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Document control

Version Date Who Changes
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1 Overview

1.1 Introduction

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:

Excel
TDS data importer (developed by http://www.trialdatasolutions.com)

OC Data Importer (developed by https://community.openclinica.com/extension/ocdataimporter)
CIT Importer (developed by the Clinical Infrastructure team)

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:

CIT Data Importer includes an option to skip populating events and fields for which no data has been
collected against a particular subject.

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).

Both CIT and OC data importers have a manual mapping process. The advanced data mapping
process outlined in section 6 can be used with both tools, although the excel formulas are currently

set up to create the OC data import mapping file, not the mapping file for CIT.

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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2 Installing the import tools

2.1 OCdataimporter

OCDatalmporter is a graphical interface that takes a text file as input and maps the data to the Study Meta
Data XML file for conversion and import of CRF data as an XML file into OpenClinica.

1.) Download OCdataimporter from https://community.openclinica.com/extension/ocdataimporter.
Unzip the files and save to a new folder .../Desktop/OC Import.

Organize - "] Open Share with = Burn »
- Favorites Name

Bl Desktop [ OCDatalmporter

4 Downloads = L OCDatalmporter

= Recent Places 1, OCDatalmporter439
- Libraries

3 Documents

2.) Click the shortcut OCDatalmporter to open the application.

2.2 CIT Importer

The CIT Importer does not require download. It is installed on your OpenClinica instance and available
directly through a url http://openclinica-testing.medschl.cam.ac.uk/superimporter/index.php (the
highlighted section will be specific to your instance). If you are using a locally managed instance of

OpenClinica, please contact the CIT team for information on installing the CIT Data Importer on your server.

L C' [} opendinica-testing.medschl.cam.acuk/superimporter/index.php

Happs @ M El L 2B 2 B = T @ Ooc OJcvicRM [J CAM 0] Outloak [T RDTRC

C I T D A T A I 3’[ P O R T E R Logged in as: ctitterton (Logout
Select a study WGST 0 v

Please choose a file: | Choose File | No file chosen
Upload File

2.3 TDS access database
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The TDS Access database.

1. Download the TDS Access database file here.
2. Unzip the file and open the Access mdb-file.
3. Go to the tables-section and open tbISOAPParameters.

@' d I= | | Microsoft Access
Home Create External Data Database Tools Fields Table
23 oS Text File R A . oy @) Aces - &
5 E 5 e 5 S 5 12
— EF &F [ef ¥58 XML File 7 S sl s e ‘J @} word Merge &
Saved |Lin Excel Access ODBC Saved Excel  Text XML PDF  E-mail m Create Manage
Imports Database %) More = Exports Fila  Filz  orXxps Hp More ~ E-mail Replies
Import & Link Export Collect Data
A%A“ess Objects = “ |l =7 thISOAPParameters - = =
tblOCSites e
SOAPParameter - SOAPValue
B thiocstudies bodyend </soapenv:Body>
EH tbloCStudySubjectEvents
— bodystart <spapenv:Body>
EH tblOCStudySubjects
envelopeend </soapenv:Envelope>
j tbIProtoceol_StudyEventRef P f P P
5 tbisOAPParameters envelopestartStudy <soapenv:Envelope xmins:soapenv="http://schemas.xmlsoap.org/soap/el
B2 tbistudy envelopestartStudyEvent <soapenv:Envelope xmins:soapenv="http://schemas.xmlsoap.org/soap/e
EH tbistudyvent FormRef envelopestartStudySubject <soapenv:Envelope xmins:soapenv="http://schemas.xmlsoap.org/soap/el
EH tbistudyEventDef header
B tbistudysubject
b sysURL http://openclinica-testing.medschl.cam.ac.uk/OpenClinica-ws/
Queries ¥
e = tempdir c\temp
% frmCreateEvents *
% frmCreateStudySubjects
F3] frmGetClinicalData
% frmGetStudies
FEl frmcetstudyMetadata
Bl fimGetsubjects Record: 4 4 10f9 | b M b | K Mo Filter | Search 4 i »
55 frmimportiob =

4. Change sysURL to match you’re the location of your OpenClinica server. (Ensure that the end / is

included in your url)

5. Change tempdir to the directory you use on your local PC for temporary files.

To use the TDS importer it is assumed you have your web-services running on OpenClinica and that your
OpenClinica user account has been set up as an authorized user root to use the SOAP-services.
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3 Import Subjects & Events

3.1 Prepare your subject and event data

It is assumed your data is in an Excel format. The example below shows only three fields being populated.
Depending on your study Secondary ID, Person ID and Date of Birth may also be populated.

Prepare an Excel file with both Subject and Event records as show below. (These can be in the same Excel file
on different tabs). Ensure Gender is in the form of lowercase m and f. OpenClinica is case sensitive and
import of M and F (or Male/Female) will fail.

IE AR
Home Insert Page Layout Formulas Data Review View
u IE' IJ \_G‘ Rule Formula Bar I—g; _|:i|| E
Mormal| Page Page Break Cus Full [¥] Gridlines Headings Zoom 100% Zoomto MNew  Arra
Layout | Preview Screen Selection | Window A
Workbook Views Show Zoom
119 - fe |
A B 5 D E F
1 |5StudySubjectlD SecondarylD EnrcllmentDate  PersonlD Gender " DateOfBirth
2 C0D01852 01/09,/2014 m
3 C0D018359 01/09/2014 m
4 |CD01857 01/09/2014 m
5 |CD01867 01/09/2014 f
6 C001828 01/09,/2014 m
7 CDO01819 01/09/2014 m
8 |CD01842 01/09/2014 m
5 |CD01827 01/09,/2014 f
10 | C001820 01/09/2014 f

Event records are shown below. Extraction of the EventOID is detailed below in section 3.4

X[ H9-®-7 w3
Home Insert Page Layout Formulas Data Review WView
e 2 [ &)
u El 1= \_Gl Rule Formula Bar —u% _|:i|| E
Mormal| Page Page Break 5 Full Gridlines Headings Zoom 100% Zoomto Mew  Arran
Layout  Preview ews Screen Selection | Window  All
Workbook Views Show Zoom
F11 - 5 |
A B C D
1 | StudySubjectlD EventOID Location StartDate
2 |CD01852 SE_ILLUMINAMAMNIFESTUPLOAD 8272 01/09/2014
3 | C001859 SE_ILLUMIMAMAMIFESTUPLOAD 8272 01/09/2014
4 |C001857 SE_ILLUMIMAMAMIFESTUPLOAD 8272 01/09/2014
5 C001867 SE_ILLUMINAMAMIFESTUPLOAD_8272 01/09/2014
6 C001828 SE_ILLUMINAMAMNIFESTUPLOAD 8272 01/03/2014
7 |C001819 SE_ILLUMIMAMAMIFESTUPLOAD 8272 01/09/2014
8 |C001842 SE_ILLUMIMAMAMIFESTUPLOAD 8272 01/09/2014
9 |C001827 SE_ILLUMINAMAMIFESTUPLOAD_8272 01/09/2014
£| Co01820 SE_ILLUMINAMAMIFESTUPLOAD 8272 01/09/2014

3.2 TDS access database

Study subjects can be added using the TDS Access database. (See section 2.3 TDS access database for
installation instructions
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In the TDS Access database, open the form frmGetStudies. Fill in your OpenClinica username and password
and click the button get studies. The result is written into tblOCStudies.

Queries ¥

Forms % (5] Get Study Metadata from a WebService o EBEOER
B3l frmCreateEvents URL http: ffopendinica-testing. medschl.cam.ac.uk /OpenClinica-
.El frmCreateStudySubjects 0OC name ctitterton

B8] frmGetClinicalData 0OC password

B2 frmGetstudies Study [=]

B frmGetStudyMetadata

E8] frmGetSubjects

E frmImportlob =

=8| frmImportlob_sbfMapping

Reports ¥

Maodules E

3.3 Import your subject records to TDS

1. OPTIONAL: If you are not importing Date of Birth or Person ID then rightmouse click the
tbINewSubjectsToCreate open in design mode and change the attribute of fields Person/D and
DateOfBirth to Required: No

4 thiMewSubjectsToCreate o B ER
Field Name Data Type Description -~
% | studysubjectlD Text =
SecondarylD Text
EnrollmentDate Date/Time
PersonlD Text
Gender Text
DateOfBirth| Date/Time
Response Memo
-

Field Properties

General |Lookup

Format

Input Mask
Caption
Default Value
Validation Rule

Validation Text A field name can be up to 64 characters long,
Required Mo including spaces. Press F1 for help on field
Indexed No EES

IME Mode MNa Control

IME Sentence Mode Mone

Smart Tags

Text Align General

Show Date Picker For dates

2. Onthe External data tab of the Access toolbar, click Excel (to import)

Ald9- -5 -

Home Create External Data Database Tools

:;j @ @ ﬁ o] Text File ;j

»®3 XML File

Saved Lin Excel Access ODBC : Saved

Imports Database %3 More ~ Exports
Import & Link

All Access Objects ® «|

5 tbitemGroupDef
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3. which opens the Get External Data dialog. Browse to your excel file containing your subject data.
4. select the option to Append a copy of records to the table and select from the dropdown
tbINewSubjectsToCreate

Get External Data - Excel Spreadsheet @‘ﬂ—hj

Select the source and destination of the data

Spedify the source of the data.

File name: | c:\Users\Catherine\Desktop\WGS subjects sx

Specify how and where you want to store the data in the current database.

") Import the source data into a new table in the current database.

1f the specified table does not exist, Access will create it. If the spedfied table already exists, Access might overwrite its contents
with the imported data. Changes made to the source data will not be reflected in the database.

Cl

Append a copy of the records to the table: [§iiiensubjscisTocreate =]

If the specified table exists, Access will add the recards to the table. If the table does not exist, Access will create it. Changes made
to the source data will not be refiected in the database.
() Link to the data source by creating a linked table.

Access will create a table that will maintain a link to the source data in Excel, Changes made to the source data in Excel will be
reflected in the linked table. However, the source data cannot be changed from within Access.

5. Click OK
6. Select the worksheet which contains subject data. (If the column headers in your spread sheet are
named the same as the Access table columns you will not need to match the fields)

- 3
== Import Spreadsheet Wizard I&

‘four spreadsheet file contains more than one worksheet or range. Which worksheet or range would you like?

(@ Show Worksheets

(7) Show Named Ranges

12}
[+

mple data for worksheet 'Subjects'.

