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Introduction

The NDAR portal hosts a collaborative environment offering tools for the greater
autism research community, enabling researchers to store and share clinical
assessment (CA), medical imaging, and genomics data using the NDAR Central
Repository to provide cooperation on multi-institutional investigations.

The NDAR Central Repository requires users to upload both data and metadata.
Metadata consist of information that describes data and are used to provide
documentation for data products. Metadata is a way of characterizing what is in a file
without actually needing to open the data files.

CA submission files should be configured in Clinical Data Interchange Standards
Consortium (CDISC) XML format using the data definitions described in the NDAR
Clinical Assessments and Imaging Codebook. Imaging submission files are generated
using the NDAR Image Submission Package Creation tool within the MIPAV

{http://mipav.cit.nih.gov/} application. Metadata for genomics data are contained

within a set of MS Excel spreadsheets.!

For more information about creating metadata, refer to Appendices 1—3 on page 12.
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Figure 1. Uploading data to NDAR

1 CDISC models can be reviewed at http://www.cdisc.org/publications.html.
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Data Validation and Submission Process Overview

1 Before submitting data to NDAR, obtain a user account to the NDAR portal. In
order to do that, connect to the NDAR portal {https://ndarportal.nih.gov}. Then,

open the Request an Account tab and follow the instructions provided by the tab.

2  Onthe NDAR portal, create your own private data collection(s), which is a
reserved space on the NDAR Central Repository where you will store your data.
In order to do that, follow the instructions provided in the Creating a Data
Collection Section of this document.

3  For all your data intended for submission, obtain Global Unique Identifiers
(GUID).
Prepare data and metadata for submission as described in Appendices 1—3.

5 Runthe NDAR Data Validation tool to validate your metadata and create the
submission package.

6  Submit your data to NDAR by uploading the submission package to the
appropriate collection.

7  Runthe NDAR Query tool to query data stored in the NDAR Central Repository
once your submission has been processed and loaded by NDAR. See Figure 1.

The NDAR public website has additional information with respect to the data

submission process, refer to

{http://ndar.nih.gov/ndarpublicweb/datasubmission.go}.

Creating a Data Collection

Prior to submitting data to NDAR, you must create a data collection where your rese-
arch data will be stored. This section outlines the steps necessary for creating a data
collection.

Before creating the collection, read, complete, and sign the NDAR Central Reposi-
tory Intuitional Certification to Submit form.
To create a data collection:
1 Login tothe NDAR portal.
2 Navigate to the Collection tab.
3  Inthe Collection tab, click on the Create New Collection link.
4  Fill out the Create Collection form. Note that fields with asterisk (*) are the

required fields.


https://ndarportal.nih.gov/
http://ndar.nih.gov/ndarpublicweb/datasubmission.go
http://ndar.nih.gov/ndarpublicweb/datasubmission.go
http://ndar.nih.gov/ndarpublicweb/datasubmission.go

5 Upload the signed Institutional Certification to Submit (ICS) file. In order to do
that,
= First, click Add;
» Then, use the Browse button to open the file.

6 Press Create.

The new collection appears on the portal in your account. To view the collection, click

on the Manage Collection link. See Figure 2.
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Figure 2. Creating a new data collection



NDAR Data Validation

This section of the document provides help for the NDAR Data Validation tool, which
is designed to assist NDAR users with the submission of data into the NDAR Central
Repository.

Before submitting data, the metadata associated with the data must be validated for
accuracy of information using the NDAR Data Validation tool. The tool validates
metadata using the NDAR codebooks to ensure that all supported data conform to
NDAR standards.

Prerequisites

Before you run the NDAR Data Validation tool, the following conditions must be met:
Java 1.5 must be installed on your PC.

All identifying information (e.g. names, Social Security Numbers, etc.) must be
removed from the data.

Required dataset meta-information and NDAR GUIDs for each dataset should be
obtained and written into the metadata file(s) associated with your data file.

You must have an NDAR Portal account.

Running the NDAR Data Validation tool

To run the tool,
Go to the NDAR Portal, and then navigate to the NDAR Data Validation tool link.
Click on the link, the NDAR Data Validation tool starts running, and the NDAR Data

Validation tool dialog box appears.

In the dialog box,

Specify the directory where all of the metadata files you wish to validate are located.
You can either use the Browse button or enter the whole path to the directory. See
Figure 3.

Note that, if your metadata files are stored in different subdirectories of the same
directory, you only need to specify the upper level directory and the tool will
recursively browse and validate metadata in all subdirectories.

Click Validate Files.

The validation process starts and the following information appears in the Validation
Results window:

The metadata file name including the directory name;



The file type and the form name;

The validation result — Valid or Failed;

The validation details that show how many validation errors appear in the file that
failed validation and also how many data files are attached to the metadata file that

pass validation. See Figure 3.

ENDAR Data Yalidation [¥1.5.2.99] : Codebook [¥1.5.2.1]

Data Source

Please specify the directory where all of the meta-data files you
would like to validate are located (subfolders included):

IO:IOPENCLINICA\NDARmetadataValidation | Validate Files

Validation Results-
Meta-Data File File Type Form Name Result Details
“ ADOS\Ados1_odm.xml CDISC ADOS1-2001 Valid
ADOS'ados2_odm.xml CDISC ADOS2-2001 Valid
ADOS\ados3_odm.xml CDISC ADOS3-2001 Valid
ADOS\ados4_odm.xml CDISC Failed [1error]
=|ADOS'meta-test\MetaData_Test_Date.xml CDISC Failed [1 error]
ADOS'meta-test\MetaData_Test_float.xml CDISC Failed [1 error]
ADOS'meta-testiMetaData_Test_integer.xml |CDISC Failed [1error]
|__|ADOS'meta-test\MetaData_Test_String.xml CDISC Failed [1error]
ADOSMetaData_Test.xml CDISC Failed [1error]
ados_test\ados_test_bad_value_range.xml CDISC Failed [1 error]
mipav testimipav.xml MIPAV Valid [1file]
mipav test 1\ados2_odm.xml CDISC ADOS2-2001 Valid
mipav test 1imipav.xml MIPAV Valid [1file]
her testiNDAROther.xml Other Valid [3 files]
testlados1_another.xml CDISC Failed [1error]
test\ados1_stem_odm_invalid_to_schema.xmil/CDISC Failed [1error]
test\ ADOS_wrong_sch_loc.xml CDISC Failed [1 error]
—testfinal_test_ados1_stem_odm.xml CDISC Failed [1error]
:“ ]“‘ : m | D MIPAV Failed [2 errors]
Detailed Information-
Detail Type Information
Other Data other testitestdir2\one_neuron_slice_again.lsm
Other Data other test\subdir1\one_neuron_slice.lsm
Other Data other test\sub_dirlone_neuron_stuff.lsm

Create Submission Package H Help H Exit I

Figure 3. The NDAR Data Validation dialog box

Detailed information

To view more detail, such as data file names and/or explanations of validation errors,

highlight the file of interest in the Validation Results window and navigate to the



Detailed Information window. For a given metadata file, the following information
appears in the Detailed Information window:

If the metadata file has errors, for each of them, the Error keyword appears in the
Detail Type column and the explanation of error appears in the Information column.
See Figure 4.

If the metadata file has data files associated with it and has no errors, the list of data

files appears in the Information column. See Figure 5.

