronise study (Data Manager)

‘2! site A (Data Manager)

'8 site B (Data Manager)

30 0f 40



Mothership Synchronise study : Site B (SYN_TWO) | Change Study/Site py234 (Data Manager) en |

| Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks ~ Report Issue | Support SRS AT
|_ Submit Data
Welcome to Mothership Synchronise stud| Subject Matrix Schedule Event

Add Subject
Notes & Discrepancies
Monitor and Manage Data

Notes & Discrepancies Assigned to Me: 0

Subject Enrollment By Site

Source Data Verification
T Expected Enroliment
e Study Aucit Log
Stes 1 ¢ e

View Datasets Create Dataset

Study Progress

Study Setup
Event Status # of Events View Study Users
scheduled 0 Administration

pu |

data entry started 1 lEI Studies Jobs
completed . users Subjects
signed 0 crrs

Other
lacked 0

Update Profile Log Out
elkinnad n noec T

10. Upload the ODM XML file and import data:

Import CRF Data

Upload an xoml fle that contains CRF data. I your CAF has calculated walue ficdds, you willl have 1o go in and save each section. OpenClnica anly caloulates
wabues on & manual save.

Summary Statistics:

Subijects Affected: 1

Toral Event CRFS: 3

Ewenl CRFS Awailabibe for Impat: 3
Ewent CRFs Skipped: 0

Validation Rubes Generated: 0

Skipped CRFS {due to Empert k)

| Study 01D Study Subject OID Event CRF OID CRF Version OID Event CRF Status

Valid Data Import

Study Subject: 5_TESTOZ_1326
Ewvent CRF OID

SE_EVENT_B (Repest Key 1)

CRF Version OID
F_REPEAT_BP_V10
1G_REPEA_BLOODPRESSURE [Repeat Key 1)

I_REPEA_DATE 2016-04-05
I_REPEA_DIASTOLIC B& 56
I_REPEA_HEART RATE_REST &5
1_REPEA_SYSTOLIC B# 34

Event CRF OID
SE_EVENT B (Repest Key 2)
CRF Version OID
F_REPEAT_BP_V10
1G_REPEA_BLOODPRESSURE [Repeat Key 1)

I_REPEA_DATE 2016-06-01
I_REPEA_DIASTOLIC EP a7
I_REPEA_HEART_RATE_REST 34
I_REPEA_SYSTOLIC BP 56

Event CRF OID
SE_EVENT_B (Repest Key 1)
CRF Version 0ID
F_REPEAT_BP_Vi0
1G_REPEA_BLOODPRESSURE [Repeat Key 1)

I_REPEA_DATE 2016-06-07
I_REPEA_DIASTOLIC BP a9
I_REPEA_HEART RATE_REST 54
1_REPEA_SYSTOLIC_BP &7

31 of 40



Now you should have the study in the target OpenClinica which is the same in the Source OpenClinica.

Synchronise study (SYN) | Change Study/Site

Home | Subject Matrix | Notes & Discrepancies | Study Audit Los

|
5

Subject Matrix for Synchronise study ®

U500 0 20 |[15 w || Show More || Select An Event ¥ | Add New Subject

sty st 10| 5 e 0 Jnctioms

| || || | Apply Filter Clear Filter

Testos = o

Testo2 P (X ]
Testos & (X

Results 1 - 3 of 3.

Mothership Synchronise study (SYN) | Change StudyfSite

1 Subject Matrix for Mothership Synchronise

L

Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | T2

20 0 23 120 |[ 15 v || Show More |[ Select An Event ¥ | Add New Subject

sty et 10| cent A et 8 pcims |

| || || | Apply Filter Clear Filter

Testor B 2 gy
Testo2 s @
Testos B 2 o

Results 1 - 3 of 3.
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5 Data Export from OpenClinica

5.1 Create a Dataset

Dataset is a collection of data and metadata from records such as CRFs, Study Events, etc. that matches a

dataset definition and is exported to a file whose format can be selected, for use in other applications.