LStudyS'.:Lbject,ID BecondaryID EnrollmentDate [PersonlID Gender pate0fBirth -
2 |[cooiss2 101/09/2014 m

?COOJ.BQQ 101/08/2014 m

|4 Fooaes7 p1/08/2014 e

?COOJ.BS'? 101/09/2014 £

?COOJ.BZB 101/09/2014 m

TCOOJ.BJ.Q 101/08/2014 o

?COOJ.B&Z 101/09/2014 m

?COOJ.BZ'? 101/09/2014 £

ECOOJ.SZO 101/08/2014 (£

ECOOJ.BJ.S 101/09/2014 m

12[CO01B15 101/09/2014 m

ECOOlBll 01/08/2014 il

[1afco01878 p1/03/2014 | |
« 2

oo ) Com

7. Click Next
8. Click Finish
9. Open the table tbINewSubjectsToCreate to show the subject records imported into Access.
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.- (e #=] Text File === === Access ] 7
7 B PO D P Re R L
2 XML File L) sl s vl #y ward Merge =
Saved Linked Table Excel Access | ODBC Saved Excel Text XML PDF  E-mail m Create Manage
mports Manager Database ’_ﬁ Mare | Eyports File File  orXPs ECp More ~ E-mail Replies
Import & Link Export Collect Data
All Access Objects = «
B tblForm_ltemGroupRef K
= toiFormper = thiNewSubjectsToCreate
= toempet StudySubjectlD - Secondaryll - EnrollmentDate - PersoniD - Gende - DateOfBirth - Response
E toitemGroup_ttemRef 001807 01/09/2014 F
FA tbitemGroupDef 001808 01/09/2014 E
tbiNewEventsToCreats
B tiNewerentsTocreate 001809 01/03/2014 M
E tbINewSubjectsToCreate
C001810 01/09/2014 M
B thiocsites
B tbloCstudi COo01811 01/09/2014 M
udies
E tblOCStudySubjectEvents coo1812 01/09/2014 F
EA thloCstudysubjects C001813 01/09/2014 M
B tbiProtocol_StudyEventRef C001814 01/09/2014 F
3 tbISOAPParameters Co01815 01/09/2014 M
= toistuay C001816 01/09/2014 M

10. Open the form frmCreateStudySubjects, fill in your username and password and choose the
appropriate Study. If a Study has one or more Sites, you can choose one of the Sites and the Subjects
will be assigned to that Site. If you leave this blank, the Subjects will be assigned to the Study.

11. Click the button create study subjects

12. Once the process has run, you can open the table tbINewSubjectsToCreate and the response field
will contain details of success or error. If there are errors, review your input data, selection of study

etc.

5 thINewSubjectsToCreate

=

=}

StudySubjectlD -~ Secondaryll - EnrollmentDate -
C001807

PersonlD - |Gende - DateOfBirth -
01/09/2014 f

Response
<SOAP-ENV:Envelope xmins:SOAP-

"=<SOAP-ENV:Header/><S0AP-
ENV:Body=<createResponse

"><result

"=Success</result><label

ENV:Body></SOAP-ENV:Envelope>

Coo1208 01/09/2014 it <SOAP-ENV:Envelope xmIns:SOAP-

"><SOAP-ENV:Header/><SOAP-
ENV:Body><createResponse

"><result

">Success</result><label

ENV="http://schemas.xmlsoap.org/soap/envelope/

xmlns="http://openclinica.org/ws/studySubject/vl
xmins="http://openclinica.org/ws/studySubject/vl

xmlns="http://openclinica.org/ws/studySubject/vl
">C001807</label></createResponse></SOAP-

ENV="http://schemas.xmlsoap.org/soap/envelope/

xmlins="http://openclinica.org/ws/studySubject/vl

xmlns="http://openclinica.org/ws/studySubject/vl

- |q

13. View the imported subject records in OpenClinica in the subject matrix

Subject Matrix for WGS1.0®

15 ¥ || Show More | | Select An Event ¥ | Add New Subject

—m—

Apply Filter Clear Filter
001807 G 5 g B
001808 Cq o o B E
CO01809 ] CH o B E
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3.4 Importand Schedule Events with TDS

When preparing your Excel import of event records you can find the StudyEventOIDs in the table

tbiStudyEventDef.
j thiProtocol_StudyEventRef
EH tbisOAPParameters £ thiStudyEventDef = B
1 toistudy StudyEventOID - Name * | Repeating - Type -
EH tbiStudyEvent_FormRef SE_HPCPRO G_8933 HPC processing No Common
- SE_ILLUMINAPROCESSING_3391 Ilumina Processing Yes Common
2 tolstudyEventDet SE_PLATECREATION_8479 Plate creation No Common
H thiStudySubject *
Queries v
Forms 3
% frmCreateEvents
% frmCreateStudySubjects =

-5| frmGetClinicalData

1. Copy and paste the event OID against your subject records in Excel. Note in the above example there
are three events. For multiple events you need to create a row for each event against each subject
(so three rows for each subject)

StudySubjectiD EventOID Location StartDate
€001807 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014
€001807 SE_ILLUMINAQC_8933 07/09/2014
€001807 SE_SEQUENCINGFILESCHECK_2213 18/09/2014
x| d 9- E - W3
Home Insert Page Layout Formulas Data Review View
= . © - | —
j I | = | Rule Formula Bar 4 _E-E‘J _|—_=_| i
Mormal| Page Page Break Custom  Full Gridlines Headings Zoom 100% Zoomto Mew  Arran
Layout  Preview ews Screen Selection | Window  All
Workbook Views Show Zoam
F11 - I
A B C D
1 | StudySubjectlD EventOID Location StartDate
2 C001852 SE_ILLUMINAMANIFESTUPLOAD 8272 01/09/2014
3 |C001899 SE_ILLUMINAMANIFESTUPLOAD 8272 01/09/2014
4 C001857 SE_ILLUMINAMAMIFESTUPLOAD_8272 01/09/2014
5 |Co01867 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014
6 C001828 SE_ILLUMINAMANIFESTUPLOAD 8272 01/09/2014
7 |€001819 SE_ILLUMINAMANIFESTUPLOAD 8272 01/09/2014
8 C001842 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014
9 C001827 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014
10 | 001820 SE_ILLUMINAMANIFESTUPLOAD 8272 01/09/2014
2. Follow the steps to import to Excel as per subject data > open the excel import option

3. Browse to the Excel file holding event data

4. Choose the append option and select the dropdown table tbINewEventsToCreate
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Get External Data - Excel Spreadsheet

Select the source and destination of the data

Specify the source of the data.

File name: | c:\Users\Catherine\DesktopWGS subjects.xlsx

Specify how and where you want to store the data in the current database.

~) Import the source data into a new table in the current database.

If the specified table does not exist, Access will create it. If the spedified table already exists, Access might overwrite its contents
with the imported data. Changes made to the source data will not be reflected in the database.

@ Append a copy of the records to the table: fhjleWEventsTocreate El

If the specified table exists, Access will add the records to the table. If the table does not exist, Access will create it. Changes made
to the source data will not be reflected in the database.

©

") Link to the data source by creating a linked table.

Access will create a table that will maintain a link to the source data in Excel. Changes made to the source data in Excel will be
reflected in the linked table. However, the source data cannot be changed from within Access.

OK ] [ Cancel

5. Ensure you

select the worksheet Events

==| Import Spreadsheet Wizard

Your spreadsheet file contains more than one worksheet or range. Which worksheet or range would you like?

(@) Show Worksheets Subjects
Show MNamed Ranges

O & D5
Sample data for worksheet 'Events',
iStudyS'Jl:jectID EventOID Location ScartDate
LCOOJ.SSQ FE_ILLUMINAMAWNIFESTUPLOAD 8272 ni/09/2014
iCOOlSQQ FE ILLUMINAMANTIFESTUPLOAD 8272 ni1/09/2014
iCOOlSE\"." BE_ILLUMINAMANTIFESTUPLOAD 8272 ni1/09/2014
iCOOlSG".’ BE_ILLUMINAMANTIFESTUPLOAD 8272 01/09/2014

& [CO01E28 BE ILLUMINAMANIFESTUPLCAD 2272 01/09/2014

6. Click Next

7. Click Continue
8. Check the table tbINewEventsToCreate to see your imported records
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“_ Home Create External Data Database Tools Fields Table
i aijextFHe FI‘ R B/ BER 4] (A Access ) 7
2 E S e :
e LS by 5| XML File &7 SE s 8 $& \J By word Merge =
Saved Excel Access ODBC Saved Excel Text XML PDF  E-mail = Create Manage
mports Database ABIMOre ™ Eqports File  File orXPs ECr Mare ~ E-mail Replies
Import & Link Export Collect Data
All A Object: = «
ceess Jects - EH tbINewEventsToCreate
j tbIForm_ltemGroupRef -
= StudySubjectlD - EventOID - Location + | StartDate - Response -
tbIFormDef
ormee C001807 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014
B tbitemDef
T tblitemGroup_itemRef C001807 SE_ILLUMINAQC_8933 07/09/2014
E toitemGroupDer C001207 SE_SEQUENCINGFILESCHECK_2213 18/09/2014
@ tbINewEventsToCreate
_ C001808 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014 |
EH tbiNewSubjectsToCreate = =
E tblocsites C001308 SE_ILLUMINAQC 8933 07/09/2014
3 toiocstudies
C001808 SE_SEQUENCINGFILESCHECK_2213 18/09/2014
j tbIOCStudySubjectEvents
T tbloCStudySubjects C001809 SE_ILLUMINAMANIFESTUPLOAD_8272 01/09/2014
E tbiProtocol_StudyEventRef CD01809 SE_ILLUMINAQC 8933 07/09/2014

9. Open the form frmCreateEvents type in your username and password and select the appropriate

study

5] Create Events

=

= ER

URL
0C name ctitterton

0C password
Study

http: ffopendinica-testing. medschl. cam. ac. uk/Opel

create events ]

10. Check the table tbINewEventsToCreate and check the response success — if there are errors review

your data, table and study selected is correct.

All Access Objects = «

B toiForm ftemGroupRet [ thINewEventsToCreate

-

StudySubjectil -
C001807

EventOID
SE_ILLUMINAMANIFESTUPLOAD 8272

tbIFormDef

thiltemDef
thiltemGroup_ftemRef
tbiltemGroupDef
tbINewEventsToCreate
tbiNewSubjectsToCreate
tblOCSites

tblOCStudies
tblOCStudySubjectEvents
thIOCStudySubjects
tbIProtocol_StudyEventRef

tbISOAPParameters
C001807

thistudy SE_ILLUMINAQC_8933

thistudyEvent_FormRef

tblStudyEventDef

v o

thistudySubject

‘Queries

» |«

Forms
E

E8 frmCreateStudySubjects

frmCreateEvents

Location - StartDate -

Response

01/09/2014 <SOAP-ENV:Envelope xmins:SOAP-

ENV="http://schemas.xmlsoap.org/soap/envelope/"><SOAP-
ENV:Header/><SOAP-ENV:Body><scheduleResponse
xmins="http://openclinica.org/ws/event/v1"=<result
xmins="http://openclinica.org/ws/event/v1">Success</result><eve
nOID
="http://openclinica.org/ws/event/v1">SE_ILLUMINAMANIFES
UPLOAD_8272</eventDefinition0ID><studySubjectOID
xmlins="http://openclinica.org/ws/event/v1">55_C001807</studySu
ectOID><studyEventOrdinal
xmlins="http://openclinica.org/ws/event/v1">1</studyEventOrdinal
</scheduleResponse></SOAP-ENV:Body></SOAP-ENV:Envelope>

07/09/2014 <SOAP-ENV:Envelope xmins:SOAP-
ENV="http://schemas.xmlsoap.org/soap/envelope/"><SOAP-
ENV:Header/><SOAP-ENV:Body=><scheduleResponse
xmlns="http://openclinica.org/ws/event/v1"><result

nOID><studySubjectCID
xmins="http://openclinica.org/ws/event/v1">S5_C001807</studySu
ectOID><studyEventCOrdinal

11. Review your scheduled events inOpenClinica
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Home | Subject Matrix | MNotes & Discrepancies | Study Auwdit Log | Tasks = Report Issue |

Subject Matrix for WGS1.0 ®

mnnm| E | Shaw Mare | | Select An Event v | Add Mew Subject
e e et et e e
| Apply Filter Clear Filter

Coo1822 [
Co01823 =
Co01824 (5] o
001825
C001826
C001827 G5 £

15 of 41



4 Importing CRF data with OCDatalmporter

Once you have added your subject and event records to OpenClinica you are now ready to import the actual
CRF data collected by clinicians.