QNDAR Data Yalidation [¥1.5.2.99] : Codebook [v1.5.2.1]

rData Source- 3
Please specify the directory where all of the meta-data files you
would like to validate are located (subfolders included):
[C:iOPENCLINICA\NDARmetadataVaIidation |
 Validation Results
Meta-Data File File Type Form Name Result Details
|~ ADOS'meta-test\MetaData_Test_Date.xml CDISC Failed [1 error]
ADOS'meta-test\MetaData_Test_float.xml CDISC Failed [1error]
—JADOS'meta-test\MetaData_Test_integer.xml |CDISC Failed [1 error]
ADOS\meta-test\MetaData_Test_String.xml CDISC Failed [1error]
ADOS'MetaData_Test.xml CDISC Failed [1 error]
_|ados_testlados_test_bad_value_range.xml  |CDISC Failed [1 error]
mipav testimipav.xml MIPAV Valid [1file]
mipav test 1\ados2_odm.xml CDISC AD0S2-2001 Valid
mipav test 1\mipav.xml MIPAV Valid [1file]
—|other test\NDAROther.xml Other Valid [3 files]
test\ados1_another.xml CDISC Failed [1error]
test\ados1_stem_odm_invalid_to_schema.xmi/CDISC Failed [1error]
test\ADOS_wrong_sch_loc.xml CDISC Failed [1error]
test'final_test_ados1_stem_odm.xml CDISC Failed [1error]
testitam.xml L Eail errors
< ftesttamo.xml IPAV Failed :b
jmnd_schema_m CDISC Failed [1errar]
estfiles'\ados1_another.xml CDISC Failed [1errof]
l“ l‘" doslomd 'HI Haeh-mievdy T ‘ : D CDISC Failed [1errpf]
R T R T
Detailed Information- /
Detail Type Information j
||[Error Rules: Meta-data field "Subject-ID" is missing and required/
Error Associated file: Meta-data requires an associated file <
‘ Create Submission Package ! Help Exit

Figure 4. This file has validation errors, thus the information about them appears in the
Detailed Information window



NDAR Data Yalidation [¥1.5.2.99] : Codebook [¥1.5.2.1]

rData Source

Please specify the directory where all of the meta-data files you
would like to validate are located (subfolders included):

IC:IOPENCLINICAINDARmetadataValidation | Validate Files

Validation Results-
Meta-Data File File Type Form Name Result Details
|~ ADOS\meta-test'MetaData_Test_Date.xml CDISC Failed [1 error]
ADOS'meta-test\MetaData_Test_float.xmi CDISC Failed [1 error]
——IADOS'meta-testiMetaData_Test_integer.xml |CDISC Failed [1error]
ADOS'meta-test\MetaData_Test_String.xml CDISC Failed [1error]
ADOSMetaData_Test.xml CDISC Failed [1 error]
= ados_test'ados_test_bad_value_range.xml CDISC Failed [1 error]
mipav testimipav.xml MIPAV Valid [1file]
mipav test 1\ados2_odm.xml CDISC ADOS2-2001 Valid
mipav test 1\imipav.xml AV Valid [1file]
er testINDAROther.xml Other Valid  |[3files]
test\ados1_another.xmr €Dt F error
test\ados1_stem_odm_invalid_to_schema.xml/CDISC Failed [1error]
test\ADOS_wrong_sch_loc.xml CDISC Failed [1error]
testfinal_test_ados1_stem_odm.xml CDISC Failed [1 error]
testitam.xml MIPAV Failed [2 errors]
testtamo.xml MIPAV Failed [2 errors]
testitest_invalid_schema_location.xml CDISC Failed [1 error]
—testfiles\ados1_another.xml CDISC Failed [1 error]
:“ I‘“ kel 'm e ] ' A D CDISC Failed [1error]
o
Detailed Information- /
Detail Type Information
Other Data other test'testdir2\one_neuron_slice_again.lsm
Other Data other test\subdir1\one_neuron_slice.lsm
Other Data other test\sub_dir\one_neuron_stuff.lsm

Create Submission Package H Help H Exit I

Figure 5. This metadata file has no validation errors. In the Detailed Information window,

the list of associated data files appears

Creating the submission package

The Create Submission Package button becomes active only if all metadata files in the
directory you provided pass validation. If your metadata pass validation, the message
“All metadata files are valid” will appear in the Information window and the word
Valid will appear for all files in the Result column.

To create a submission package:

1 Click the Create Submission Package button.



2  Inthe dialog that appears, specify the directory where you wish the submission
package to be saved, and click OK.

3  The tool starts running and the Information window appears displaying the
paths to the submission package and submission ticket. Click OK to complete the
process.

The submission package (a ZIP archive) and submission ticket (an XML file) appear in

the designated directory. See Figure 6.

NDAR Data Yalidation [¥1.5.2.99] : Codebook [¥1.5.2.1]

Data Source

Please specify the directory where all of the meta-data files you
would like to validate are located (subfolders included):

I&IN DARmetadatavalidation\SampleValidationDataiNDAR\other te stl Validate Files

Validation Results
Meta-Data File File Type Form Name Result Details
NDAROther.xml lother | [valia (3 files]
ESelect directory where submission package will be saved E3
Lookin: ] NDARmetadataValidation BR=IE= R

[ SampleValidationData

File Name: ’C:‘LOPENCLINICA‘LND&RmetadataVaIidation |

5 Information
Files o

i Submission package saved to:
C:\OPENCLINICA'NDARmetadataValidation\SampleValidationData\NDARSubmissionPackage-1212072918471.zip

Submission ticket saved to:
Dereren C:\OPENCLINICA'NDARmetadataValidation\SampleValidationData\NDARSubmissionPackage-1212072918471.xml

 Detail Ty,

@ samplevalidationData 1o x]
Fie Edt  \wew Favortes Toos Hep ‘ ""'“
@Ba(k € = l /\’ Sesch (=7 Foklers | [T71)+
| Address IQ CAOPENCUNICANDARMetadataVSidationSamesevalidationData 3 ﬂ Go
o | Mame ~ | Size | Type | Bate Modfed
File and Folder Tasks S Dyroar Fila Folder S23/2002 10:02 AM
BBroar rar 28562 K8 WInRAR archive $/2812008 3:19 P
£ Makea neve foldar 4 NOARSUbmisslonPackags- 121207291847 Laml 1KB XML Document S2412008 1055 AM
(a2 Share thiz Folder CDNOARS ubmissionPackage- 1212072918471.3p 865 KB WinZp Fie 52972008 1055 AM [—
Other Places ES
—-—
[ NOARmetadatsVaidation
\D My Documents
3 |4 | 2]

Figure 6. Creating a submission package



Submission package and submission ticket

The submission package is a ZIP archive that contains both the data and metadata
files from the validated directory. The submission ticket is an XML file that serves as
the upload instruction for NDAR. It lists all files included in the submission package
and also includes security information to ensure that the submission package has not

been modified or corrupted after passing validation.

"3 C:\OPENCLINICA'NDARmetadataValidation'SampleYalidationData'NDARSubmissionPackage-1212072... [H[=] E3 |
- : ¢ : |
Elle " Edit Miew ~ Favorites Tools  Help [cloPENCUNICAINDARmetadataValidation|Samplet/alidationDataly

@Back & ﬂ @ ;‘J /j"' Search \j\i}{Favoﬁzes 6‘!‘ v ,; (| v ﬁ_; ﬁ

Address |; CIAOPENCUNICAINDARmetadatal alidationiSampleValidationD ataINDARSubmissionPackage-12: _:] Go ‘Links ”]@ %
Guwacs - =1 | Qe - | Wowkpeda + | @ - |[Bowse - [ - -
=

<7uml version="1.0" encoding="150-8859-1" standalone="no" 7>
- <submissionticket>
- <content>
<package crc="2270176104" date="1212072919268"
name="NDARSubmissionPackage-1212072918471.zip" size="885213" />
<version application="1.5.2.99" codebook="1.5.2.1" environment="DEVY" />
- <entry date="1210084608895" name="NDAROther.xml" path="" size="541"
type="Other">
<associatedentry date="1076003058000"
name="one_neuron_stuff.lsm" path="sub_dir" size="590934" />
<associatedentry date="1076003058000"
name="one_neuron_slice.lsm" path="subdirl" size="590934" />
<associatedentry date="1076003058000"
name="one_neuron_slice_again.lsm" path="testdir2"
size="590934" /=
<fentry>
</content>
<contentCRC>c8bf8d48352acaf82d8b99e91b50bal5</contentCRC>

</submissionticket>

=

-J My Computer 4

€ rrrr

Figure 7. The submission ticket

Both the submission package and submission ticket are required for submission using

the data submission link for the appropriate collection.