To create a dataset, you first define the dataset (specify the criteria for the dataset) for the current Site or
Study. Then you generate and download the file (extract data that matches the definition to a file format

you select).

5.1.1 Define the dataset

To define a dataset for the current Study or Site, perform the following steps:

1. Select Tasks > Create Dataset.
The Create Dataset page for the current Study or Site opens.
2. Click Proceed to Create a Dataset.

The Create Dataset: Select Items page opens.

. . Test study (Testing study) | Change Study/Site py234 (Data Manager) en | Log Out

OpenClinica

& Community Edition | Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks ~ Report Issue | Support ST IL) [Gal |
Alerts & Messages v |_
Instructions v] Create Dataset: Select Items ®
Info - |_ Please select one CRF from the left side info panel, then select one or more items in a CRF that you would like to include to
study Events: this dataset. You may select all items in the study by geing to the "View Selected Ttems” (hyperlink) page and clicking "Select

All"

E general test
B Blood test You may also click Event Attributes/Subject Attributes to specify which event/subject attribute will be shown in the dataset.

5]
Blood test 2 e Use task pane on the left side to select CRFs

E Panogram
B CRF Testing
E CRF input
E Hidden items Workflow _ L
E Hidden by rules |

& Camfetch

M Foanele kool

3. Inthe Info sidebar panel, click an Event, and then click a CRF for the Event that you want to include in
the dataset definition. For the example shown, General Test Event was selected, and then the

1_Dummy CRF for the Event was selected. You can add more Event CRFs in a later step.
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Alerts & Messages v

Instructions

|

Info

Study Events:
C general test
~1_Duminmy
~7_Decode
—suthesh_test

~BPD Import Data
Final

—Modified Ranking
Srale?
—1_Suthesh_test
~5_Decode

—1_BMI_calculate

—Meodified Ranking
Sralel

~1_Advanced_Import

—Tip_Instruction

H Blond test

After clicking an Event CRF, a table displays, listing all of the Event's CRF Items you can include in the

dataset definition. It also lists the metadata for each item, which was defined when the CRF was created.

Create Dataset: Select Items @

Flease select one CRF from the left side info panel, then select one or more items in a CRF that you would like to include to this dataset. You may select all items in the study by going to
the "View Selected Items" (hyperlink) page and clicking "Select All"

You may also click Event Attributes/Subject Attributes to specify which event/subject attribute will be shown in the dataset.

L4 | Use task pane on the left side to select CRFs

Event Name: general test
CRF Name: 1_Dummy
Description: Testing

5 select Al ems [ Cancel

Show the following items in this dataset:

Name Description | Version(s) | Section(s) | Group(s) Data | Units  Response Response | PHI Required? | Double Default | Max
Type Type Label Data Value Repeats
Entry
[J | Questionnaire_2 | Questionnaire (V1.0 Questionnaire Questionnaire | int single-select g2 No |Mo 1
2
(] |Questionniare_3 | Questionnaire (V1.0 Questionnaire | Questicnnaire |int radio a4 No No 1
3
[0 |Questionnaire_4| Questicnnaire |V1.0 Questionnaire | Questionnaire | st textarea textarea No No 1
4
[ |Repeating_1 Repeating1l |V1.0 Repeating Repeating st text text No No 4
[ |Repeating_2 Repeating2 |V1.0 Repeating Repeating st text text No No 4
[ |Repeating_3 Repeating3  |V1.0 Repeating Repeating st text text No No 4
[ |Decode_1 Decode 1 V1.0 example of | Decode int single-select g3 No |Mo 1
Decode
[ |Decode_2 Decode 2 V1.0 example of | Decode real calculation  |cal No |Mo 1
Decode

[ Saveand Add More Ttems | SaveandDefineScope 1 Cancel |
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4. Inthe table, select the checkbox for each Item to include in the dataset definition, or select the Select
All Items checkbox. If you are selecting many but not all Items in the CRF, you might find it easier to
use Select All Items, then for each item you want to exclude, select its checkbox to clear it.