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 the event records you created above. Development
of CRFs is detailed in a separate document.

For simplicity the example below shows all data to be imported held in a single spreadsheet, although
spread over three events/CRFs to be imported against. (Blue, green and yellow each represent a separate
CRF)

- ——
9~ e WGS import - Microsoft Excel -
Home | Insert  Pagelayout  Formulas  Data  Review  View
% Cut . I e . = . }F! ) o T Fx I AutoSum - ;v
— Calibri 1 A A » = Wrap Text General ) EEJ /S, o g rn- 7 Ea
Paste B [ U~ - B Merge & Center + | @8~ % » | %2 ;90 | Conditional Format Cell | Insert Delete Format Sort & Find &
~ <3 Format Painter = - B Merge & Center = " e Formatting = as Table * Styles * - v - &2 Clear - Filter v Select~
Clipboard Font Alignment Humber Styles Cells Editing
H9 - fe | Homosapien
F G H 1 J K L M N (o] P Q R W X Y Z AA
Study_ Concentr Date sent
Subject Gender  Volume ation oD Tissue  Extraction Parent1 Parent2 Replicat ILMN from Rej
1 Sample ID 1D Species (M/F/U) ’ul} !ng!ul[ 260/280 Source Method  Ethnicity ID ID ef{s)ID__ |ILMN GT quant insert size 12250 Comment  ILMN at
2 |C001852 A C001852 Homosapien M 105 50 1.82 Blood Chloroform White British Male 104.56 1.967364337 7.8.14
3 |C001899_A 001859 Homosapien M 105 S0 1.9 DNA Chloroform White British Male 85.1f 2.269740478 7.8.14
4 C001857_A 001857 Homosapien ™M 105 S0 1.85 Blood Chloroforr White British Male 81.24] 1.767426184 7.8.14
5 |C001867 A C001867 Homosapien F 105 S0 1.85 Blood Chloroform White British Female 142.93 1.403163689 7.8.14
6 (001828 A 001828 Homosapien M 105 S0 1.88 Blood Chloroform White British  C002031_/ C002026_A Male 110.38 5.145985758 7.8.14
7 C001819_A C001819 Homosapien M '105 '50 1.93 DNA Chloroforr White British  C002053_/C002052_A Male 85.39 3.563283199 7.8.14
8 |C001842 A C001842 Homosapien M 105 S0 1.87 Blood Chloroforr White British ~ C002044_4C002043_A Male 104.42f 5.195884573 7.8.14
9 |C001827_A COOISZ?IHDmDSaEiEn .IF 105 50 1.87 Blood Chloroforr White British ~ C002029_/C002030_A Female 151.92] 3.554628989 7.8.14
10 C001820 A 001820 Homosapien F 105 S0 1.87 DNA Chloroforrr White British ~ C002017 /C002016_A Female 63.89 1.592303816 7.8.14
11 C001816_A C001816 Homosapien ™M 105 S50 1.88 Blood Chloroform White British  C002012_J C002013_A Male 78.18] 1.083694248 7.8.14
12 C001815_A C001815 Homosapien M '105 '50 1.85 Blood Chloroforrr White British ~ C002010_/C002011_A Male 77.8] 6.558420784 7.8.14
13 C001811 A C001811 Homosapien M 105 S0 1.88 Blood Chloroforr White British ~ C002005_4 C002004_A Male 85.35] 5.073945236 7.8.14
14 C001878 A C001878 Homosapien M '105 '50 1.775 Blood Chloroforrr Black British C002062_/ C002061_A Male 126.96 3.53819762 7.8.14
15 C001856_A 001856 Homosapien M 105 S0 1.84 Blood Chloroform Black British ~ C002056_/ C002057_A Male 77.74] 5.809789736 7.8.14
16 C001855_A 001855 Homosapien F 105 S0 1.86 Blood Chloroforrr Black British C002055_/ C002054_A Female 98.02] 1.540665929 7.8.14
17 C001880_A C001880 Homosapien F 105 S0 1.78 Blood Chloroformr Black British Female 89.6| 2.461096416 7.8.14
18 C001884_A 001884 Homosapien F 105 S0 1.77 Blood Chlorofarm Black British C002058_4 Female 108.99]
19 C001866_A C001866 Homosapien M 105 S0 1.84 Blood chloroform Black British ~ C002059_/ Male 80.65
20 C001894_A C001854 Homosapien M 105 S0 1.88 DNA Chloroform Black British ~ C002082_/ Male 63.54|
21 CO01879_A C001879 Homosapien M '105 '50 1.79 Blood Chloroforrr Indian C002067_4 Male 100.01]
22 C001823 A 001823 Homosapien F 105 S0 1.85 Blood Chloroform Indian €002022 / Female 144.29|
23 C001822 A 001822 Homosapien ™M 105 S50 1.87 Blood Chloroform Indian C€002023_4 Male 106.68]
24 C001869_A C001869 Homosapien M 105 S0 1.85 Blood Chloroform Indian Male 92.3
25 C001874_A C001874 Homosapien F 105 50 1.78 Blood Chloroform Indian Female 87.05]
26 C001875_A C001875 Homosapien M 105 S0 1.76 Blood Chloroform Indian Male 109.94|
27 C001818_A 001818 Homosapien M 105 50 1.86 Blood Chloroform Indian €002042_/ Male 101.99|
28 C001896_A C001896 Homosapien M 105 50 1.88 DNA Chloroforrr Indian C002087_4 Male 55.45]
29 €001882 A £001882 M 105 50 1.77 Blood Chloroforn Indian C002063 / Male 90.17
o ®
D s v Select An Event v Found 3 Definitions
i i ipload e .
m m Name oID Repeating| Type
001807 Tllumina Manifest | SE_ILLUMINAMANIFESTUPLOAD 8272 Yes Commen
: Upload
C001808
Tllumina QC SE_ILLUMINAQC _8933 ‘fes Comman
Co0180%
SLILELL Sequencing files | SE_SEQUENCINGFILESCHECK_2213  |Yes Common
check
Coois11

And the three associated CRFs are:
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CRF Date Last CRF_OID Version(s) Version_0ID Date
Hame |Updated Updated Created
a by
A-WGS1 |01-5ep- |ctitterton F_AWGS1 (original) 01-Sep-
2014 2014
1.0 F_AWGS1_10 01-5ep-
2014
A-WGS2  D1-Sep- |ctitterton F_AWGS2 {original) 01-5ep-
2014 2014
1.0 F_AWGS2_10 01-Sep-
2014
A-WGS3 | 01-5ep- |clitterton F_AWGS3 (original) 01-5ep-
2014 2014
1.0 F_AWGS3_10 01-Sep-
2014

4.1 OCdataimporter - manual mapping

Open OCDatalmporter from the shortcut created when you downloaded OCDatalmporter (See above
Section 2 for instructions to download)

Organize = =] Open Share with - Burn ¥
-~
~
N Marme
Favorites
Ml Desktop OCDatalmporter
Li. Downloads E] OCDatalmporter
(ﬂ Recent Places |1, OCDatalmporterd39
3 Libraries
[
Documents
~
4 OCDatalmporter - Provided byﬂugdical Center, dept. of Pathology, Amsterdam e
File Help
OCDatalmporter Version 4.3.9
Input Files: OCMetaData file (XML), Study Data file (TXT) and label-oid file (OID), separated by a ;' or use ‘Browse’ button. The label-oid file is optional.
[  [(orowss ) [Resamputries | [ eit |
® Uoe today dote
D Do not generate Event records
Check duplicate study subject ID's
Study Data Study Subject Subject Subject Subject
Column OC Target Item ‘SDquect Sex? ;e):;sun I;ar:ﬁ_:f z‘;:? CopyTarget
*
Stepl SE_STEPL |- select - ][ ][ ~
Hide Subject Related Columns ~ Match columns  Unmatch columns stat ] [ Concel | [ BackTo Beginning
B 1
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4.2 Download your study

1.) In OpencClinica in go to Tasks > View Study and click the link “Download the study metadata

metadata file

This will open the study metadata XML file.

WGS1.0@

table.)

=]

Name:

Unigue Protocol ID:

WG51.0

WGS1.0

Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks -

Download the study metadata here. Click to open in your browser, or right click (option click for Mac users) ar
to your computer. (Please note, you will stil need to get the Study Subject OIDs from the Subject Matrix by selection the 'Shg

L

01D

openclinica-testing. medschl.cam.ac.uk/OpenClinica/Download StudyMetadata?studyld =46 -
P g P ¥ y!

Principal Inves]

[ openclinica-testing.medschl.cam.ac.uk/OpenClinica/DownloadStudyvd

Brief S ryl
Owner:

Date Created:

4

HEHDHEDBEIBEEA

This 3ML file does not appear to have any style information associated with it The

below.

w<0DM xmlns
CpenCl
:Open

ns:

Xxmins
HetaD2

0.xsd">

0140902094348+0100"
02T09:43:48+01: 00"
®zi:zchemalocation="http:/ wWww.

v<5tudy OID="5 WG510">

FileType="Snapshot"

CDMVers

ntep: /S /www.cdisc.ory/ns/odm/v1l.3"
ica="http://www.openclinica.org/ns/odm ext v130
icaBules="http://www.openclinica.org/ns/rules/ vy

rxsi="ncep: S www . w3, org/ 2001/ ¥MLSchema-instance" Fi
Description="5tudy Metadata"

ion="1,3"
cdisc.org/ns/odm/v1l.3 OpenClini

Creatid

1eCIDS

2.) Right mouse click the XML file and do a ‘Save As’ to the folder .../Desktop/OC Import. You may want

to rename the file to reflect your study (here it is called StudyMetadataWGS1.0)
3.) Save your data file as a tab delimited txt file to the same location.

g9~
B cone | e

TGS mpart © Microzar el = ]

