2.5 Formats for Dataset Files

These topics provide information about the formats for dataset files you generate and download
using OpenClinica.

The format you choose depends on how you will use the extracted data. The CDISC ODM formats are
the most robust, including not only the data but also the metadata. HTML and Excel formats are the
easiest for a person to read.

The variable names in the downloaded files are of this format:
ItemName EventNumber CRFNumber.
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Not valid unless obtained from the OpenClinica document management system on the day of
use.

2.5.1 Tab-Delimited Text Format

OpenClinicas standard tabular (non-CDISC XML) data export formats are HTML, tab-delimited,
Excel, and SPSS. The HTML, tab-delimited, and Excel formats each contain 2 tables a header table
that contains reference information about the dataset contents, and the data table. The SPSS data
export format has a data table similar in structure and format to the others, but does not have a
header table. Instead it includes a separate .sps syntax file that describes the dataset. The following
image shows a sample output for HTML format.

2.5.1.1 Header Table Format

The header table includes the following information:

e Dataset name

e Dataset description

e Study name

e Protocol ID the study protocol ID



Date the date the data set was created

Subjects the number of subject records in the dataset

Study Event Definitions the number of study event definitions included in the dataset
For each of the included study event definitions, the name of the event defintion plus an
identifier which is used to reference the event definition in the data table

For each of the included case report forms (CRFs), the name of the CRF plus an identifier which is
used to reference the CRF in the data table

2.5.1.2 Data Table Format

To avoid duplication and confusion amongst the data points collected in a study, certain identifiers
and ordinal numbers must be appended to each variable name. These variable names can be used in
multiple CRFs across multiple Events.

These appendages will help identify the event, CRF and item the value was collected in. The
identifiers are defined in the header table for tab, HTML, and Excel formats. The identifiers are
defined in a separate syntax (.sps) file for SPSS. The following scheme will be implemented:

E1 = E specifies that the appendage represents the event. 1 specifies which event the variable is
from, as defined in the header table. If the event is repeating, it would be represented as E1 1,
El1 2, E1 3 etc.

C1 = C specifies that the appendage represents a CRF. 1 specifies which CRF the variable is from,
as defined in the header table

For repeating events and repeating groups, additional information must be provided to detail which
occurrence of the event and/or which repeat of the group the item value comes from. This is done
by appending X where X is the ordinal or repeat number. As an example, an item called DEMO
appearing in the 3rd occurrence of a repeating event, and the 5th repeat of the group called
Example would be identified in the following way.

DEMO E1 3 C1 5

For an item in a repeating event, but not part of a repeating group, the variable would be identified
in the following way:

DEMO E1 3 Cl

2.5.1.3 Variable naming convention

To avoid duplication and confusion amongst the data points collected in a study, certain identifiers
and ordinal numbers must be appended to each variable name. These variable names can be used in
multiple CRFs across multiple Events.

These appendages will help identify the event, CRF and item the value was collected in. The
identifiers are defined in the header table for tab, HTML, and Excel formats. The identifiers are
defined in a separate syntax (.sps) file for SPSS. The following scheme will be implemented:

E1 = E specifies that the appendage represents the event. 1 specifies which event the variable is
from, as defined in the header table. If the event is repeating, it would be represented as E1 1,



El1 2, E1 3 etc.

C1 = C specifies that the appendage represents a CRF. 1 specifies which CRF the variable is from,
as defined in the header table

For repeating events and repeating groups, additional information must be provided to detail which
occurrence of the event and/or which repeat of the group the item value comes from. This is done
by appending X where X is the ordinal or repeat number. As an example, an item called DEMO
appearing in the 3rd occurrence of a repeating event, and the 5th repeat of the group called
Example would be identified in the following way.

DEMO E1 3 C1 5

For an item in a repeating event, but not part of a repeating group, the variable would be identified
in the following way:

DEMO E1 3 Cl

2.5.2 HTML Format

You can download and view a dataset file in HTML format (.html file).

Example of Dataset File in HTML Format (Partial View):

View Dataset ConcomittantMedications201]
 Dataset Mama: ComcomittantMedcations 2011
Dataset Dascription: All concom ittant medations n 2011
Study Name: Docetawed in Patients With Complebely Resecied RSOLC
Protoool ID: RO1-12345E&
Dharbae 2012 Falb 0]
Subpacta:

Study Event Definitions: 4
Study Event Definition 2 | Ingal Treatmend

CRFS Conoomitant Meduateons - vIL0 1=
CEFR Agent Admnistration - v1.0 Lo
CRFY Agenit Administration - v1.0 L]
CRF10 Concomitant Medcatons « vi.0 €10

Study Protocol Date ©
Subjact 1D of

ID Birth
CAMIOL R1- 1970- asgirin 200 cia s 50 20110706
123456 - 0707
ROl
12345€.
50
CAMI02 RO1 1969
123456 - 0517
ROl
123456
Q50
CAMI03 D) 1959 201140706

123456 - D6-13
"1

123455
50

When viewing the HTML file, you can view the metadata for an Item by clicking its column header.