NDAR Data Submission

The NDAR portal allows submission of data to the NDAR data repository via a link for
each collection defined in NDAR.

Prerequisites for data submission

To submit data to NDAR, the following is required:

» The user’s data collection(s) must be created on the NDAR portal.

» The user’s account must have been granted Data Submission privileges to the
collection by the Principal Investigator.

» A submission package ZIP file and its corresponding XML ticket file. Please refer to

the “NDAR Data Validation” section of this document for more details.2

Submitting data to a collection

To submit your data to NDAR, do the following (see also Figure 8):
1 Onthe NDAR portal, navigate to the Collection tab.
2  Select the collection, and then click on the collection’s name. The Collection
Home page appears.
3 Inthe Collection Home page, click the View Submissions button. The second
Collection Home Page appears.
4  Click the Upload Data Submission Package link. The Submit Data to NDAR page
appears.
5 Read the NDAR submission agreement and then check “I agree” box and also
press the “I agree” button.
6  Select and upload the submission ticket file (an XML file). Select and upload the
submission package ZIP file. Note that both files must have the same name.
If submission was successful the following message appears: “The submission
package has been successfully uploaded”.
Once submitted, dataset IDs for the data types submitted will appear on the
Collection Home page. The submitted data will also be retrievable using the NDAR
Query tool.

2 The Genomics Codebook is currently under development.
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Manage Collection
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NDAR is a collaborative environment with privacy rules that pertain to the collection and
display of imaging data. Before accessing and using NDAR, please ensure that you
familiarize yourself with our privacy rules, available through the NDAR Rules of Behavior
document and supporting documentation.

Collection of this information is authorized under 42 U.S.C. 241, 242, 248, 281(a)b)(1)(P)
and 44 U.S.C. 3101. The primary use of this information is to facilitate medical research
around autism and autism treatment. This information may be disclosed to researchers
for research purposes, and to system administrators for evaluation and data
normalization.

Rules governing submission of this information are based on the data sharing rules
defined in the Notice of Grant Award (NOGA). If you do not have a grant defining data
sharing requirements, data submission is voluntary. Data entered into NDAR will be used
solely for scientific and research purposes and is designed to further the understanding of
autism and autism treatments. Modification of NDAR information may be addressed by
contacting your NDAR system administrator at ndarhelp@nih.gov. Significant system
u,, nfod@etion may be posted on the NDAR site as required.

| agree ’

Please select and submit the submission ticket file.

[ Browse. .

Data Submission Portlet

Submit Data to NDAR

Please select and submit the submission ZIP file.

IC:\OPENCLINICA\Ben\ND Browse... .
Cancel |

Figure 8. Submitting data to NDAR
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Appendix 1: Creating Clinical Assesment metadata

NDAR has adopted the Clinical Data Interchange Standards Consortium (CDISC)
Operational Data Model (ODM) XML format which all submitted clinical assessments

metadata must adhere to in order to be loaded in the NDAR Central Repository. In
order to help the users with using that format, the NDAR Clinical Assessments &
Imaging Codebook has been established to identify the autism related instruments
and forms supported by NDAR. The codebook defines the NDAR field names that
correspond to the instruments and forms data entries and can be queried by the
NDAR Query tool.

When submitting data to the NDAR Central Repository, the data field names must
match the field names in the corresponding form in the codebook. Fields marked as
“Required” must be included in the data being submitted. The Data Validation tool
will display an error if required fields are missing, and the file will fail validation.

Fields marked as “Recommended” are recommended for submission, but are not
required. The Data Validation tool will display a warning when a “Recommended”
field is missing. However, the file will still pass validation if the recommended field is
missing.

“Optional” fields may be left out if the data is not available.

Sample CDISC formatted clinical assessments metadata can be viewed in the NDAR
Clinical Assessments and Imaging Codebook in the CDISC XML Sample File spread-
sheet.

This appendix covers creating the metadata for CA data using the NDAR Clinical
Assessment and Imaging Codebook and provided XML template.

1 From the NDAR portal, download the NDAR Clinical Assessments & Imaging
Codebook. The Clinical Assessment XML template can be found in the codebook
spreadsheet named CA CDISC XML Template File, see Figure 9.

2  Open the codebook and navigate to the spreadsheet that describes the form for
which you would like to create metadata, see Figure 10.

3  Then, navigate to the CA CDISC XML Template File spreadsheet. Create an XML
file replicating the spreadsheet content to that file. See Figure 11.

4  Follow the steps outlined in the template file spreadsheet to create the dataset,

see Figure 11—Figure 13.
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I Microsoft Excel - NDAR Codebook_CA_IMG.xls =] B3

] Fle Edit View Insert Format Tools Data Window Help Adobe PDF Ty forhelp » _w x
Zvﬁ.nvial ~10 -|B I U $ % o %8 5% H-O-A-8
Y. A
}A|B|CID|E|F|G|H|||J|K|L|M|N|0|P|Q|R|S|T|U|VIT
1 =
Template file for Clinical Assessments Data Submission - CDISC XML Format
3
M
& | <
s
vl To create a NDAR Clinical Assessment Form data for submission defined in the NDAR Codebook:
E88 1) Replace the @@@E@CODEBOOK_CELL_G2@@@@ with the form name as defined in Cell G2 of the respective code she
pl 2) For each field of data that you plan to supply except "Subjectkey",
10| 2.1) define an ltemRef child element of the ltermGroupDef element NDAR_Data. In the examples below, replace |
bl AQARA@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the field name defined in column D of the code
12| 2.2) forthe ltemRef element define in the previous step, create a corresponding ltemData child element of the
kel ltemGroupData element. In the examples below replace @@@E@CODEBOOK_FIELD_NAME_{COLUMN_D)@¢
14| with the field name defined in column D of the codebook and place the value in the Value attribute
154 (replace INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@)
16 | 3) For the "SubjectKey" field, it's value is defined as the SubjectiKey attribute of the SubjectData element
e (replace @RA@A@@INSERT_VALUE_SubjectKey@@@Q@)
18] 4) Data for multiple subjects can be submitted by repeating the SubjectData tag.
19
20 =2
24 <?xml version="1.0" encoding="UTF-8"?>
22| <0ODM xmins="http:/fwww.cdisc.org/ns/odmivl 2" xmins:ds="http:/Awww. w3, org/2000/09/xmidsigh" xmins:xsi="http: /A w
23 <Study OID="1">
24 | <GlobalVariables>
25 <StudyName>NA</StudyName> -
14 4> i}{ Tmaging CA CDISC XML Template File {CA CDISC Sample File { CA_ADI-2003 / CA_ADOS1-2001 £ CAAD || | _»Jj_‘
Ready A

Figure 9. The CA CDISC XML Template spreadsheet with instructions

B Microsoft Excel - NDAR Codebook_CA_IMG.kls Hi=] &3

] File Edit Miew Insert Format  Tools Data  MWindow Help  Adobe PDF Type a question for help = _ @ x
= .| E - H Brial 10 - B I U BE| % % » <8 5% |<E = {hvﬁvﬂ
SR

] * XJ &

Al B [ ¢ ] D [ E [FT & | H =
KN [
| 2 | Clinical Assessments - NDAR ADOS-1 2001 ADOS - Autism Diagnostic Observation Schedule - Ger