Pagelayout  Fomulas  Data  Review  View
BLA ek a mmE e Fwew o . B E= e (E) D
T o [ B R EER A
5 Format painter u- | S S B W matting - as Table~ Syes~ | = e e QCear e seleds
Clipboard 3 Font Alignment Number styes celts Editing
HY - | Homosapien
F G H ! J [3 L v N o B a R w x Y z A
Study_ Concentr Date sent
Subject Gender  Volume ation  OD Tissue  Extraction Parent1 Parent2 Replicat [ flom  Rd
1 SamplelD 1D Species (WF/U) () (ng/ul) 2607280 Source Method _Ethnicity D [} ©fs)ID_[ILMNGT quant__|insert size 1e250 __ Comment ILMN __at
2 001852 A COO182Homosapien M 05 50 1828lood  Chloroform White British Male 104.56| 1967364337 7814
3 CO01839 A CO01839Homosapien M "105 50 19DNA  Chloroform White British Male 85.1] 2269740478 7.8.14
4 001857 A  CO01857Homosapien M "105 50 1.85Blood  Chloroform White British Male 81.24| 1767426184 7.8.14
5 C001867 A  C001867Homosapien  F 105 S0 185 Blood  Chloroform White British Female 142.93| 1403163689 7814
6 CO01828 A COO1828Homosapien M "105 50 188 Blood  Chloroform White British  C002031_/C002026_A Male 110.38| 5.146985758 7.8.14
7 CO01819 A COO1819Homosapien M "105 50 1.93 DNA Chloroform White British  C002053_4 C002052_A Male 85.39| 3.563283199 7.8.14
8 C001842 A  C001842Homosapien M "105 S0 1.87Blood  Chloroform White British  C002044_/ C002043_A. Male 104.42| 5.195884573 7814
5 |coo1827 A coomz)luomosasien 3 "105 50 1.87Blood  Chloroform White British  C002025_/C002030_A Female 151.92| 3.554628989 7.8.14
10 CO01820_ A  CO01820Homosapien  F "105 50 1.87 DNA Chloroform White British  C002017_/C002016_A Female 63.89| 1592303816 7.8.14
11 C001816 A CO01816Homosapien M 105 S0 1.83 Blood  Chloroform White British  C002012_/C002013_A. Male 78.18| 1.083694248 7814
12 C001815 A  CO01815Homosapien M "105 50 1.85Blood  Chloroform White British  C002010_/C002011_A Male 778 6558420784 7.8.14
13 C001811 A CO01811Homosapien M "105 50 188 Blood  Chloroform White British C002005_/ C002004_A Male 85.35| 5.073945236 7.8.14
14 CO01878.A  CO01878Homosapien M 105 S0 1775 Blood  Chloroforn Black British  C002062_/C002061_A Male 126.96| 3.53819762 7814
15 C001856_A  C001856Homosapien M "105 50 184Blood  Chloroforn Black British  C002056_/C002057_A Male 77.74| 5.809789736
16 C001855_A  CO01855Homosapien  F "105 50 186 Blood  Chloroform Black British  C002055_/ C002054_A Female 98.02| 1540665929
17 C001880_A  CO01880Homosapien "105 S0 178 Blood  Chloroforn Black British Female 89.6| 2461096416
18001884 A CO01884Homosapien  F "105 50 1.77Blood  Chloroforn Black British 002058 4 Female 108.99|
19 C001866_A  C001866Homosapien M "105 50 184Blood  Chloroform Black British ~ C002059_/ Male 80.65|
20 C0018%4 A CO01894Homosapien M "105 S0 183DNA  Chloroforn Black British  C002082 4 Male 63.54]
21001879 A CO01879Homosapien M "105 50 1.79Blood  Chloroforn Indian €002067_4 Male 100.01
22001823 A CO01823Homosapien  F "105 50 1.858Blood  Chloroform Indian €002022_4 Female 144.2|
23/C001822 A CO01822Homosapien M "105 S0 1.878lood  Chloroforn Indian €002023 4 Male 106.68|
24001869 A C001869Homosapien M "105 50 1.85Blood  Chloroforn Indian Male 923
25/C001874_ A CO01874Homosapien  F "105 50 178 Blood  Chloroform Indian Female 87.05|
26 C001875 A CO01875Homosapien M "105 S0 1.76 Blood  Chloroforn Indian Male 109.94|
27 C001818_ A CO01818Homosapien M "105 50 1.86 Blood  Chloroforn Indian 002042 4 Male 101.99|
28 C001896_A  C00189 Homosapien M "105 50 1.88 DNA Chloroforn Indian €002087_4 Male 55.45|
9 0188 M T 177 8lood _ chloroforn indian 002063 / vale 20.17

here”.

You should then have two files — your study metadata XML file and your data import txt file
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javascript:openDocWindow('DownloadStudyMetadata?studyId=46');

Mame

Date modified

Type

1, OCDatalmporter439 09/07,2014 16:49 Compressed (zipp
#] OCDatalmporter 09,/07/2014 16:51 Shortcut
'E] OCDatalmporter 03,/08/2014 16:37 Adobe Acrobat D,
|2 StudyMetadataWGs1.0 02/09,/2014 09:50 XML Docurment
| Datalmport WGS1.0 02/09,/2014 10:24 Text Document

4.3 Match you study data and study metadata

1.) Click Browse and select both files

File Help

Input Files:

OCDatalmporter Version 4.3.9
OCMetaData file (xXML), Study Data file (TXT) and label-oid file (0ID), separated by a ';' or use 'Browse’ button. The label-oid file iz optional.
Ci\Users\Catherine\Desktop\OCImport\StudyMetadataWGS1.0.xml; C\Users\Catherine\Desktop\OCImport\Datalmpert WGS1.0.txt;

Browse

=l Recent Places

4 Please select OC MetaFile (XML), Study Data file { TXT} and label-oid cross data file {.0ID) as input Iéj =
' e '\:J'
. v OClmport - |+ Search OClmport L |
iy 2 5
Organize * New folder =~ 0 @
— “ Name ° Date modified Type Size - -
- Favorites - biect Subject Subje
B Deskiop || Datalmport WGSL.0 02/09/201410:24  Text Document 2 e
* & Downloads =] StudyMetadataWG51.0 02/09,/2014 03:50 XML Document &

2))
3)

subject start date, duplicate subject IDs, location.

Click ‘Read Input files’
Set the program parameters for date format, gender (OpenClinica expects lowercase m and f),

4.) Leave ODM file split as ‘0’
5.) Click ‘Confirm Program Parameters’

~

gtuu‘srnsata QC Target Item gﬂﬁ:m g::J:?ect g:ﬁgsgt g:l;ée;t:: St:?‘ied CopyTarget
D? ID? Birth? date? —

Plate Barcode Use link button 'CopyTarget' to fill this cell with the selected target item ] 1 | 1 |} CopyTarget

well Use link button 'CopyTarget' to fill this cell with the selected target item | || | = |} CopyTarget
Sample Well Use link button 'CopyTarget' to fill this cell with the selected target item = (= = (= El CopyTarget E

Sample ID Use link button 'CopyTarget' to fill this cell with the selected target item |} =} E 1 (=] CopyTarget

Study_Subject_ID | Use link button 'CopyTarget' to fill this cell with the selected target item | | E1 |} CopvyTarget
Species Use link button 'CopyTarget' to fill this cell with the selected target item = [l = = |} CopyTarget —

Gender (M/F/U) Use link button 'CopyTarget' to fill this cell with the selected target item || F | =) CopvyTarget

mma [ul) Use link button 'CopyTarget' to fill this cell with the selected target item (=] (= = (=] = CopyTarget

Concentration (ng... | Use link button 'CopyTarget' to fill this cell with the selected target item =] F F [ 7 CopyTarget

0D 260/280 Use link button 'CopyTarget' to fill this cell with the selected target item ] [l = F |} CopvyTarget

Tissue Source Use link button 'CopyTarget' to fill this cell with the selected target item ] 1 | 1 |} CopyTarget

Extraction Method Use link button 'CopyTarget' to fill this cell with the selected target item | || | = |} CopyTarget
Ethnicity Use link button 'CopyTarget' to fill this cell with the selected target item = (= = (= = CopyTarget i

OC Target: Study Event CRF Group Item
-- select -- - - -
Hide Subject Related Columns Match celumns Unmatch celumns Start

6.) Your excel data columns will be loaded into the first column ‘StudyData Column’. OCdataimporter

will attempt to match again the core subject fields as show above.

7.) Select the OC targe: Study Event (in the example below there are three study events)

19 of 41




oD 260,280 Use link button 'CopyTarget' to fill this cell with the selected target item
Tissue Source Use link button 'CopyTarget' to fill this cell with the selected target item
Extraction Method Use link button 'CopyTarget' to fill this cell with the selected target item

) i
OoooE

Ethnicity Use link button 'CopyTarget' to fill this cell with the selected target item
OC Target: Study Event CRF Group
Illumina Manifest Upload SE_ILLUMINAMANI l:] A-WGES51-1.0 F_AWGS1_10 » IG_AWGS1_UNGROUPED
-- select -- - -
: sload A M A Hllumina Manifest Uplead SE_ILLUMINAMANIFESTUPLOAD 8272 ]m Start

Hlumina QC  SE_ILLUMINAQC_ 8933
Sequencing files check  SE_SEQUENCINGFILESC

8.) Select the correct CRF and Group (if groups exist in your CRF)
9.) The last drop down will then present you with all the fields present in the CRF

et' to fill this cell with the selected target item B = ] ] ] CopyTarget

et' to fill this cell with the selected target item =) | 1 || 1 CopyTarget i
Group Item

E1-1.0 F_AWGS1_10 » IG_AWGS1_UNGROUPED - |- select - t]

-- select --
elated Columns Match columns ~ Unmatch columns [CANCER [_AWGS1_CANCER

CONCENTRATION 1_AWGS1_CONCENTRATION
DATE 1_AWGSL_DATE

ETHNICITY I_AWGS1_ETHNICITY
EXTRACTION_METHOD [_AWGS1_EXTRACTION_METH
MATCHED_SAMPLE_ID  I_AWGS1_MATCHED_SAMPLE_
MATCHED_SAMPLE_TYPE  I_AWGS1_MATCHED_SAMPL
NOTES I_AWGS1_NOTES

oD I_AWGS1_0D

PARENT_1 1D I AWGS1_PARENT_1i_ID
PARENT_2_ID I _AWGST1 PARENT
SR PLATE_ BARCODE | AWGS1_PLATE_BARCODE |
REPLICATE_ID [_AWGS1_REPLICATE_ID
SAMPLE_ID [_AWGS1_SAMPLE_ID
SAMPLE_WELL I_AWGS1_SAMPLE WELL
SPECIES I_AWGS1_SPECIES

10.) Select the appropriate CRF field and then click the ‘CopyTarget’ link against the related row. (Note:
to clear the screen you can ‘show/hide the subject related fields’ by clicking the link at the bottom of
the screen)

Study Data Column OC Target Item CopyTarget o
3 FPlate Barcode SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_PLATE_BARCCDE
well Use link button 'CopyTarget' to fill this cell with the selected target item CopvyTarget
Sample well Usze link button 'CopyTarget' to fill this cell with the selected target item CopyTarget
Sample 1D Use link button 'CopyTarget' to fill this cell with the selected target item CopvyTarget L
Study_Subject_ID Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget 3
Species Usze link button 'CopyTarget' to fill this cell with the selected target item CopvTaraet
Gender (M/F/U) Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget
Volume (ul) Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget
Concentration (ng/ul) Use link button 'CopyTarget' to fill this cell with the selected target item CopvyTarget
oD 260/280 Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget
Tissue Source Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget
Extraction Method Use link button 'CopyTarget' to fill this cell with the selected target item CopvTarget
Ethnicity Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget
Parent 1 ID Use link button 'CopyTarget' to fill this cell with the selected target item CopyTarget il
OC Target: Study Event CRF Group Item
Ilumina Manifest Upload SE_ILLUMINAMANI » A-WGS1-1.0 F_AWGS1_10 + IG_AWGS1_UNGROUPED + PLATE_BARC
Match columns Unmatch columns Back To Beginning|

11.)Continue matching fields until all dropdown CRF items have been associated with a row in the main
part of the screen.
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4.4 Generate the XML CRF data import file
1.) Click ‘Start’

Study Data Column ©OC Target Item
Study_Subject_ID Use link button 'CopyTarget' to fill this cell with the selected target item
Species SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_SPECIES
Gender (M/F/U) Use link button 'CopyTarget' to fill this cell with the selected target item
Wolume (ul) SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_VOLUME
Concentration (ng/ul) SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_CONCENTRATION
0D 260/280 SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_OD
Tissue Source SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_TISSUE_SOURCE
Extraction Method SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_EXTRACTION_METHOD
Ethnicity SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_ETHNICITY
Parent 1 ID SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_PARENT_1_ID
Parent 2 ID SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_PARENT_2_ID
Replicate(s) ID SE_ILLUMINAMANIFESTUPLOAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_REPLICATE_ID
Cancer sample (Y/N) SE_ILLUMINAMANIFESTUPLOAD 8272.F AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_CANCER
Matched Sample ID{s) SE_ILLUMINAMANIFESTUPLCAD_8272.F_AWGS1_10.IG_AWGS1_UNGROUPED.I_AWGS1_MATCHED SAMPLE_ID
OC Target: Study Ewent CRF Group Item
Hlumina Manifest Upload SE_ILLUMINAMANI « A-WGS1-1.0 F_AWGS1_10 + IG_AWGS1_UNGROUPED + NOTES I_AWGS1_NOTES
Show All Columns Match columns Unmatch columns Start