Example of Item Metadata for HTML Dataset File (Partial View):



Item Metadata: Global Attributes

CRF Mame: | Concomitant Medications - v1.0
Itern Mame: |Con_Med Name

OID: [ CONCO_CON_MED_NAME
Description: |Medication name

Data Type: |text

PHI: uls]

Concomitant Medications - w1.0

Left Item Right Item |Default Response Response Response Response Options/Response Section Label
Text Text Value Layout Type Lab-el Values

Medication text Comoomitant
name: Meds

2.5.3 Excel Spreadsheet Format

When you download to the Excel Spreadsheet Format, the dataset is an .xls file.

Example of Dataset File in Excel Spreadsheet Format (Partial View):

- A | B C | D E ] F
1 | Danmset Mame: ConcamittantMedicationi2oll
2 .D.:1=se-1 Dwescription: All concomittant medications bn 2001
3 | rem Status:
4 | Study Mama: Docatanel in Patients With Compietely Resected NSCLC
5 | Protocal iD: RO1-123456
B |Dwte: 201 2-Felb-01
7| subjects [
B | Srudy Everts Defiritions 1
=
10 | study Event Definition 2  Initial Treatment E2
11 |cRF5 Concomitant Medications - v1.0 £5
12 |cnrs Agent Administration - v1.0 =1
13
14 .r.'.‘ﬁF:I Agent Admintsiraton - v1.0 [a]
15 |cRFi0 Concomitant Medications - w10 C10
16
17 |
18
19 |
20
21
22 | $zudy Subject ID Protocol i Date of Birth | Con_Med_Mame_E2 €5 1 Con_Med_form_E €5_1  Con_Med_Mame_E2_C§_2
23 |camlol RO1-123456 - B01-123456-CC50 HTD asginia 200 | cislis
24 |camion RO1-123456 - RO1-123456-C050 5/17/65
25 | CAM103 RO1-123456 - B01-12 3456-CC80 61355
26 | CAMI0S RO1-123456 - RO1-123456-L050 LAILBD symiraaid a0
27 |scrooot RO1.-123456 « B01-12345.50RC FAETE
28 | ShAC10L FO1-123456 - B01-12345-5M0C 1273180 ageren 200

2.5.4 SPSS Format

When you select the SPSS format, the extracted .zip file contains two different files: a .dat file, which
is a tab-delimited data file, and an .sps file, which is an SPSS data definition script.

To access the data, save the .dat and .sps files to the same location, then open the .sps file in the
IBM SPSS program. If the .sps and .dat files are not in the same location, change the FILE location
in the .sps file to point to the physical location of the .dat file. Then from SPSS, select Run > All to
load the data into the application.

You can preview the .dat file by opening it in a text editor.

See SPSS Syntax File Specifications for more information.


https://docs.openclinica.com/3.1/openclinica-user-guide/spss-file-specifications

2.5.5 Data Mart Format

Select the Data Mart format for use with the OpenClinica Enterprise Edition. The exported dataset is
an .sql file. Use the file with the Data Mart feature to insert the data into a database.

See Data Mart for more information.

2.5.0 CDISC ODM Formats

When you select one of the CDISC ODM formats for the dataset, OpenClinica exports the dataset to
an .xml file that complies with the Operational Data Model (ODM) of the Clinical Data Interchange
Standards Consortium (CDISC) standard. These are the different parameters for the available ODM
formats:

e 1.3 or 1.2: refers to the version of the ODM specification.

e With extensions: Includes OpenClinica entities that are not part of the ODM specification,
such as the Subject Group Class and its attributes.

e Full: Includes Discrepancy Notes and the Audit Log.

CDISC ODM is a vendor neutral, platform independent format for interchange and archive of data
collected in clinical trials. The model represents study metadata, data, and administrative data
associated with a clinical trial. The ODM has been designed to be compliant with guidance and
regulations published by the FDA for computer systems used in clinical trials.

The ODM model categorizes a clinical study's data into several kinds of entities including subjects,
study events, forms, item groups, items, and annotations. The metadata of a study describes the
types of study events, forms, item groups, and items that are allowed in the study. The clinical data
of a study will typically have many actual entities corresponding to their definitions described in the
metadata.

Like any XML file, an ODM file consists of a tree of elements that correspond to entities. Each
element consists of required attributes and optional attributes. An ODM file type must be either
Snapshot or Transactional. A Snapshot file shows the current state of the included data. A
Transactional file shows both latest state and (optionally) some prior states of an included entity. An
ODM file has a Granularity attribute which describes the coverage information of the ODM file.