3
1 Form Field Mame Field Type Size Required? Description
] ADOST_2001 Subjectkey GUID 20 Required  The NDAR Global Unigue |dentifier (GUID)
subjects which identifies a subject in NDAI
A GUID retrieved from the NDAR GUID sys
The GUID consists of a prefix, GUID patter
check character. The prefix chosen for this
is "MDAR". For the GUID a pattern is AANI
where A represents alphabetic and N repre
- nummetical characters. The check charactel
§ numerical or alphabetic.
2 An exammple of GUID for a valid subject is
| B | NODARCJ743PY3
| 7 | Adogl_2001_SRC_Subject_ID  String 20 Optional The site's subject identification
| 8 | Adost 2001 intervew date Date Optional Interview Date
ER Ados1_2001_interview_age integer Optional Interview Age
| 10} Adog!_2001_comments_misc String 255 Optional Miscellaneous caomments on study, intervi
| 11] Ados1_2001_Header_1 String 50 Optional Relationship to Subject
| 12 ] Ados!_2001_Header 2 String 50 Optional Specify Relationship to Subject, if Other:
| 13 ] Ados1_2001_Observation_1 String 2585 Optional Free Play
| 14 | Ados1_2001_Observation_1_1 String 255 Optional Free Play Cormmunication Sarmple
| 15 ] Ados1_2001_Observation 2 String 255 Optional Response to Mame
| 16 | Ados1_2001_Observation_3 String 255 Optional Response to Joint Attention
|17 ] Adog!_2001_Observation_4 String 255 Optional Bubble Play
18 Ados1_2001_Observation_5 String 255 Optional | Anticipation of a Rodtine YWith Objects

40 Nl 4200 L. Y (md O acr 4 1 r H [} | Il | il
W 4 » W[ Overview 4 Table of Contents f Revision 4 %SD_IMG £ ¥SD.CA £ %SD_GTH £ Imaging Sample Fie 4 Other /4 Im | 4] | |
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Enter

Figure 10. The NDAR Clinical Assessments & Imaging Codebook




<?xml version="1.0" encoding="UTF-8" ?>

= <ODM xmlIns="http://www.cdisc.org/ns/odm/v1.2"
xmlins:ds="http://www..w3.0rg/2000/09/xmidsig#"
xmins:xsi="http://www.w3.0org/2001/XMLSchema-instance"

xsi:schemalocation="http:/ /www.cdisc.org/ns/odm/v1.2
http://www.cdisc.org/models/odm/v1.2.1/0DM1-2-1-foundation.xsd"
Description="ADOS1_CRF" FileType="Snapshot" FileOID="5" CreationDateTime="2008-01-
21T17:10:06">

- <Study OID="1">

= <GlobalVariables>

<StudyName>NA</StudyName>

<StudyDescription>N/A</StudyDescription>

<ProtocolIName>N/A</ProtocolName>

</GlobalVariables>

= <MetaDataVersion OID="v1.0.0" Name="MetaDataVersion_v1.0.0">

= <Protocol>

<StudyEventRef StudyEventOID="SE.1" Mandatory="No" />

</Protocol>

= <StudyEventDef OID="SE.1" Name="NDAR" Repeating="No" Type="Scheduled">

<FormRef FormOID="NDAR" Mandatory="No" />

</StudyEventDef>

= <FormDef OID="FORM.1" Name="@@@@CODEBOOK_CELL_G2@@@@" Repeating="No">
<ItemGroupRef ItemGroupOID="IG.1" Mandatory="No" />

</FormDef>

- <ItemGroupDef OID="IG.1" Name="NDAR_Data" Repeating="No"
SASDatasetName="FormData">

<ItemRef ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1"
Mandatory="No" />

<ItemRef ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1"
Mandatory="No" />

<ItemRef ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@e@@@.1"
Mandatory="No" />

</ItemGroupDef>

</MetaDataVersion>

</Study>

= <ClinicalData StudyOID="1" MetaDataVersionOID="v1.0.0">

<SubjectData SubjectKey="@@@@@INSERT_VALUE_Subjectkey@@@@">

<StudyEventData StudyEventOID="SE.1">

<FormData FormOID="FORM.1">

<ItemGroupData ItemGroupOID="IG.1" TransactionType="Insert">

<ItemData ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@e@@@.1"
Value="INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@" />
<ItemData ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1"
Value="INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@" />
<ItemData ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1"
Value="INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@" />
</ItemGroupData>

</FormData>

</StudyEventData>

</SubjectData>

</ClinicalData>

</ODM>

Figure 11. The CA CDISC XML Template
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For example, to create the metadata for the “ADOS - Autism Diagnostic
Observation Schedule - General Module 1 - Pre-Verbal/Single Words

(2001 or later)” form:

1

Open the NDAR Clinical Assessments & Imaging Codebook and navigate to the
CA_ADOS1-2001 spreadsheet.
Open the CA CDISC XML Template.
In the CA_ADOS1-2001 spreadsheet, copy the form name to the Clipboard. The
form name is defined in the cell G2 (column G row 2 in the spreadsheet). See
Figure 12.
Then, go to the CA CDISC XML Template and go to the FormDef OID tag and
replace the @@@@copeBOOK_CELL_G2@@@@ with the form name as it was defined
in the cell G2. See Figure 12.
In the CA CDISC XML Template for each field of data that you plan to supply
(except SubjectKey), define an ItemRef ItemOID child element of the
ItemGroupDef OID element. In order to do that,
»In the CA_ADOS1-2001 spreadsheet, navigate to the column D and copy the
field name to the Clipboard;
»Then, return to the CA CDISC XML Template and replace
@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@®@ with the field name from the
Clipboard.
= Repeat these steps for as many field names as you need.
For each ItemRef element defined in the previous step 6, create the
corresponding child element ItemData I[temOID of the ItemGroupData element.
In the CA CDISC XML Template, navigate to the <ItemGroupData
ItemGroupOID="IG.1" TransactionType="Insert"> line and replace
@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the field name defined in
column D of the codebook.
Then, enter the value in to the Value=" tag. In order to do that replace
INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@®@ with the value from
your form. See Figure 12.
The SubjectKey field value (NDAR GUID) from the CA_ADOS1-2001
spreadsheet must be defined in the SubjectData SubjectKey tag. In order to do
that, copy the NDAR GUID received for the subject; then navigate to CA CDISC
XML Template to the SubjectData SubjectKey tag, replace
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@@@@@INSERT_VALUE_Subjectkey@@@@ with the value you copied to the
Clipboard. Data for multiple subjects can be submitted by repeating the
SubjectData tag. CA CDISC Sample File spreadsheet in the codebook has sample
CA ADOS1-2001 for multiple subjects.

10 Save the metadata XML file.

11 Login to the NDAR portal and run the NDAR Data Validation tool.

12 Validate the metadata XML file (created in steps) using the NDAR Data
Validation tool.

13 Resolve errors, if any and run the validation tool again.

14 |If validation was successful, submit your CA data to your collection on the
NDAR Portal.

‘@] File Edit View Insert Format Tools Data Window Help Adobe PDF estionforhelp v _ = x