2.) If all records were successfully processed the below screen will show. If not review the errors which
will be displayed in the lower pane as well as in the file OCdatalmporter_warnings in .../Desktop/0OC

Import.
Comment SE_ILLUMINAMANIFESTUPLOAD_8272*1.F_AWGS1_10.AIG_AWGS1_UNGROUPED.]_AWGS1_NOTES
0D 260/280 SE_ILLUMINAMANIFESTUPLOAD, W%EEED.I_AWG S1_0D
Parent 1 ID SE_ILLUMINAMANIFESTUPLOAD| OCDatalmporter D.]_AWGS1_PARENT_1_ID
Parent 2 ID SE_ILLUMINAMANIFESTUPLOAD D.I_AWGS1_PARENT_2_ID
Plate Barcode SE_ILLUMINAMANIFESTUPLOAD o D.I_AWGS1_PLATE_BARCODE
— Process finished successfully =
Replicate(s) ID SE_ILLUMINAMANIFESTUPLOAD D.I_AWGS1_REPLICATE_ID
Sample ID SE_ILLUMINAMANIFESTUPLOAD D.I_AWGS1_SAMPLE_ID
rget: Study Event CRF Item
ina Manifest Upload SE_ILLUMINAMANI » A-WGS1-1.0 F AWGS1_10 ~ MNOTES

WARNINGS: 0 Show All Columns Match columns Unmatch columns Back To

ata file is: C:\Users\Catherine\Desktop\OCImport\Datalmport WGS1.0.txt, delimited by: tab, Number of items per line: 29
Ftarted in directory C:\Users\Catherine\Desktop\OCImport. This may take several minutes...
2/09/2014 11:04:36 Finished successfully.

3.) OCdataimporter generates a set of files and places them in the .../Desktop/OC Import folder. The
SQL files can be ignored (this is an alternate method for importing data for which there are detailed
notes in the original OCDatalmporter.pdf help file found in the folder below ).

21of41



The file that is important in this process is the Datalmport_1.xml file, which is the result of the
matched study meta data and your excel data file.

Mame Date mndﬁfied Type

| 1) OCDatalmporterd39 09/07/2014 16:49 Compressed (zipp...
& OCDatalmporter 09/07/2014 16:51 Shortcut

'EI OCDatalmporter 03/08/2014 16:37 Adobe Acrobat D...
|Z| StudyMetadataWGs1.0 02/09,/2014 09:50 AML Docurment
| Datalmport WG5S1.0 02/09/2014 10:24 Text Document

|| Datalmport WGSL.0_grid.dmp 02/09,/2014 17:04 DMP File

|| Datalmport WG5L.0_parameters.dmp 02/09/2014 11:04 DMP File

|Z| Datalmport_1 02/00,/2014 11:04 AML Document
|| Deletes.sql 02/09/2014 11:04 SQL File

|| Deletes OMLY_STUDY_EVENTS.5ql 02/09/2014 11:04 SQL File

|| Inserts.sql 02/09/2014 11:04 SQL File

|| Inserts_OMLY_STUDY_EVEMTS.s5q] 02/09/2014 11:04 SQL File

| OCDatalmporter_warnings 02/08/2014 11:04 Text Docurment

4.5 Import your CRF data XML file into OpenClinica
1.) In OpenClinica click Tasks > Import Data

ctitterton
Llog | Tasks = Report Issue | Support SRR 1) Go|
Submit Data
Subject Matrix Schedule Event
Add Subject View Events
Notes & Discrepancies Import Data
v | Monitor and Manage Data

a Source Data Verification Groups

Study Audit Log CRFs

2.) Browse to the Datalmport_1.xml file and Click continue.

Import CRF Data ®

Upload an xml file that contains CRF data. If your CRF has calculated value fields, you will
manual save,

Upload an XML file here: | Choose file | Datalmport)1.xmi

[ Continue W Cancel |

3.) OpenClinica checks XML validation, study checks,OID metada, event CRF status and CRF edit checks
and present the following screen (or a screen showing errors and which points it failed on)

22 of 41



WGS1.

IOpenClinica

0 (WGS1.0) | Change Study/Site

€ Community Edition | Home | SubjectMatrix | Notes & Discrepandes | Study AuditLog | Tasks v Report Issu

Alerts & Messages  — L

Passed XML Validation...
Passed Study Check...

Passed OID Metadata
Check...

Passed Event CRF Status
Check...

Passing CRF Edit Checks...

Instructions -L
Batch upload CRF data to
OpenClinica using an ML fle.
Upon successful validation of
the data provided in the xml

Study: WGS1.0

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|

manual save.

Summary Statistics:
Subjects Affected: 12

Event CRFs Affected: 12
validation Rules Generated: 0

Valid Data Import

Study Subject: S5_C001852_5746
Event CRF OID

SE_ILLUMINAMANIFESTUPLOAD_8272 (Repeat
Key 1)

Study Subject: S5_C001899_4027

file, Openclinica will save this CRF Version

information. oI

L F_AWGS1_10

Other Info - L 1G_AWGS1_UNGROUPED

I_AWGS1_CONCENTRATION

Start Date: 015ep-2014 I_AWGS1_ETHNICITY White British
I_AWGS1_EXTRACTION_METHOD | Chloraform

End Date: NjA Extraction
I_AWGS1_NOTES Brother of

PL K. Stirrups C000559_A

"

Protocol Verification/IRB 1AWGS1_0D 182

Approval Date: I_AWGS 1_PLATE_BARCODE LP2000266-DNA
I_AWGS1_SAMPLE_ID C001852_A
I_AWGS1_SAMPLE_WELL LP2000266-

DNA_AD1

I_AWGS1_SPECIES Homosapien
I_AWGS1_TISSUE_SOURCE Blood
I_AWGS1_YOLUME 105
I_AWGS1_WELL AD1

30

4.) Scroll to the bottom of the screen and click continue to apply the records

5.) Data successfully imported!

OpenClinica

WGS1.0 (WG51.0) | Change Study/Site

& Community Edition

Home | Subject Matrix | MNotes & Discrepandies | Study Auditlog | Tasks Report Issue |

Alerts & Messages

Your data has been
successfully imported
into the Study or Site.
Please review the data.

Subject Matrix for WGS1.0®

¥ | | Show More

Select An Event

v

Add New Subject

e e e e e —

Apply Filter Clear Filter
C001807 @ (X |
I“fm““'t"‘“s " | |cootscs LX)
1 v
e L 001803 & B
Icon Key -
L CO01810 [ X |
Co01811 B
Mot Started
e Co01812 & [ X |
5] Scheduled
@ =eE CO01813 & B

The event records are then flagged as complete on data import and the icon changes to green in the
subject matrix. You can see on subject C001811 on the first event that the icon remains as
scheduled. This is because no data was imported for C001811.
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5 CIT data importer

The CIT data importer can be used independently for the end to end import process including:

o Subject creation

o Eventscheduling

o Study data import

Assuming you have already gone through the process of cleaning you data, the next steps are to:

Save your data file as [studyname].csv

Columns A to F must contain the column headings SubjectID, SecondaryID, EnrollmentDate,

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

are exactly as show.

3. If you study is not collecting date of birth or is not using PersonID, SecondarylD or Gender the

import file still expects to see the column headings.

A B C E F

1 Subjectid -1 SecondarylD | = | EnrollmentDate ~ | Personld ~ | Gender |~ |DOB | v
2 |C023A0 ADDODOD120B 2012-06-29 F

3 |C02ADG BRIOOOOS9Y 2012-07-05 F

4 |CO2AFC BRIDOODOSE3 2012-07-05 Il

3 |co2acA BRIOODO14F 2012-07-05 F

0 |CO2AHE BRIOODOS2E 2012-07-05 Il

7 |C02a4 BRIOODO275 2012-07-05 F

E CO2AK2 BRIOODO2E3 2012-07-05 II".-'I .I

9 |C02AMZ BRIOOOOS4T 2012-07-05 Il

10 coz2anx BRIOODOS55 2012-07-05 F

11 cozapT BRIOODOSE* 2012-07-05 F

12 coz2aCR BRIOODOST1 2012-07-05 Il

13 |CO2ARP BRIOODOD291 2012-07-05 F

Open the CIT data importer at the url provided to you by the CIT team e.g. http://openclinica-

testing.medschl.cam.ac.uk/superimporter/index.php . You will be presented with the screen shown below

&«

CIT DATAIMPORTER

Select a study:

Please choose a file:

Upload File

[ openclinica-testing.medschl.cam.ac.uk/superimporter/indexphp
Happs @ MEl G 2P0 B 2 FB = T [ CJoc I CvicRM [JCAM (O] Outlook [T] RDTRC

Choose File | Mo file chosen

Logged in as: ctitterton (Logout
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4. Select the study you are importing to from the dropdown list.
5. Click”Choose file” and navigate to the file [studyname].csv
6. Click “Upload file”

CIT DATAIMPORTER

The file Sample import_test csv has been uploaded.
Go back or Continue to validation

7. Click “Continue to validation” of the uploaded file

CIT DATAIMPORTER

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

There were no errors in the data file.
Continue to import subjects

8. |Ifthere are errors, review the data in the first 6 columns. Check if the expected data (DOB, Gender
etc) match to the study parameters. For gender, M and F are expected, not Male and Female.

9. If there are no errors, you can click “Continue to import subjects”.

10. 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 show at the bottom of the screen. Continue

CIT DATAIMPORTER

Connection successful

createSubject:Subject with label "CO29A0Q" exists for "WGSE" study.
Subject name in xlsx: CO294AQ
SOID = 85_C029AQ label = C029AQ

createSubject:Subject with label "CO2ZADG" exists for "WGSE” study.
Subject name mn xlsx: CO2ADG
SOID =585_C02ADG label = C02ADG
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createSubject:Success
Subject name in xlsx: CO2ZASN
SOID =SS_C02ASN_9730 label = COZASN

createSubject:Success
Subject name n xlsx: CO2ATL
SOID =585 _CO02ATL 6432 label = CO2ZATL

Subjects umport finished.
Successful imports: 14

New subjects: 14
Errors: 0

Continue to scheduling

11. Click “Continue to scheduling”. 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)

Eventname  Schedule?  Date  Time  Foms

o A WGS1 Sample Receipt - 1.2
Receipt < 2015-01-26 14:11 s A WGS1 Sample Receipt - 1.1
« A WGS1 Sample Receipt - 1.0
+ A WGS2CATGOQC-12
CATGO QC v 2015-01-26 14:11 » A WGS2CATGOQC-1.1
s A WGS2CATGOQC-10
GEL OK v 2015-01-26 14:11 » A WGS2 GELPASS-10
e A_WGS3 Plating - 1.4
Plating v 2015-01-26 14:11 « A WGS3 Plating - 1.3
+ A WGS3 Plating - 1.2
. . R : » A WGS4 umina QC- 1.2
lumina QC ¢ 201501-%6  [j1411 e A WGS4 Ilumina QC - 1.1
B e : *+ A WGS5 Files Receipt - 1.2
s ! 20150128 B « A WGSS Files Receipt - 1.1
Delete Files L4 2015-01-26 1411 . A_“,TGSG Files Df.‘ﬁtl't}}-' -1.0
Submit EGA ] 2015-01-26 14:11 + A WGSSBEGA-10

| Schedule selected events! |
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12. Click “Schedule selected events”. The next screen will show a line for every event per subject as
scheduled with “success”. If the event has already been scheduled for a particular subject, a
warning will show. (You cannot reschedule dates within CIT data importer, if they have already been
scheduled. You can manually reschedule events through the interface, but this needs to be done on
an event / by subject record, prior to data import)

Scheduling event (SE_PLATING_7476) for subject (CO02ZATL): Success
Scheduling event (SE_ILLUMINAQC 5372) for subject (CO2ZATL): Success
Scheduling event (SE_RECEIVEFILES) for subject (CO02ATL): Success
Scheduling event (SE_DELETEFILES) for subject (CO2ZATL): Success

Scheduling event (SE_SUBMITEGA) for subject (CO2ZATL): Success

Upload a mapping file or Continue to CRF definitions

If the event has already been scheduled for a particular subject, a warning will show. (You cannot
reschedule dates within CIT data importer, if they have already been scheduled. You can manually
reschedule events through the interface, but this needs to be done on an event / by subject record,
prior to data import)

Scheduling event (SE_DELETEFILES) for subject (CO2ZATL): Fail
Cannot schedule an event for this Subject.