The ODM file consists of two parts: metadata followed by Subject data. The metadata provides OIDs
for the Study, units (as defined when the CRFs were created), Event information, CRF information
including Item Groups and Items with information about validations, and user account information.
The Subject data provides Subject information, Event information, CRF information, and then the
values.

CDISC ODM Format XML File - Metadata Section (Partial View):


https://docs.openclinica.com/3.1/openclinica-user-guide/data-mart-openclinica-enterprise-edition-only

F7=ml version="1.8" encoding="US-R=C1 1" 72<00H =mins="http: /feew cdisc.org/neodn vl 3" &
wnlnei0panClinicas"hEkp:/ fome ., Liniea.org/ne fodm st vI30,03.1" umlne I0penC | inicaRulsss
"httpt .l"l.luu.up-nn:l ini nn.ol*gfﬂs ules/v2.1" xnlns ::-c:i"'htbp:_."'_."'l.luu 3 .urgfﬂm FiFLSchena= i ns bance" O
File010="HaightlaightD20120224141342-6500" Description="Height and Haight" CreationDataTime=
IR Z-02-24T14113:43-05:00" Fi leType="Snapshot™ 00MVersion="1.3" =*5i . schemalocation=
"hekp:/ fewwcdise orging fodn Sl W3 OpenClini ea=00H1 =3-@-0C2-8 , x5d" >
2 Study DID="S_FRE112345" >
{GlobalVar iablas?
AStudytane rDocetaxel (n Patients Hith Completely Resected NICLC {fstuduﬂune>
{StudyDescription?
Administering chemotherapy drugs such as Docetaxel after surgery, may kill oy bumor

calls that remain post surgary.
7 < /StudyDescripti ony
B Frotoco|Hane R =1 22456 Frotoco IHane
q £ fGlobalVariablas?
18 {Bosichefini tionss
11 ‘HeasurenentUni t QI0="MUIF" Hame="F">

L

A e

12 EBynbol ¥

13 {Trans latedText>F </ TranslatedTaxt:

14 </ Sunbo | ¥
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16 iMeasurensn tUni t 01D="MU_HG" Hames"Hg" >

17 foynbol s

18 <Trans lotedTex t*Hg </ Trans latadTexts

19 < /Synba >

28 Measurenentini t>

1 {Measurenen tUni t 010="MU_HHANZ4HRFORMAT" Hoame="HH:MN (24 e formab)®3

2 tEymbol *

3 <Trans latedText HHIHH {24 hr Tormat )</ TronslotedText?
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CDISC ODM Format XML File - Subject Data Section (Partial View):

4837 Clinicalbata StudydiD="5_RA112345_8475" MetaDatoVersiondlD="v1.0.0-5_R&112345_8478" > B
4338 {SubjectData Subjectkey="55_SHC181" OpenClinicaiStudySubjectiD="5MC181"> @
4839 48 tudyEventlata StudyEventOID="SE_INITIALTREATHENT" >
4840 <FormData FormlD="F_PHYS|CALEXAM_EMGL | SH" >
4841 £ temGroupbata | temGroupd | D="1G_PHYS | UNGROUPED" TransackionType="Insert"}
4342 {Itenbata | tend|D="1_FHYSI _FEDAT" Yalue="2811-86-81"/
4843 Ll temnblata |tend|D="1_PHYS] _HEIGHT" Yalug="25"}
4844 {HeasurementUni tRef MeasurensntUni t010="HU_IH" />
4845 <1 temDataz
4345 <l tenData |tend|D="1_FHYSI _HEIGHT" Yaluwe="190"3
4847 {MgasuramantUni tRef MaosuremantUni t010="HU_LE" />
4848 /1 kenDatal
4849 £/ tenGroupbata
4358 0penClinicaiAudi tLogs Enti tyl 0="F JPHYS I CALEXAM_ENGL ISH" »
4851 0panClinicaifuedi tLog 1D="AL_1489" User|D="USR2" DataeTinaStomp=

Y "2al1=87=06T15:19:112" Typas"Event CRF marked conplete” ODldValuss"awvai lable®™ MHewValuss

. “unaval lable" f
4352 <flilp-ent:linicu:ﬂuditl._-:-gs}
4853 < /FornDatar
4E54 {OpanClinicaiAudi tLogs EntitylDe"SE_IHITIALTREATHENT ™ »
4855 {0penClinicaiAudi tLag 10="AL_1329" UserID="USR_Z2" DateTimeStanp=

21 1-07-06T14:47 104" Type="Study Event scheduled® OldWalue="inwalid® Hewdalue="scheduled® />

4856 OpenClinigaiAudi tLog ID="AL_1318" UserID="USR_2" DotaTimaStanp=

"2al1=-8T-06T14:59:28" Types"Study Event data entry started” Oldvalues"scheduled" HewValues"data
entry started"

4857 {0penClinicaiAuditlog ID="AL_1476" UserlD="US5R_2* DoteTime5tanp=
"AE1-87-BETISI22:13" Type="Study Event completed” Old¥alue="daota entry storted" HewValus=
'-:-:hnpl:‘hbd".-")

4858 <fOpenClinicatAudi tLogss

4854 £ JfetudyEventlata?