DEHRIF 9= -2 % F 10 «|B 7 U|E=E=E|S % 2 W% -A-B
aanl
G2 v 05 - Autism Diagnostic Observation Schedule - General Module 1 - Pre-Verbal/Single Words (2001 or later]
Al B TCl — D0 —F FF o i I 7|
11
2 Clinical Assessments - NDAR ADOS-1 2001 DOS - Autlsm Diagnostic Observation Schedule - General Module 1 - Pre-Verb
3
4 | [Form \Field Name [Field Type |Siz¢/ Required? Description \Value Range
|| ADOS1_2001 | [Subjectkey 0 Required | The NDAR Global Unigue Identifier (GUID) for
subjects which identifies a subject in NDAR.
A GUID retrieved from the NDAR GUID system.
The GUID consists of a prefix, GUID pattern, and
check character. The prefix chosen for this system
is <?7xml version="1.0" encoding="UTF-8" 2>
wh http://veviw.cdisc.org/ns/odm/v1.2"
nu s *http://www..w3.0rg/2000/09/xmlidsig#"
5 iy wmins:xsi="http:/ /viww.w3.0rg/2001/XMLSchema-instance"
g wsi:schemalocation="http:/ /www.cdisc.org/ns/odm/v1.2
T A http://viww.cdisc. urg/mude!s/udm/vl 2.1/0DM1 foundation.xsd"
NC Description="ADOS1_CRF" FileType="8napshot" FileOID="5" CreationDateTime="2008-01-
g="UTF-8! | Th 21T17:10:01
w.cdisc.org/ns/odm/v1.2" wins: ¢ nnp//\-. ww..w3.0rg/200p/09 /xmidsigs* - <Study O
o030/ 2001/ X0 Schemainstance - <GlobalV
2 htp /1" c.org/myldels/odm/v1.2.1/00M1-2- B |inp SauA
n= ADOSl R F{aType=-Snapshot: FIeCID s CreationDataTs f%mri/\l-,ms-\NAd:n idyName>
| Int <StudyDescription>N/A</StudyDescription>
| M <ProtocolName>N/A</ProtocolNames
| Re </Globalvaria
R - <MetaDataVersion 0ID="v1.0.0" Name="MetaDataVersion_v1.0.0">
- <Protocol>
B e S ielon A o -5 St O ——
dyEventolD="8E. 1" Mandatory="Na® i </Protocol>
e — R | Re E.1" Name="NDAR" Repesting="No* Type="Scheduled">
ot i et | Re <FarmRef Form ORM.1* Mandztory="No" />
| Bu </Study| Def>
| An | <FormDef OID="FORM.1" Nam=="ADOS - Autism Diagnostic Observation Schedule -
llNELANC | General Module 1 - Pre-Verbal/Single Words (2001 or later)" Repeating="No">
"= NDAR_Data” Fapaaing="Ng <TtemGroupRef ItemGroupOID="1G.1" Mandatory="No" />
#®@CODEBOOK_FIELD_? NAME (co </FormDef>
T.#88ECODEBOOK_FIELD_NAME_(COLUMN_| < i
T894 8CODEBOOK_FIELD_NAME_(COLUMN_D)BB®®.1° Han <ItemGroupDef OID="IG.1" Name="NDAR_Data" Repeating="No"
S4SDatasetName="FormData">
<ItemRef Item Lr- IT.Ados1_2001_SRC_Subject_ID.1" Mandato " />
<ltemRef [temOID="IT.Ados1_2001_interview_date.1' Mandstory="No" />
<ItemRef Item UxD “IT.Ados1_2001_interview_age.1" Mand
<ltemRef [temOID="IT.Ados1_2001_comments_misc.1" Ma:
e s <ItemRef [temOID="IT.Ados1_2001_Header_1.1" Mandatory
ERT. VALUE 8888CODEBOOK FIELD. NAM; (coLuwN)o)muw > <ItemRef [temOID="IT.Ados1_2001_Header_2.1" Mandatory="No" />
T.@@@®CODEBOOK_FIELD_NAME_{COLUMN_D)®®®@®.1"
ALIJ( @@ SCODEBOOK_FIELD_NAME_(COLUMN_D)@@@®" />
=“IT. @ @B®CODEBOOK_FIELD_NAME_(COLUMN_D)@@®®. 1"
T_VALUE_®®®®CODEBOOK_FIELD_NAVE_(COLUNIN_D)B®®®’ />

Figure 12. In the CA_ADOS1-2001 spreadsheet, copy the form name to the Clipboard. The
form name is defined in the cell G2. Then, go to the CA CDISC XML Template and go to the
FormDef OID tag and replace the @@@@CODEBOOK_CELL_G2@@@@ with the form name
as it was defined in the cell G2
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& File Edit View Insert Format Tools Data Window Help Adobe PDF Type aquestionforhelp v _ w x
DS HIRIF D=4 % -0 - B I U =G5 % 0 %% g-o-A-B
nonl
G2 v f« ADOS - Autism Diagnostic Observation Schedule - General Module 1 - Pre-Verbal/Single Words (2001 or later)
Al B [ D [ E _IFE] G | H 3
1
% Clinical Assessments - NDAR ADOS-1 2001 IADOS - Aut_lsm Diagnostic Observation Schedule - General Module 1 - Pre-Verb
| 4| [Fom [Field Name [Field Type |Size ‘Required? |Description [Value Range
ADOS1_2001 SubjectKey GUID 20 Required  The NDAR Global Unigue Identifier (GUID) for
subjects which identifies a subject in NDAR.
A GUID retrieved from the NDAR GUID system.
The GUID consists of a prefix, GUID pattern, and
check character. The prefix chosen for this system
is "NDAR". For the GUID a pattern is AANNNAA,
where A represents alphabetic and N represents
i numerical characters. The check character can be
% numerical or alphabetic.
2 An example of GUID for a valid subject is GUID should ex
| 6 | NDARCJ743PV3 System
Evil Ados1_2001_SRC_Subject_ID | String 20 Optional  The site's subject identification
M dddyyyy; Ml
| 8 | Ados1_2001_interview_date Date Optional Interview Date HH:mm Z
1 9 | Ados1_2001_interview_age integer <?7xml version="1.0" encoding="UTF-8" ?>
10 | Ados1_2001_comments_misc  String 255 | - <opm “http://www.cdisc.org/ns/odm/v1.2"
L auios] ¥ M Heaner Sty ik .l‘lup////\\’:«‘\:‘:va s‘:‘g f:g//;uu;;’//)?'?l{;:;::::g‘i:lstum:e"
112 | [ |Ados1 2001 Header 2 String 50 xsi: schemaLoc lwuv|="ht(p://waw.cdlsc.nrg/ns/odm/ 2
|13 | Ados1_2001_Observation_1 String 255 http://veww.cdisc.org/models/odm/v1.2.1/0DM1- undation.xsd"
|14 | Ados1_2001_Observation_1_1 String 255 Description 0§1_CRF* FileType="Snapshot" Filz0ID CreationDateTime="2008-01-
| 15 | Ados1_2001_Observation_2 String 255 21717:10:06
18 Ados1_2001_Observation_3 String 255 . <5{”i‘”
=] - <Globalvariables>
l Ados1_2001_Observation_4 String 255 <StudyName>NA</StudyName>
18 Ados1_2001_Observation_5 String 255 <StudyDescription>N/A</StudyDescription>
Wy nlxcn ADOS1-2001 { CA_ADOS2-2001 / CA_ADOSF-2001 £ CA_ADOS4-2001 <ProtocolName>N/A</ProtocolNames

_v1.0.0">
'SE.1° Mandatory='No* />

E.1° Name="NDAR' Fepeating="No® Type="Schedulad’>
DAR" Mandatory="No" />

ELD_NAME_(COLUMN_D)@#8%.
®®BCODEBOOK_FIELD_NAME_(COLUMN_D)###®.1"

D="1G.1" TransactionTypes"Insert"
IT.#8@FCODEBOOK_FIELD_NAME_(COLUMN_D)@®®®.1°
_®®®ECODEBOOK_FIELD_NAME_(COLUMN_D)BS®®" />
#8FCODEBOOK_FIELD_VAME_(COLUMN_D)B@@®.1'
ALUE_@®®®CODEBOOK_FIELD_NAME_(COLUMN_D) @@ 8" /
.#@@SCODEBOOK_FIELD_NAME_(COLUMN_D)@@®®.1*
_VALUE_®®®8CODEBOOK_FIELD_NAME_(COLUMN_D)S8®®" />

1.2.1/00M1-2-
8-01

</Globalvariables>

- <MetaDataVersion 010="v1.0.0" Name="MetaDataVersion_v1.0.0">
<Protocol>
<StudyEventRef StudyEventOID="SE.1" Mandatory="No" />
</Protocal>
- <StudyEventDef O
<FormRef FormO’
</StudyEventDef>
- <FormDef OID="FORM.1" Name="ADOS - Autism Di, Observation =
General Module 1 - Pre-Verbal/Single Words (2001 or later)® Pepeating="No">
«<ItemGroupRef ItemGroupOID="1G.1" Mandatory="Ne" />
</FormDef>
- <ItemGroupDef OID="I1G.1" Name="NDAR_Data" Repeating="No"
SASDatasetName="FormData">
<ItemRef TtemOll T.Ados1_2001_SRC_Subject_ID.1" Mandatory="No'
<ItemRef ItemOl| .Ados1_2001_interview_date.1" Mandatory="
<ItemRef ItemOl T.Ados1_2001_interview_age.1" Mandatory=
<ItemRef ItemOIl T.Ados1_2001_comments_misc.1" Manda
<ItemRef [temOID="IT.Ados1_2001_Header_1.1" Mandatory="No" />
<ItemRef ItemOID="IT.Ados1_2001_Header_2.1"' Mandatory="No"