Scheduling event (SE_SUBMITEGA) for subject (CO2ZATL): Fail

Cannot schedule an event for this Subject.

Upload a mapping file or Continue to CRF defimitions

13. Upload an existing mapping file (see Section 6) or “Continue to CRF definitions”
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Events Default CRF for the Event Check Version of CRF to use for unport Items to mnport

# STUDY

# BRIDGE_ID

« SAMPLE_ID

¥ SAMPLE_DATE_REC

“ SAMP_REC_COMMENT
“ GENDER

Receipt A WGS1 Sample Receipt- 1.2 @ A_WGS1 Sample Receipt-1.2 v

40D QC
# CONC_QC

% QUANTITY_QC

4 CATGO_COMMENT
% AGEL_QC

CATGOQC A_WGS2 CATGOQC-12 - A_WGS2 CATGDQC -12 v

+ ¥ GEL_OK
GELOK A WGS2GELPASS-10 ¥ [A_WGSZ2CELPASS-10 * « #DATE GEL_OK
+ ¥ GEL_COMMENT

14. Select the events you wish to schedule and the related CRF version. By default the latest CRF version
is selected.

15. Click “Continue to mapping”. Only the fields from the events ticked on the previous screen show on
the left under CRF items.

CRF items Ass_ociated 0D 260/280
item -
Receipt A WGS1 Sample Receipt - 1.2 STUDY Extracti
xtraction
Receipt A WGS1 Sample Receipt - 1.2 BRIDGE 1D Method
Receipt A_WGS1 Sample Receipt - 1.2 SAMPLE_ID
Receipt A WGS1 Sample Receipt - 1.2 SAMPLE DATE REC Parent 1 [ID
Receipt A WGS1 Sample Receipt - 1.2 SAMP REC_COMMENT
Receipt A WGS1 Sample Receipt - 1.2 GENDER Replicate(s) ID
CATGO QC A_WGS2 CATGO QC - 1.2 0D_QC Comment:
CATGO QC A_WGS2 CATGO QC - 1.2 CONC_QC plating
CATGO QC A_WGS2 CATGO QC - 1.2 QUANTITY_QC GEL OK
CATGO QC A_WGS2 CATGO QC - 1.2 CATGO_COMMENT GEL Ok Date
CATGO QC A_WGS2 CATGO QC - 1.2 AGEL_QC GEL OK
Comments

ILMN GT
ILMN quant
ILMN QC

comments

¥ Skip empty cells in datafile

: Date files sent
Start rtl -
art impo ILMN)

16. The field list on the left in blue dispalys the fields defined in your CRfs. The field list to the right in
red are the column headings from your csv import file. Drag and drop the appropriate fields form the
csv import file against the CRF fields.
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17.

18.

19.

20.

- i il
CRF items Ass_ocmted 0D 260/280
item ~
| |
Receipt A WGS1 Sample Receipt - 1.2 STUDY Study -
Extraction
Receipt A WGS1 Sample Receipt - 1.2 BRIDGE 1D Method
Receipt A_WGS1 Sample Receipt - 1.2 SAMPLE_ID Sample_ID
Receipt A_WGS1 Sample Receipt - 1.2 SAMPLE DATE REC Parent 1 ID
Receipt A_WGS1 Sample Receipt - 1.2 SAMP_REC_COMMENT Parent 2 ID
Receipt A WGS1 Sample Receipt - 1.2 GENDER | Gender_MFU | [Replicate(s) ID]
CATGO QC A_WGS2 CATGO QC-1.20D_QC 0D QC Comment:
CATGO QC A WGS2 CATGO QC - 1.2 CONC_QC plating
CATGO QC A_WGS2 CATGO QC - 1.2 QUANTITY QC GEL OK
CATGO QC A_WGS2 CATGO QC - 1.2 CATGO_COMMENT GEL Ok Date
CATGO QC A_WGS2 CATGO QC - 12 AGEL_QC e
Comments

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 particulat event, tick the bottom box “Skip empty cells in data file”
Once you have mapped all fields, click “Start Import!”

CO2ATL SE_CATGOQC_6200 F_A_WGS2CATGOQ 121 A_WGS_OD_QC_7365 No OK!

IMPORT FINISHED, SESSION CLOSED.
Start a new import

For every subject, against each event and each field, you will get a result of “OK” if the data has
imported successfully. Any items that have not been imported will give an error message.
Check if you records have imported as expected through the subject matrix in OpenClinica

Subject Matrix for WGS7.0 @

Show More || Select An Event ¥ | Add New Subject

15
St st 10 e AT 0 o i o eceve e it s

CO29APO E] a & (]
Co2ADGA
cozarca B @
cozacan B @
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6 Advanced Data Import Mapping

The import steps described in the above sections for TDS import database, CIT Data Importer and the OC

Data Importer can all be used without reference to the section on advanced data import mapping.

The advanced data import mapping process is useful where you importing large amounts of data between

OpenClinica instances. In OpenClinica, for auditing purposes there is no possibility of deleting data once it

has been entered into OpenClinica, therefore it is important to ensure data being loaded into OpenClinica is

‘clean’ and accurate. To ensure accuracy it is envisaged there is likely, for most studies, that a staging service

will do the first check on data import and once verified a second import will take place to the final live

service.

The steps and files described below facilitate this process.

6.1 Files required for advanced mapping import

file

OC Datalmport_1

File file type file name Used for
Study Metadata xml DownloadStudyMetadata.xml Provides an output of all study
file metadata
Keystone template | tsv TAB_exportname_2015-01-21- | Extracts
114325879.tsv
CRF xls as named Needed to generate
OpenClinica input screens and
can be used for dummy data
generation
Mapping xls matching and substitutions Needed to create the grid file
Definitions file between sample and study from the keystone template and
XML - study metadata files
wahol_keystone_grid_edits.xIsx
ODI Grid file dmp ODI mapping file generated ODI mapping file generated and
and stored by ODI stored by ODI
importl_grid.dmp
ODI Parameters dmp ODI parameters file generated | ODI parameters file generated
file by ODI by ODI.
importl_parameters.dmp
Study Data Import | xml ODI XML file ready to lead into | XML import file generated by

ODI of data to be imported into
OpenClinica

Subject creation

Event Scheduling

6.2 Extract source files for creation of mapping definitions file
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1. In OpenClinica create your study, setting all study parameters according to you study protocols.
2. Create CRFs and events against expected study data (and GEL min data set).

(Note: consider merging multiple CRFs into single reference CRF for study - will only work
for studies collecting data outside of OpenClinica, if collecting within OpenClinica stay with
study structure)

3. Create and populate a single subject record for every event and field
4. Export the single subject record with all events and fields from OpenClinica as tab delimited text
file (tsv) to create the Keystone Template.

r . |

| keystone template - all fields dump from OC - TAB_xm_export_2015-01-07-145346127.tsv - Notepad =RACN X
File Edit Format View Help

pataset Mame: xml_exportDataset Description: all data Item Status: Study Name: -
wWaholProtocol ID: waholDate: 2015-Jan-07Subjects: 15tudy Event Definitions 1

m

study Event Definition 1 Time_Trial
Protocol ID Person ID Secondary ID
Location_E1_1 CRF Version Status_E1_1_C1
SUBJ_STATUS_E1_1_C1 SUBJ_FAMILY_ID_E1_ 1 C1
SUBJ_SURNAME_E1_1_C1 SUBJ_FIRST_NAME_E1_1_C1
SUBJ_ADDRESS_2_E1_1 C1 SUBJ_ADDRESS_3_E1.1 C1
SUBJ_ADDRESS_5_E1_1 €1  SUBJ_POSTCODE_E1_1_C1
SUBJ_SURNAME_BIRTH_E1_1_C1

E1CRF1 _REF_MIN_DATAS - v1.0  Clstudy Subject ID
Subject Status Sex Date of Birth
version Name_E1_1_cC1 SUBJ_SOURCE_E1_1_C1
SUBJ_NHS_STATUS_E1_1_C1
SUBJ_ADDRESS_1_E1_1_C1
SUBJ_ADDRESS_4_E1 1 C1
SUBJ_GENDER_AT_BIRTH_E1_ 1 (1
SUBJ_ETHNICITY_E1_1_C1 SUBJ_ANCESTRY_E1 1 _C1
SUBJ_FAM_GP_E1_1_C1 SUBJ_PROBAND_E1_1_C1 SUBJ_RELATED_E1_1_C1 SUBJ_PRO_NHS_NO_E1_1_C1
SUBJ_COMMENTS_E1_1 €1  REFR_CONSULT_CODE_E1 1 C1 REFR_SPECIALITY_CODE_E1_1 C1
REFR_TRUST_ODS_CODE_E1_1_C1 REFR_RECRUITMENT_DATE_E1 1_€1  REFR_CONTACT_DETAILS_E1_1 1
REFR_SUBMITTER_E1_1 C1  CONS_AGREE_E1_1 C1 CONS_WERSION_E1_1 1 CONS_PIF_VERSION_E1_1_c1 -

L — S S

5. Download study metadata - go to Tasks > View Study > click download study metadata at top of
screen (link highlighted). File will open, do a right-click and ‘save as’.

Download the study metadata here. Click to open in your browser, or right click (option click for Mac users)
to your computer. (Flease note, you will still need to get the Study Subject OIDs from the Subject Matrix by selection the

table.)
MName: Primary Immune Disorder
PID
OID: S _PID

The end result you should have two files to be used in Excel to create the Mapping Definitions
file:

o Study Metadata file:
o Keystone template:

DownloadStudyMetadata.xml
TAB_[exportname] 2015-01-21-114325879.tsv
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6.3 Create Mapping Definitions file

When using OCDatalmporter, the standard process is to load the Study Metadata file
(DownloadStudyMetadata.xml) and the data import file and then manually map each column of
data in your data import file against events and items, as shown below.

0D 260/280 Use link button '‘CopyTarget’ to fill this cell with the selected target item
Tissue Source Use link button '‘CopyTarget’ to fill this cell with the selected target item
Extraction Method  Use link button ‘CopyTarget’ to fill this cell with the selected target tem

Ethnicity Use link button ‘CopyTarget' to fill this cell with the selected target item
OC Target: Study Event CRF Group
lllumina Manifest Upload SE_ILLUMINAMANI B AWGS1 - 1.0 F_AWGS1_10 v IG_AWGS1_UNGROUPED
-- select -- ;
IHumina Manifest Upload SE_ILLUMINAMANIFES Mumina Mandest Upload  SE_ILLUMINAMANIFESTUPLOAD 8272 ymns Start

Iumina QC  SE_ILLUMINAQC_8933
Seguencing files check SE_SEQUENCINGFILESC

The process described below bypasses the manual mapping and generates the parameters and
grid file through Excel.