4368 OpenClinicaiPudi tbogs EntitylD="S5_SHC1@1">

4861 OpenClinicaiAudi tlog |D="AL_S26" User |D="USE_2" DateTineStamps
"Zal1-a7-00T11:38018" Type="Subject Group Assignment” HewMalue="Regimen 1" 4

4362 <OpenClinicolfuditleg 10="AL_13685" UserID="USR_2" DateTimestonp=
“2E11-087-06T14146:36" Type="Subject created” />

4BE3 OpenClinicaiAudi tlog |D="AL_1385" User|D="USA_2" DateTimestanps
"Z2al1-a7-00T 14 14530 Type="Study subject created” fx

4364 < /OpanClinicatfudi tLogs» .

4885 £/3ubjectData’ J

4865 L/ClinicalDatar

4867 < fODH> b

For more details about the ODM specification and its use in OpenClinica, see CDISC ODM
Representation in OpenClinica in the OpenClinica Technical Documentation, and the ODM Final
Version 1.3 for Implementation at the CDISC web site.

2.5.7 SAS Data and Syntax

OpenClinica version 3.11 introduced the SAS Data and Syntax extract format, which were tested
using SAS Studio. This extract format functions as follows:


https://docs.openclinica.com/3.1/technical-documents/openclinica-and-cdisc-odm-specifications
https://docs.openclinica.com/3.1/technical-documents/openclinica-and-cdisc-odm-specifications
http://www.cdisc.org/stuff/contentmgr/files/0/919cb4ef843829170d470b37eb662aeb/misc/odm1_3_0_final.htm
http://www.cdisc.org/stuff/contentmgr/files/0/919cb4ef843829170d470b37eb662aeb/misc/odm1_3_0_final.htm

e The output includes three files:
o SAS DATA.xml - The extracted data.
o SAS_Format.sas - For items defined as single-select or radio button, OpenClinica
creates the library and maps response values to the appropriate response text.

Note: Because multi-select and checkbox items include multiple values in a string format
in OpenClinica (e.g., 1,2,7), these cannot be mapped to individual response text options.

o SAS_MAP.xml - A mapping file that maps the data to the appropriate structures (e.g.,
LIBNAME, Table, Column) OpenClinica forces appropriate object names as required by
SAS. For example, all Studies start with "S" and all Table names and Column names start
with an underscore.

e Once the extract files are downloaded, upload the SAS_DATA and SAS_MAP files into SAS
Studio.

e Open the SAS_Format.sas file, copy the text, and paste it into SAS Studio.

e Click the Run icon.

o This generates all the data tables based on Item Groups.

o OpenClinica Items become SAS Column Names.

o Tables include the master set of items (i.e., Item Groups span CRF Versions, though the
SAS file does not indicate which version of the CRF was the source for the item.)

o There are two resulting data types: Numeric or Char. All OpenClinica items that are
Integer or Real are classified as Numeric. All other OpenClinica data types are classified
as Char.

o The SAS datasets/tables are generated from the OpenClinica metadata. Tables are
created for all Item Groups in the extract. If no data was entered for a specific item
group, the SAS table is still created, but is empty.

The following apply due to SAS name limitations:

e OpenClinica and DataMart allow 3,999 single-byte characters in a text field. When this size
string is extracted to SAS, the full string is in the SAS DATA.xml file.

e SAS data set names must not exceed 32 characters and must start with either a letter (A-Z) or
underscore. As a result, Openclinica uses a modified Item Group OID for the data set name as
follows:

o If group is Ungrouped use the CRF Name, otherwise:
» To reduce the number of characters the pre-pended IG is removed (This means
Group labels start with " " + 5CHAR (of CRF Name) + GROUPLABEL)
» If the resulting value exceeds 35 characters, OpenClinica appends the dataset
name with the three- or four-digit number appended to the IG_OID

e SAS column names must not exceed 32 characters and must start with a letter (A-Z) or
underscore. As a result, OpenClinica uses a modified Item OID for the column names as
follows:

o Truncate from the left to remove the I 5CHAR prefix to each Item Name.

o Use the portion of the OID starting with (underscore) followed by ITEMNAME (this
ensures no Column Names start with a number.)

o Retain appended three- or four-digit numbers to ensure item/column name uniqueness.