*SE.1" Name="NDAR’ Repeating="No' Type="Scheduled">
="FORM.1" Mandatory="No" />

Figure 13. In the CA CDISC XML Template, for each field of data that you plan to supply

(except "SubjectKe y"), define an ItemRef ItemOID child element of ItemGroupDef OID:

the CA_ADQOS1-2001 spreadsheet, navigate to the column D and copy the field name to the

Clipboard; then, return to

the

CA

CDISC XML Template and replace

@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the field name from the Clip-
board. Repeat these steps for as many field names as you need
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f ADOS - Autism Diagnostic Observation Schedule - General Module 1 - Pre-Verbal/Single Words (2001 or later)

L1l D | | |
. . — Stereotyped/idiosy Jse of Words or.
(Ados1_2001_codinga_stereo integer Optional  Phrases
Ados1_2001_codinga_uothr integer Optional  Use of Other's Body to Communicate

Ados1 _2001 codma point

A integer Optional  Pointing

Optional  Gestures

- <Taml versiona"1.0" encoding="UTF-8" 1>
dost - <oom i

Aadost”

hitp:/ /vevive.w3.org /2001 /XMLSchema-instance”

21T17:10:06">
(Ados] - <study o0="1">

ndos] <Globalvariables>
os1, <StudyName>NA</StudyName>

Adost Lareld

- <PratocoMame>N/A</ProtocolNames
Adosl </ciobalvanables>
Adog] - <MetaDataversion DID='v1.0.0° Name«"MataDataVarsion_v1.

- <Protocol>

Adost entOID="SE.1" No' />

g </Protecal>
Ados1 - <StudyEventDef OlD«"8E.1" Name="NDAR" Repeating«"No® Types'Scheduled">

<FormRef FormOID="NDAR" Mandatcry="No" />

AdosT </StudyEventDef>

Mntinnal Innenal Fua Mantart
“hitp://vevewe cdisc.org/ns/odm/v1.2" wnins dz="htp:/ /vevew . w3 0rg/2000/09/xmidsige *

it
st schemstoc stion="http:/ /wweve.cdisc.org/ns /odm/v1.2 http:/ fvvews cdisc.org/models /odm/v1.2.1/0DM1-2- hers
1-foundation.xsd’ Descrption="ADOS1_CRF" FleType="Snapshot” File0ID="5" CreationDateTime="2008-01-

Adost - <FormDef OID="FORM.1* Namea= CE o No's

1 <ItemGroupRef 1temGroupOID="IG.1* Mandatory='No* />

siAdost </Formpefs
JAdost - <ltemGroupDsf OID="1G.1" Nama="NDAR_Data" “No'

- <itemPel [tem0ID="IT. @ @@ SCODEBOOK_FIELD_NAME_(COLUMN_D)@@®®.1° Mandzto
Adost_ <Itomief (temOI0="IT. @ BB BCODEBOOK_FIELD_NAME_(COLUMN_D)B®®®.1° Mandsto
Ados] <ltemRef [tem0ID="IT, #®@ECODEBOOK_FIELD_NAME_(COLUMN_D)@B®®®.1° Mandato
00 ), </temGroupDef>

</MetaDataversion>
</Study>

- <ClinicalData StudyOID="1" MataDataVersionOID="v1.0.0">
_VALUE _|

- <StudyEventData StudyEventOlD="SE.1" >

<FormData FormOID="FORM.1">

Data 010="1G.1" T ype="Insert">
nmooaconssoo«_sxsu) NAME_(COLUMN_§ o_)gooo r

aviors during

ention

- <ClimcalData StudyOQID="1" MetaDataVersion0ID="v1.0.0">
- <SubjectData Subject¥ey="NDARVNIG6EAG">
- <StudyEventData StudyEventOlD="SE.1">

- <FormData FormOID="FORM.1">
- <ItemGroupData ItemGroupOID="1G.1" TransactionType="Insert">
<[temData 1temOID="IT.Ados1_2001_Header_1.1" Value="John" />
<[temData 1temOI0="IT.Ados1_2001_Header_2.1" Value="Parent" />
A_fvoc.1' Value="1" />
dos1_2001_CodingA_ges Value:

®* />

uamumu'n.uucocootaooct FIELD_NAME_(COLUMN_D)® ou.
Value="INSERT_VALUE_@®@®®CODEBOOK_FIELD_NAME_(COLUMN_D)@®®®" />
<itemData [temOI0="IT. @ ®@BCODEBOOK_FIELD_NAME_(COLUMN_D)@@®®.1*
Value="INSERT_VALUE_®@®®CODEBOOK_FIELD_NAME_(COLUMN_D)B®®®" />
</ItemGroupData>
</FormData>
</StudyEventData>
</SubjectData>
</ChinicalData>
</00M>

Figure 14. Entering the value into the Value= tag

T.Ados1_2001_CodingA_iecho.1" Valu

“IT.Ados1_2001_CodingA_point.1" Valu
T.Ados1_2001_CodingA_stereo.1" Valu
="IT.Ados1_2001_CodingA_uothr.1" Valu
T.Ados1_2001_CodingB_faceo.1' Value
T.Ados1_2001_CodingB_give.1" Value
T.Ados1_2001_CodingB_gzsov.1" Value:
<ltemData ItemOl T.Ados1_2001_CodingB_qsov.1" Valu
<IltemData ItemOID="IT.Ados1_2001_CodingB_req.1' Value="2" />
<ItemData 1temOID="IT.Ados1_2001_CodingB_rjnt.1" Value="1" />

<ItemData ItemOl
<ItemData ItemOll
<ItemData ItemQID:
<ItemData ItemOl
<ItemData ItemO]
<ItemData 1temOID:
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Appendix 2: Using Image Submission Package Creation

tool to create imaging metadata

NDAR has adopted the MIPAV XML format for gathering metadata on images to be
submitted to NDAR. The MIPAV (Medical Image Processing, Analysis, and Visuali-
zation) application enables quantitative analysis and visualization of medical images
of numerous modalities such as PET, MRI, CT, or microscopy. The MIPAV application
contains a module that will process images and generate the XML formatted files
required for imaging data submission to NDAR. The NDAR Clinical Assessments &
Imaging Codebook defines the field names and acceptable values for image metadata
which the MIPAV XML data file(s) must adhere to. The codebook also has a sample
imaging MIPAV XML file for reference. This appendix provides the help for the NDAR
Image Submission Package Creation tool, which is designed to assist uses in creating

imaging metadata.

Prerequisites

Before you run the NDAR Image Submission Package Creation tool, the following
conditions must be met:

MIPAV version 4.1.0 or later must be installed on your computer, refer to

{http://mipav.cit.nih.gov/}.

All indentifying information must be removed from the image (i.e., research
participant metadata in the image header).

The image file format must be one which can be read by MIPAV, for example:
Analyze, AFNI, DICOM 3.0, MINC, MIPAV XML, RAW, TIFF, among many others.
For more information about file formats supported by MIPAV, refer to the MIPAV
User Manual Volume 1, APPENDIX C: Supported formats, refer to
{http://mipav.cit.nih.gov/documentation.php}.

Required dataset meta-information and NDAR GUIDs for each image dataset, must

be obtained.
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Running the NDAR Image Submission Package Creation tool

To run the tool, run MIPAV. Then, call the File > NDAR > NDAR Image Submission
Package Creation menu. The NDAR Image Submission Package Creation tool dialog

box appears. The dialog has four tabs: Main, Images, GUID and Log.

Main tab

1  Inthe Main tab of the dialog box, read the statement, and then check the "I agree to
the above statement" box. Refer to page 24 for the MIPAV privacy statement.

2  The Next button becomes available; press it to proceed to the Images tab.

'ENDAR Image Submission Package Creation Tool

X
[

(‘Main | Images | GUIDs |'Log |
/

display of iraaging data. Before accessing and using MIPAV, please ensure that you
ariliavize yourself with our privacy rules, available through the NDAR Rules of Behavior
docurnent and supporting documentation.