6.3.1 In Excel - create the mapping definitions file
To create Mapping Definitions file from the column headings of the Keystone Template (tsv) file and the
study metadata definitions - do the following:

1. Create two sheets first called Grid and second called field conversion
2. Import study metadata into field conversion sheet as using the excel import wizard, as a txt file,

fixed width which will bring in every line of xml as a single excel row/cell.

Data on Field conversion sheet will look like below:

A B £

1 <?xmlversion="1.0" encoding="UTF-8"7>
2 |<ODM FileOID="Study-MetaD20150107135726+0000" Description="Study Metadata" CreationDateTime="2015-01-(
3 <Study OID="S_DEFAULTS1"=

4 =GlobalVariables=

5 <StudyName>Wahol</StudyMName>

6 <StudyDescription=

7 |test of input

8 </StudyDescription=

9 |<ProtocolName>wahol</ProtocolName>

10 </Globalvariables=>

11 |<BasicDefinitions>

12 <MeasurementUnit OID="MU_HGNC" Name="HGNC">

13 |<Symbol=

14 <TranslatedText=HGNC</TranslatedText=

15|<Jf8ymbol> |

3. Import ODI Grid file into grid sheet as using the excel import wizard, again as a txt file. Go to
Data tab > From Text > change file import dialog to ‘All files’ and select the ODI Grid file.
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4. Select ‘delimited’ > click next > tick Other on delimiters options and add a ~ to seperate data.

Click next and finish.

Data on GRID sheet will look like below:

E6 - J« | TRUE
A B C D
1 Study SubjectID none TRUE FALSE
2 Protocol ID none FALSE FALSE
3 Person|D none FALSE FALSE
4 Secondary ID none FALSE FALSE
5 |Subject Status none FALSE FALSE
aSex none FALSE FALSE
7 Date of Birth none FALSE FALSE
8 |Locationm_E1 1 none FALSE FALSE
9 | CRF Version Status E1 1 C1 none FALSE FALSE
10 | Version Mame_E1 1 C1 none FALSE FALSE
11 | SUBJ_SOURCE E1 1 C1 SE_TIME_TRIAL.F__REF_MIN_DAT_9575_V10.1G__REF FALSE FALSE
12 SUBJ_STATUS E1 1 C1 SE_TIME_TRIAL.F__REF_MIN_DAT_9575_V10.1G__REF FALSE FALSE
13 | SUBJ_FAMILY ID_E1 1 C1 SE_TIME_TRIAL.F__REF_MIN_DAT_9575_V10.1G__REF FALSE FALSE
14 | SUBJ_MNHS5_STATUS E1 1 C1 SE_TIME_TRIAL.F__REF_MIN_DAT 9575_V10.I1G__REF FALSE FALSE
15 SUBJ SURNAME E1 1 C1 SE_TIME_TRIALF__REF_MIN_DAT 9575 W10.IG_ REF  FALSE FALSE
5. Onthe Field conversion sheet filter on <ltemRef temOID to list all the items
A B €
1 <?xmlversion="1.0" encoding="UTF-8"?> T Unique itemid Core ltem ID Table
I56 <ItemRef ltemOID="I__REF__SUBJ_SOURCE_118" OrderNumber="1" Mandatory="No"/> |__REF__SUBJ_SOURCE_118 I__REF__SUBJ_SOURCE SUBJ_SOURCE |
I57 <itemRef ltemOID="I__REF__SUBJ_STATUS_5168" OrderNumber="2" Mandatory="No"/> |__REF__SUBJ_STATUS_5168 I__REF__SUBJ_STATUS SUBJ_STATUS |
I58 <itemRef ltemOID="I__REF__SUBJ_FAMILY_ID_6122" OrderNumber="3" Mandatory="No"/> |_REF__SUBJ_FAMILY_ID_6122 I__REF__SUBJ_FAMILY_ID SUBJ_FAMILY_|
I59 <IltemRef ltemOID="I__REF__SUBJ_NHS_NUMBER_5559" OrderNumber="4" Mandatory="No"/> |__REF__SUBJ_NHS_NUMBER_5559 I__REF__SUBJ_NHS_NUMBER SUBJ_NHS_NU
60 <ItemRef ItemOID="1__REF__SUBJ_NHS_STATUS_3217" OrderNumber="5" Mandatory="No"/> |__REF__SUBJ_NHS_STATUS_3217 I__REF__SUBI_NHS_STATUS SUBJ_NHS_STA
61 <ltemRef ltemOID="__REF__SUBJ_SURNAME_3761" OrderNumber="6" Mandatory="No"/> |_REF__SUBJ_SURNAME_3761 I__REF__SUBJ_SURNAME SUBJ_SURNA|
62 <itemRef ltemQID="1__REF__SUB]_FIRST_NAME_8350" OrderNumber="7" Mandatory="No"/> |__REF__SUBJ_FIRST_NAME_8350 I__REF__SUBJ_FIRST_NAME SUBJ_FIRST_N.
63 <itemRef ItemOID="1__REF__SUBJ_ADDRESS_1_2527" OrderNumber="8" Mandatory="No"/> |__REF__SUBJ_ADDRESS_1_2527 I__REF__SUBJ_ADDRESS_1 SUBJ_ADDRESY
64 <ltemRef ltemOID="]__REF__SUBJ_ADDRESS_2_9588" OrderNumber="9" Mandatory="No"/> |__REF__SUBJ_ADDRESS_2 9588 I__REF__SUBJ_ADDRESS_2 SUBJ_ADDRES]
65 <ItemRef ltemOID="__REF__SUBJ_ADDRESS_3_2857" OrderNumber="10" Mandatory="No"/> |__REF__SUBJ_ADDRESS_3_2857 I__REF__SUBJ_ADDRESS_3 SUBJ_ADDRESY
66 <ItemRef ItemOID="1__REF__SUBJ_ADDRESS_4_7773" OrderNumber="11" Mandatory="No"/> |__REF__SUBJ_ADDRESS_4_7773 I__REF__SUBJ_ADDRESS_4 SUBJ_ADDRESY
67 <ItemRef ItemOID="]__REF__SUBJ_ADDRESS_5_5064" OrderNumber="12" Mandatory="No"/> |__REF__SUBJ_ADDRESS_5 5064 I__REF__SUBJ_ADDRESS_5 SUBJ_ADDRES
68 <ltemRef ltemOID="__REF__SUBJ_POSTCODE_7902" OrderNumber="13" Mandatory="No"/> |_REF__SUBJ_POSTCODE_7302 I__REF__SUBJ_POSTCODE SUBJ_POSTCOI
69 <ItemRef ltemOID="1__REF__SUB]_GENDER_AT_BIRTH_974" OrderNumber="14" Mandatory="No"/> |__REF__SUBJ_GENDER_AT_BIRTH_974 I__REF__SUBJ_GENDER_AT_BIRTFSUBJ_GENDER |

6.3.2 Creating the ODI grid.dmp file

In order to create the ODI grid.dmp file some cleanup must be done on the grid and file conversion
sheets. The mapping definitions spreadsheet will be provided in a format, with the correct cleanup
formulas, so that all that is needed is a paste of the keystone template and study metadata is needed.

Explanation of formulas is provided as a reference only.

With the below formulas applied copy/paste the resulting column L into Wordpad and save as

ODI [study_name]_grid.dmp to the ODI folder.
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6.3.2.1 File conversion sheet formulas

|57 <ItemRef ltemOID='

63 <ltemRef ltemOID='
64 <ItemRef ItemOID='
65 <ltemRef ltemOID="
66 <ItemRef ltemOID="
67 <ItemRef ItemOID='
68 <ItemRef ItemOID="

1 <?xmlversion="1.0" encoding="UTF-8"?>
I56 <ItemRef ltemOID="I__REF__SUBJ_SOURCE_118" OrderNumber="1" Mandatory="No"/>
__REF__SUBJ_STATUS_5168" OrderNumber="2" Mandatary="No"/>

A

|__REF__SUBJ_ADDRESS_1_2527" OrderNumb
|_REF__SUBJ_ADDRESS_2_9588" OrderNumber="9" Mandatory="No"/>

|_REF__SUBJ_ADDRESS_3_2857" OrderNumber="10" Mandatory="No"/>
|__REF__SUBJ_ADDRESS_4_7773" OrderNumber="11" Mandatory="No"/>
|__REF__SUBJ_ADDRESS_S_5064" OrderNumber="12" Mandatory="No"/>
|__REF__SUBJ_POSTCODE_7902" OrderNumber="13" Mandatory="No"/>
69 <ltemRef [temOID="I__REF__SUBJ GENDER_AT BIRTH_974" OrderNumber="14" Mandatory="No"/> |__REF_ SUBJ_GENDER_AT BIRTH_974

Mandatory:

Ei

o[>

B
Unigue itemid
|__REF__SUBJ_SOURCE_118
|__REF__SUBJ_STATUS_S5168

|__REF__SUBJ_ADDRESS_1_2527
|__REF__SUBJ_ADDRESS_2_9588
|__REF__SUBJ_ADDRESS_3_2857
|__REF__SUBJ_ADDRESS_4_7773
|__REF__SUBJ_ADDRESS_5_5064
|__REF__SUBJ_POSTCODE_7302

C
Core ltem ID
|__REF__SUBJ_SOURCE
I__REF__SUBJ_STATUS

58 <ItemRef temOID="1__REF__SUBJ_FAMILY_ID_6122" OrderNumber="3" Mandatory="No"/> |__REF__SUBJ_FAMILY_ID_6122 1__REF__SUBJ_FAMILY_ID SUBJ_FAMILY |
I59 <ItemRef ltemOID="__REF__SUBJ_NHS_NUMBER_5559" OrderNumber="4" Mandatory="No"/> |_REF__SUBJ_NHS_NUMBER_5559 |_REF__SUBJ_NHS_NUMBER  SUBJ_NHS_NU
60 <ItemRef temOID="I__REF__SUBJ_NHS_STATUS_3217" OrderNumber="5" Mandatory="No"/> |__REF_SUBJ_NHS_STATUS_3217 |__REF_SUBJ_NHS_STATUS SUBJ_NHS_STA
61 <ItemRef temOID="__REF__SUBJ_SURNAME_3761" OrderNumber="6" Mandatory="No"/> |__REF__SUBJ_SURNAME_3761 I__REF__SUBJ_SURNAME SUBJ_SURNA

62 <ltemRef ltemOID="__REF__SUBJ_FIRST_NAME _8350" OrderNumber="7" Mandatory="No"/> |__REF__SUBJ_FIRST_NAME 8350 1__REF__SUBJ_FIRST_NAME SUBJ_FIRST_N,

I__REF_SUBJ_ADDRESS_1
|__REF__SUBJ_ADDRESS_2
|__REF__SUBJ_ADDRESS_3
|_REF__SUBJ_ADDRESS_4
|__REF__SUBJ_ADDRESS_5
|__REF__SUBJ_POSTCODE

|__REF__SUBJ_GENDER_AT_BIRTFSUBJ_GENDER |

Table
SUBJ_SOURCE |
SUBJ_STATUS |

SUBJ_ADDRESY
SUBJ_ADDRESY
SUBJ_ADDRESY
SUBJ_ADDRESY
SUBJ_ADDRESY
SUBJ_POSTCOI

Column B - strips out the Unique item ID with
=MID(A156,(FIND(CHAR(34),A156)+1),(-1+FIND(CHAR(34),A156,(FIND(CHAR(34),A156,1)+1))-