5. If you want to add more Event CRFs:

e Click the Save and Add More Items button.

e Repeat steps 3 to 5 to select the Event CRF Items to include in the dataset definition.

e To see the Items already selected, click the View Selected Items link in the Info sidebar panel.

If you want to select all Items for all CRFs for all Events, instead of selecting each Event and CRF, instead

click Select All Items in Study in the Info sidebar panel.

6. To select non-CRF Attributes to include in the dataset definition, click the link for it in the Info sidebar
panel. The Create Dataset: Select Attributes page opens for the option you chose. For example, when

you click Subject Attributes, the Create Dataset: Select Subject Attributes page opens.

Create Dataset: Select Subject Attributes

Select Items or Event/Subject Define Temporal Specify Dataset Save And
Attributes Scope Properties Export

Flease select one CRF from the left side info panel, then select one or more items in a CRF that you would like to includs to
this datasst. You may select all items in the study by going to the "View Selected Ttems" (hyperlink) page and clicking "Select
All",
You may also dick Event Attributes/Subject Attributes to specify which event/subject attribute will be shown in the dataset.
[ pate of Birth
[ sex
[ subject status

[J personID

] Secondary ID

[ Save and Add More Ttems 1 Saveand DefincScope 1 Cancel ]

7. Select the checkbox for each Attribute to include.
8. If you want to include Attributes of a different type:
e Click Save and Add More Items.
e Repeat steps 6 to 8 to select additional Attributes to include in the dataset definition.

e To see the Attributes already selected, click the View Selected Items link in the Info sidebar panel.
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9. After selecting all Items and Attributes you want to include in the dataset, click the Save and Define

Scope button. The Create Dataset: Define Temporal Scope page opens.

Create Dataset: Define Temporal Scope ®

Filter your data by subject enrcllment date by selecting a date range below.

Select the event start and end dates below. To specify data from the beginning of the year, you may leave the month field
blank. However, if you specify a month, you must also specify the year.

If you do not wish to filter study event data by date of subject enrcllment, you may leave the date fields blank and continue.

Beginning Date: |—Se|ect— v |—Se|ect— T |

End Date: | -Select- ¥ | |-Select- v |

Save and Export your datasst now or Apply a Filter to specify additional selection criteria based on values of parameters in
CRFs.

Continue

Workflow - |_

10. Set a date range for the dataset definition by following the onscreen instructions: the date you specify
is the Subject enrollment date. For example, if you select 2011 for the year for the Beginning Date and
Ending Date, the dataset will include all Subjects who enrolled in 2011. After specifying the date range,
click the Continue button.

The Create Dataset: Specify Dataset Properties page opens.
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Create Dataset: Specify Dataset Properties ®

Flease enter the datasset properties in the figlds, Be descriptive. Name and Description figlds ars requirsd,

Name
Descripticn:
A
i Cata from CRFs Marked Complete
Item Status: ] Data from CRFs not Marked Complete
i Cata from all Available CRFs

Meanwhile, if you choose to output your data in COISC ODM XML format, you may like to set some properties for your COISC
QDM ¥ML data file. Currently, the available properties include MetaDataVersion QDM ID, MetalataVersion Name, Pravious
Study QDM ID and Pravious MetaDataVersion ODM ID which you like to include in your QDM output file, The inputs for COISC
QDM XML format are opticnal. If you leave them empty, default value will be used, that is, MetaDataVersion ODM
ID="v1.0.0", MetaDataVersion Mame="MetaDataVersion_v1.0.0", and no include in this file. If you input previous study QDM
ID, you have to input previous MataDataVersion QDM ID, otherwise no include in you ODM output file, If you only input
previous MetaDataVersion QDM ID, then current study ODM ID will be include in your QDM cutput file,

MetaDataVersion ODM ID: v1.0.0

Previous Study ODM ID: |

|
MetaDatayersion Name: |MetaDataVersiﬂn_v 1.0.0 |
|
|

Previous MetaDataVersicn ODM ID: |

L Contiwe ________J§ __ Gancel |

11. Provide a Name and Description for the dataset definition, and optionally, change the Item Status. You
can also specify ODM ID values, which you might use if you export the dataset to an ODM file format.
Then click Continue. The Create Dataset: Confirm Dataset Properties page opens.