E:;PAV is a collshorative ervironrent with privacy rules that pertain to the collection

Collection of this information is authorized under 42 U.S.C. 241, 242, 248, 221{a)(b)(1)(P)
and 44 U.5.C. 3101. The primary use of this inforration is to facilitate medical research
around autisr and autisr treatment. This inforraation raay be disclosed to researchers for
research purposes, and to system adrinistrators for evaluation and data nomalization.

Rules governing submission of this inforraation are based on the data sharing rules defined

in the Notice of Grant Award (NOGA). If you do not have a grant defining data sharing
requirerents, data subrnission is voluntary. Data entered into NDAR will be used solely for
scientific and research purposes and is designed to further the understanding of autisr and

autisra treatreents. Modification of NDAR. information may be addressed by contacting your NDAR
systern administrator at ndarhelp@nih.gov. Significant syster update information may be posted

on the NDAR site as required.

Previous Next 4dd images Remove im... Load GUIDs l Help

Figure 15. The Image Submission Package Creation Tool dialog box - Main tab

Images tab

3 Inthe Images tab, use the Add Images button to select image datasets from a disk.
Use the SHIFT+left mouse button combination of keys to select multiple images. If
adding DICOM datasets, in the Open dialog box, check the Open as Multifile option,
and then select the first image from the dataset. The application will automatically
add all files from the dataset. See Figure 16.

4  When you finish adding images, press Next. In the confirmation window that

appears, press Yes to confirm adding datasets. The GUIDs tab appears.
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Figure 16 The Image Submission Package Creation Tool dialog box - Images tab

GUIDs tab

:FZ]NDAR Image Submission Package Creation Tool

{ Main l Images ] GUIDs I Log

[ Assign a GUID to each image dataset 1=l

Image GUID

||[CMIPAViimagesiDataset 1W000001.IMA NDARAATZ3AA4

||[CMIPAViIimagesiDataset 11000002 IMA NDARAAI4SAAB

||[CMIPAViIimagesiDataset 1W000003.IMA NDARAABT BAAY

|[CMIPAVImagesiDataset 11000004.IMA NDARAASDTAAZ

|[CiMIPAVImagesiDataset 11000005.1MA NDARAAZI4AAS
CMIPAVimagesiDataset 11000006.1MA MNDARAASE7AAS] =

-|
Previous ‘ | Next ‘ ’ Add images ‘ ’ Remove im... ’ ‘ Load GUIDs { ‘ Help

Figure 17. The Image Submission Package Creation Tool dialog box - GUIDs tab

5 Inthe GUIDs tab that appears next, assign a GUID to each dataset. You can either do
that manually or use the Load GUIDs option to load GUIDs from a file. Note that if
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the image dataset has a valid NDAR GUID in its name, the software will recognize it,
and it will appear in the GUID textbox automatically.
6  Press Next. For each image dataset, the software will create a submission package (a

ZIP file) and submission ticket and store them in the following directory:

C:\Documents and Settings\username\mipav\NDAR Imaging Submission

Log tab

If the submission package creation was successful, the following information appears

in the Lo

g tab:

The full path to the directory where the submission packages are stored

The list of files added to the submission packages

The statement “Submission package processing complete”

Press Close to close the application.

‘[F;@NDAR Image Submission Package Creation Tool [ X|
{ Main flnmqes T GUIDs I Log I

Ouiput log

Opening: C:AMIP A Viirmages\Dataset 11000001 IMA, raultifile: true I:i

Creating ZIP file: C\Docurnents and SettingsraipaviNDAR._Imaging Subraissiontw1 213279311032 zip =

Adding file to ZIP: CAMIP A WVirages'Dataset 10000001 IMA

Adding file to ZIP: CAMIP A Viireages\Dataset 1W000002.IM A

Adding file to ZIP: CAMIP A Viireages\Dataset 1W000003 IMA

Adding file to ZIP: CAMIP A WVirages'\Dataset 10000004 IM A&

Adding file to ZIP: CAMIP A Virages\Dataset 1W000005 1M A&

Adding file to ZIP: CAMIPAVireages\Dataset 1W000006 1M &

Adding file to ZIP: CAMIP AWViraages\Dataset 10000007 IMA

Adding file to ZIP: CAMIP A Viiraages\Dataset 1W000008 IM &

Adding file to ZIP: CAMIPAVimages\Dataset 10000009 IMA

Adding file to ZIP: CAMIP A WVirages'Dataset 10000010 IMA

Adding file to ZIP: CAMIP A Viireages\Dataset 1W000011.IMA

Adding file to ZIP: CAMIPAWVirages\Dataset 10000012 IMA&

Adding file to ZIP: CAMIP A Viireages\Dataset 1W000013.IM&

Adding file to ZIP: CAMIP A Vireages\Dataset 1W000014.IM A

Adding file to ZIP: CAMIP AWVirages\Dataset 10000015 IMA =

[«] i [»]

Previous } Close l Add images Remove im... Load GUIDs Help ’

Figure 18. The Image Submission Package Creation Tool dialog box - Log tab

Output of the NDAR Image Submission Package Creation tool

For each dataset selected for submission, the tool reads in the dataset from a disk and
creates two files:
= A ZIP file that contains the image data;
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» An XML file containing the NDAR GUID in the Subject ID tag and basic dataset
metadata such as image dimensionality, resolution, type, and others from the
original image. See Figure 19.

By default, both files are stored in the
\mipav\NDAR Imaging Submission subdirectory of user directory, for example,
C:\Documents and Settings\username\mipav\NDAR Imaging Submission

|22 usemname_1213280443806_000001.IMA xml 20 KB XML Document £/12/2008 10:20 AM
:-;Qusemame_u13280443808.zip 6,743 KB WinZip File 6/12/2008 10:20 AM

For both files the file names are as follows:

username time stamp.zip

username time stamp image name.xml

<7xml version="1.0" encoding="UTF-8" 7>
<l-- MIPAV } er file -->
- «<image xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance"
nDimensions="3">
- <Dataset-attributes>
<History>v_1213280437556.zip</History>
<Image-offset>0</Image-offset>
«<Data-type>Short</Data-type>
<Endianess>Little</Endianess>
<Extents»>256</Extents>
<Extents>256</Extents>
<Extents>124</Extents>
<Resolutions>
<Resolution=0.9375</Resolution>
<Resolution>0.9375</Resolution
<Resolution>1.5</Resolution>
</Resolutions>
<Resolutions>
<Resolution>0.9375</Resolution:
<Resolution>0.9375</Resolution:
<Resolution=>1.5</Resolution>
</Resolutions>

Figure 19. The MIPAV XML file that contains the NDAR GUID in the Subject ID tag and basic
dataset metadata

Submitting data to NDAR

The output file of the NDAR Image Submission Package Creation tool is the accepted
format for NDAR imaging metadata and data submission. Launch the NDAR Data
Validation tool (refer to page 4 for more information) and use it to validate the
imaging metadata. Then, navigate to the appropriate collection to upload your data to

NDAR (refer to page 10 for more information).
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MIPAYV Privacy Statement

= MIPAV is a collaborative environment with privacy rules that pertain to the

collection and display of imaging data. Before accessing and using MIPAV, please
ensure that you familiarize yourself with our privacy rules, available through the
NDAR Rules of Behavior document and supporting documentation.

Collection of this information is authorized under 42 U.S.C. 241, 242, 248,
281(a)(b)(1)(P) and 44 U.S.C. 3101. The primary use of this information is to
facilitate medical research around autism and autism treatment. This information
may be disclosed to researchers for research purposes, and to system administrators
for evaluation and data normalization.