(FIND(CHAR(34),A156))))

Column C - creates the Core item ID (without suffix automatically added by OC)

=LEFT(B156,(-1+FIND("@",SUBSTITUTE(B156,"_","@",LEN(B156)-

LEN(SUBSTITUTE(B156,"_",""))))))

Column D - generates table name (with hardcoded eventinfo-E1__ 1 C1 this is only possible
if all data is held in a single CRF and a dingle event)

=CONCATENATE(SUBSTITUTE(B156,"I__REF__",""),"_E1_1_ cC1","")

Column E - generates values for XML (includes hardcoding which will need modifying for each
study)

=CONCATENATE("SE_TIME_TRIAL.F__REF_MIN_DAT 9575 V10.IG__REF__PEDIGREE_431.",B15
6)

A named range is created called ‘autolink’ and is used on vlookup between data on the Grid sheet and
Field Conversion sheet

6.3.2.2 GRID sheet formulas

A c D H F G H I J K L

1 ) = = = w7 = = ) ~  Matched Ref = dmp file

2 |Study Subject ID none TRUE FALSE FALSE FALSE FALSE FALSE CopyTarget Study Subject ID*TRUE™FAL
3 Protocol ID none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget Protocol ID~FALSE~FALSE™H
aperson 1D none FALSE FALSE FALSE| TRUE .FALSE FALSE CopyTarget Person IDFALSE~FALSE~FA]
5 Secondary ID none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget Secondary ID™FALSE™FALSE]
6 |Subject Status none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget Subject Status~FALSE™~FALS
7 Sex none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget Sex™FALSE~FALSE™FALSE™F,
8 |Date of Birth none FALSE FALSE FALSE FALSE TRUE FALSE CopyTarget Date of Birth“FALSE™FALSE
S Location_E1_1 none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget Location_E1_1“FALSE™FALS
L0 | CRF Version Status_E1 1 C1 none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget CRF Version Status_E1_1
L1 | Version Name_E1_1 C1 none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget Version Name_E1_1_C1™FA
2 SUBJ_SOURCE_E1 1 C1 none  FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget  SE_TIME_TRIALF_ REF_MIN_DAT 957 SUBJ_SOURCE_E1_1_C1"~SH
13 | SUBJ_STATUS_E1_1_C1 none  FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget SE_TIME_TRIAL.F__REF_MIN_DAT_957 SUBJ_STATUS_E1_1_C1™SE
ll4 | SUBJ_FAMILY ID E1 1 C1 none  FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget SE_TIME TRIALF__REF MIN_DAT 957 SUBJ FAMILY_ ID E1 1 C1

5 | SUBJ_NHS STATUS E1 1 _C1 none  FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget  SE_TIME_TRIALF_ REF_MIN_DAT_957 SUBJ_NHS_STATUS_E1_1_d
L6 | SUBJ_SURNAME_E1 1 C1 none FALSE FALSE FALSE FALSE FALSE FALSE CopyTarget SE_TIME_TRIAL.F__REF_MIN_DAT 957 SUBJ_SURNAME E1 1 C1
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Columns A to J have been imported as described above

Column K - Matched ref - does a vlookup against Field Conversion sheet data
=VLOOKUP(CONCATENATE("I__REF__",SUBSTITUTE(B14,"_E1_1_C1","",1)),autolink,3,FALSE)
Column L - Dmp file - is final output to be pasted into ODI Grid (dmp) file
=IF((ISERROR(K13)),CONCATENATE(A13,CONCATENATE("~",C13),"~",D13,"~" E13,"~" F13,"~",G1

3,"~",H13,"~",113,"~",J13),CONCATENATE(A13,CONCATENATE("~" K13),"~",D13,"~",E13,"~",F13,
IINII,G 13’I|NII’H 13'II~|I'|13'II~II’J13))

6.3.3 Generate XML data import file

Having generated your ODI Grid.dmp file you can now run through the standard OCDatalmprter steps
outlined in section 4.3 to generate the study data XML file for import into OpenClinica.
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7 Data Export from OpenClinica

1. In OpenClinica go to Tasks > Extract Data > Create dataset > click “select all items in study”

Alerts & Messages r

Instructions v Create Dataset: Select Items @

Info - Please szlact one CRF from the left side info panel, then s2lact o

Study Events: this dataset. You may select all items in the study by geing to the "
Al

E Importing

You may also click BEvent Attributes/Subject Attributes to specify whi
Event Attributes

Use task pane on the left side to select CRFs
Subject Attributes
CRF Attributes
Group Attributes
Workflow -

View Selected Ttems

Select All Ttems in Study

2. Save and define scope > select earliest to latest dates possible 01/01/1980 —31/12/2015

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 alse specify the year.

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

Beginning Date: | January v | | 1980 v |
End Date: | December v |[2015 v |

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

3. Provide name for data set and description, select item status “Data from all available CRFs”
4. Click Continue > Confirm and save
5. Select your preferred data format
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QDM XML 1.3 Full with OpenClinica extensions Fun Mo

QDM ¥ML 1.3 Clinical Data with OpenClinica extensions Run Mo
QDM XML 1.3 Clinical Data Run No

ODM ¥ML 1.2 Clinical Data with OpenClinica extensions Fun Mo
ISC QDM XML 1.2 Clinical Data Run |

View as HTML Run MNc

Ewcel Spreadshest Run MNo

Tab-delimited Text Run MNo

SP55 data and syntax Run |

slsNsRels]
BEEEEB
in oo n i
Rz RsRaRsl

6. Click “Run now”. An email will be sent once available for download and an alert notice will show
in top left pane. Download and open files in preferred analysis application (SPSS, excel etc)
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8 Data Cleaning
Section coming.

Excel, Google Refine, eyeballs...

9 Test Data Generation (optional)
Section coming.

OPTIONAL Data Generation for testing / creating dummy data only, step not needed for regular study
data upload)

a. Open a copy of the original CRF used to loaded into the study in step 2 above
b. Import into a new sheet in the CRF the file Keystone template TAB [exportname] 2015-01-21-
114325879.tsv
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10 Common Import Errors

10.1 Study Subject IDs and OIDs

1.) Acommon error on importing CRF data is that the Subject OID is not found in the study, even though
you have already added all you subject records.

GSL.0 (WG51.0) | Change Study/Site

. . W
OpenClinica

Alerts & Messages -

Passed XML Validation... Import CRF Data ®

Your Subject OID Upload an xml file that contains CRF data. If your CRF has calculated
S5 (001852 does not manual save.

reference an existing

Subject in the Study. Upload an XML file here: || Choose file | Mo file chosen

Your Subject OID

S5 C001899 does not
reference an existing
Subject in the Study.

Continue

When study subjects are added directly through the OpenClinica interface, a Study Subject ID OID is
generated. This system prefixes your study subject Id with SS_ so C001852 becomes SS_C001852

| H ) - \
File Home Insert Page Layout Formulas Data Review View
\% IJ Ruler Formula Bar Q !i _Eﬂl E
Mormal| Page Page Break = Custom  Full Gridlines Headings Zoom 100% Zoomto Mew  Arra
Layout | Preview Views Screen Selection | Window A
Workbook Views Show Zoom
119 - |
A B C D E F
1 |5tudySubjectlD SecondarylD EnrollmentDate  PersonlD Gender " DateOfBirth
2 (C0no18s52 01/09/2014 m
3 C0D01859 01/09/2014 m

In your tab delimited txt file ensure your Study Subject ID includes any suffixes (the prefix will automatically
beincluded)
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11 Exporting Data

1.) Click Tasks > Create Dataset

2.) Click the button ‘ Proceed to Create a Dataset’

3.) You are presented with a navigation pane on the left of you study events, subject, group and CRF
attributes etc. Click on the appropriate item in the navigation pane and tick the items you wish to
export.

WGS1.0 (WGS1.0) | Change Study/Site ctitterton (Data Mang

OpenClinica
Ll al il Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks ~ Report Issue | Support  STMENENTE

lalerts & 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 incude to this dataset. You may selec!

Study Events: Selected Items” (hyperlink) page and dicking "Select All",

G Ilumina Manifest ‘You may also dlick Event Attributes/Subject Attributes to specify which event/subject attribute will be shown in the dataset.
Upload
A-WGS1 Use task pane on the left side to select CRFs
E Ilumina QC
Event Name: Tlumina Manifest Upload

E Sequencing files
check CRF Name: A-WGS1

Event Attributes Description: First step for Hluming Plate creation

Subject Attributes

0 select al tems Save and Add More Items Save and Define Scope

CRF Attributes
Group Attributes Show the following items in this dataset:
View Selected Items Name Description | Version(s) Section(s) Group(s) Data | Units | Response | Response PHI Requin
Type Type Label
Select All Items in Study
¥ |sTUDY Study L0 Manifest Ungrouped |st single-select study Mo |No
¥ |PLATE_BARCODE Tlumina plate | 1.0 Manifest Ungrouped |st text text Mo |No
number
WELL Tlumina plate | 1.0 Manifest Ungrouped |st text text Mo |No
well position
[0 |SAMPLE_WELL Tlumina ID 1.0 Manifest Ungrouped st text text No |No
SAMPLE_ID Sample ID 1.0 Manifest Ungrouped st text text No  |No
SPECIES Species 1.0 Manifest Ungrouped st single-select  species No  |No

4.) Click ‘Save and Add more Items’ to navigate to another CRF, Event etc
5.) Click ‘Save and Define Scope’ to move to next screen to set you dates you wish to export against

Create Dataset: Define Temporal Scope @

Filter your data by subject enroliment 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 enrollment, you may leave the date fields blank and continue.

Beginning Date: |August v | |2[]14 v |

EndDate: | September v| [2014 v |

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

L Continue W Cancel |

6.) Add the export set name, description

40 of 41



7.) Select whether you wanted data from completed, incomplete or all CRFs.
8.) Click continue

9.) Click ‘Confirm and Save’
10.) Select the format you wish to export to (in this case we are selected Excel)

Download Data: partial data ®

Dataset Name: partial data
Dataset Description: more data
Ttem 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 ¥ML 1.3 Full with OpenClinica extensions Run Mow

CDISC ODM ¥ML 1.3 Clinical Data with OpenClinica extensions Fun MNow
CDISC ODM ¥ML 1,3 Clinical Data Run Mow

CDISC ODM XML 1. 2 Clinical Data with OpenClinica extensions R.un Mow
CDISC ODM ¥ML 1,2 Clinical Data Run Mow

& View as HTML Run MNow

» Excel Spreadsheet Run Mow

« Tab-delimited Text Run Mow

» 5PS5 data and syntax Run MNow

11.)Click ‘Run Now’

12.)Navigate back to datasets — In alerts navigation pane a message will appear when your data extract
job has run providing a link to download the file.

WGS1.0 (WG51.0) | Change Study/Site

OpenClinica

Alerts & Messages -
Your extract job Download Data: partial data ®

completed successfully.
The file is available for

down load here . Dataset Name: partial data

Dataset Description: more data

Item Status: Data from CRFs Marked Compl
Instructions v
Other Info _ To view or download data, select from the formats provided below. You may also selg
Study: WGS1.0

& CDISC QDM XML 1.3 Full with OpencClinica extensions Fun Mow

13.) You can also access the data set and any previous ones run by click Tasks > View Datasets > and
clicking the Export Dataset icon.
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