12. Verify the Name and Description, then click ‘Confirm’ and Save.

The Download Data page opens. Now that the dataset definition exists, at any time you can generate

and download a file containing all data that matches the criteria you specified.

5.1.2 Generate and download Dataset

1. After creating, editing, or selecting a dataset definition, the Download Data page displays. On the page,

click Run Now for the file format you want.
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Download Data: Dummy data @

Dataset Name: Dummy data
Dataset Description: Test
Item Status: Data from CRFs Marked Complete

To view or download data, select from the formats provided below. You may also select from the archived dataset files at the bottom of the page.

CDISC ODM XML 1.3 Full with OpenClinica extensions Run Now

CDISC QDM XML 1.3 Clinical Data with OpenClinica extensions Fun Now
CDISC ODM XML 1.3 Clinical Data Run Now

CDISC QDM %ML 1.2 Clinical Data with OpenClinica extensions Run Now
CDISC ODM XML 1.2 Clinical Data Run Now

View as HTML Run Mow

Excel Spreadshest Run Now

Tab-delimited Text Run Mow

SPSS data and syntax Run Mow

Datamart in a downloadable format. Run Mow

Mote: Large datasets may take a few minutes to generate in 3 pop-up window. Flease disable pop-up blocking to allow the datasst to be displayed.
If you continue to have trouble, please see Help® for additional tips on configuring your browser.
Internet Explorer users: If you are having trouble downloading files over an hitps connection, see HeIp@ for infarmation on medifying your settings te enable https file downleads.

Archive of Exported Dataset Files:

Mo Pages | | m

File Name Run Time (Seconds) File Size (Bytes) Created Date Created By Action

re are no rows to display.

2. OpenClinica displays a page that reports your extract is running. OpenClinica maintains a queue of
dataset extracts, including scheduled jobs and dataset extracts initiated by other users. New data
extract requests are added to the end of the queue. You can view the queue to see where your data
extract is in the list. After a few moments (or longer, for a large dataset or when there were already

other requests in the queue), the dataset file is available. To view it, click Back to Dataset.

Your extract is running. You will receive an email and message when the extract is complete.

* Back to View All Datasets
» Back to Dataset

3. The Download Data page displays again, and the dataset you generated is listed in the Archive of
Exported Dataset Files table. The example below shows a dataset generated with an Excel Spreadsheet

format. Click the Download icon in the Actions column for the dataset.

Page 1of 1 | | m
File Name Run Time File Size (Bytes) Created Date Created By Action
(Seconds)
EXCEL_Dummy_data_2015-07-16- 15.0 343 Jul 16,2015 |py234 (3 W x|
104241356.xs.zip
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The file downloads using your web browser's download features.

OpenClinica also sends an email to you that contains a link to the dataset file, providing another way for
you to access the file, if that option was specified in the datainfo.properties file as part of your system

configuration.

4. Open the file to verify that it contains the data you expected. If not, you can edit the dataset definition

in OpenClinica and generate the dataset file again.

Data in the dataset file reflects the OpenClinica database at the time the dataset file is generated, not at

the time you download the file. The dataset file name includes the date and time the file was generated.

The Archive of Exported Dataset Files table includes only one dataset file for each format for the dataset
definition. When you generate a dataset file, if a dataset file having the same format already exists in the
table, the file you generate replaces the existing file in the table. If you want both files, download the

existing file, and then generate the dataset and download it using a different, or you can edit the dataset

definition and save it using a different name and generate a the dataset for it.
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6 Reference:

OpenClinica - Data Import & Export, V 1.1, Catherine Titterton. January 2015

ODIN Beta End User Documentation, V 0.8. Csaba Halmagyi. May 2015

OpenClinica User Guide, https://docs.openclinica.com/3.1/openclinica-user-guide/create-dataset
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