Rules governing submission of this information are based on the data sharing rules
defined in the Notice of Grant Award (NOGA). If you do not have a grant defining
data sharing requirements, data submission is voluntary. Data entered into NDAR
will be used solely for scientific and research purposes and is designed to further the
understanding of autism and autism treatments. Modification of NDAR information
may be addressed by contacting your NDAR system administrator at
ndarhelp@nih.gov. Significant system update information may be posted on the

NDAR site as required.
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Appendix 3: Using NDAR Genomics Templates to submit

genomics information

This appendix covers submission of genomics data in Tab-delimited text format. In
order to describe your data, you should fill out the NDAR Genomics Templates
(ngTemplates), which are available for download from the NDAR web site. This invol-
ves providing information about your experiment using a spreadsheet program such
as Microsoft Excel, because these transfer templates are .xIs files.
There are six templates and a results file available for providing of the experiment

information:3

subjectsHuman.xls — used to provide information about research subjects
including GUID(s);

experiments.xls — used to provide information about the experiment such as
hypothesis and protocols;

bioSamples.xIs — used to provide information about the biological samples used in
the experiment, such as tissue, blood, cells, DNA, protein, and any others;
reagents.xls — used to provide information about key reagents used in the experi-
ment such as manufacturers and catalog numbers;

protocols.xls — used to provide information about the protocols used in the
experiment such as sample extraction and scanning;

experimentSamples.xls — used to provide information about the experiment
samples such as names of files containing measurements;

results file or folder - a file or folder with your experiment results. This file is not
necessary in MS Excel format, because the raw data formats depend on the
technology. In experimentSamples.xls, a single experiment sample ID is linked to
the results file or folder, providing the information for each submitted microarray.

See Figure 20 and Figure 27.

3 http://ndar.nih.gov/ndarpublicweb/datarepository.go
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<fxperlments.xls >|

results
protocols.xls
expeﬂmentSaW
@/Safmples.xls ( reagents.xls \.
- = ~_ =

i \
subjectsHuman.xls
@

Figure 20. This diagram illustrates the relationships between experiment components that

may be included in the experiment data submission package

For user convenience, the document includes screenshots taken from each template.
Note that the templates may change from one version of NDAR to another, so do not
be discouraged if actual templates look slightly different from screenshots presented

in this document.

All ngTemplates possess similar features such as:

You should not edit or delete the very first column in each template.

Each template has a white area and a shaded or grey area. You must enter metadata
in the columns in the white area. This is the required information. The grey area is
optional; however, it would be very helpful for querying data, if you submit as much
optional metadata as possible. Pedigree information is in the subjectsHuman.xls
file. Pedigree information is required for family based studies.

The required fields are also marked with a red asterisk (*).

The MS Excel worksheets (or templates) connected to each other via key linkages
which are also color coded for your convenience. For example, the Protocol IDs
defined in protocols.xls are also referenced in bioSamples.xls when you indicate
which protocol was used for a particular biological sample. It is important to make
sure all of these key linkages match up when they are used. See Figure 20.

A pull-down menu appears in those cells where you must use a term from the list.

A red triangle in the column name indicates that there are additional instructions in

the form of comments available upon mousing over.
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subjectsHuman.xls

Enter NDAR GUID here

_

B
Subjects INDAR Version 1.5,
(Template courtesy
immport org)

I

1
Please do not delste or
2 |editthis column
|Column Name. Subject User-Defined " Source Subject HDAR " Species name' ' Sul
in* Global Unique
Identifier (GUID)*

VAffection1  YAffection 1 Y Affection 1 Y Affection 2 Affection 2 Affection2  Affection 3
Status Phenotype Description Status Phenotype Description

‘m‘m‘-«im}ml:m

1

S —
4 » »[\Human Subjects 14|

=

St

Figure 21. subjectsHuman.xls

This template has three required fields: Subject User-Defined ID, Source Subject
NDAR Global Unique Identifier (GUID), and Species Name. Three additional pedigree
fields are required for family based studies.

In the Source Subject NDAR Global Unique Identifier (GUID) column, enter the
NDAR GUID for each research subject mentioned in the file. Enter identifiers for a
subject’s family, mother, and father, if available (required for family studies). In the
Species Name field, use the list box to select Homo Sapiens for each subject. Also, for
each subject, complete all columns that contain additional information which is
available, such as Affection Status, Gender, and others. Save the file in Tab-delimited
format.

Note that the subjectHuman.xlIs template has the orange color coded fields (which
are not shown in Figure 21): Subject Treatment Protocol User-Defined ID and Subject
Treatment Protocol NDAR Accession. The Subject Treatment Protocol User-Defined
ID field refers to protocols.xls that described any treatments for the chosen Subject.
The values entered into Subject Treatment Protocol User-Defined ID are used as links
to the protocols.xls file. After you have completed protocols.xls, copy and paste values
from the Protocol User-Defined ID field to the corresponding Subject Treatment
Protocol User-Defined ID field. If you have already uploaded protocols.xls to NDAR,
you can use the protocol accession number to refer to that protocol. In that case, enter
accession numbers into the Subject Treatment Protocol NDAR Genomics Accession
field. For both fields one or more values can be entered per row. To separate values,
use a semi-colon (;).

Remember that in the metadata transfer file templates, the column headers are

color coded by their category of metadata.
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experiments.xls

B Microsoft Excel - experiments.xls [_[olx]
A B c D E 5 G H | J K E M N =i
Experiments NDAR Version 1.5, =
(Template
1 courtesy
|Please do not delete or edit this
2 |column
|Column Name i imen | Experil Measure JAnalysis |Description' |Protocol User- Protocol is |Rationale Quality i b
User-Defined ID* [t Name* | Type* ment Technique. Defined ID* NDAR Control ==
: '\ Accession Measures
o
4 ] ] I B R — |
5 ﬁ [
g :
7 = Linkage analysi
-+ Quantitative Trd
8 Genome wide
39 Other
10|
1 < | |
1 4 ¥ ¥i[\Experiments . 1« >
Ready Y

Figure 22. experiments.xls

This is a template intended to describe the goal and methods used in an experiment.
For each experiment, enter the information in the Experiment User Defined ID and
Experiment Name columns. Then, use the drop-down lists to select the Experiment
Type and Measurement and Analysis Techniques. Save the file in Tab-delimited
format.

Note that the experiments.xls template also has the orange color coded fields that
refer to protocols.xls. The fields are Protocol User-Defined ID and Protocol NDAR
Accession. After you have completed protocols.xls or obtained the protocol accession
numbers, enter the values from the Protocol User-Defined ID field in protocols.xls
into the corresponding field of experiments.xls, or enter the accession number into

Protocol NDAR Genomics Accession.

bioSamples.xls

Required fields are: Biological Sample User-Defined ID, Biological Sample Type,
Biological Sample Description, Source Biological Sample Provider Accession, Source
Biological Sample Provider, Source Subject NDAR Global Unique Identifier (GUID).
In the Biological Sample User-Defined ID column, enter the sample ID which
should look like “Sample_from_NDAR GUID”. Then, in the Source Biological Sample
User-Defined ID column, enter the NDAR GUID for each subject. This will link the
information from the bioSamples.xls file to the information stored in the
subjectsHuman.xls file. Note that these fields are pink color coded (they are not

shown in Figure 23 below).
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B bioSamples.xls [_[O] %]

I B
Biological NDAR Version 1.5,

Samples  |(Tempate courtesy

immport.org)

| |Please do not
delete or edit
this column
Column Name | Biological Sample User Biological  |Biological YBiological Biological Y Source Biological Y source Biological “source YSource Biological Sample {Source Biological Sample We
Defined ID* Sample Type' Sample lame | Sample Sample sub-  Sample User-Defined ID Sample NDAR Biological Provider*

Description' type: Accession Sample

T
‘ [N)

&‘m‘wim‘m|h w

10 [
14 4 » »]\Biological Samples

Y : ﬂﬁ

Figure 23. bioSamples.xls

In the Biological Sample Type column, use the list box to select the proper type from
the list. Save the file in Tab-delimited format. If the biological samples that you used
are derived from other biological samples mentioned in the submission package, enter
the source sample IDs or accession numbers for these samples into the Source
Biological Sample User-Defined ID and Source Biological Sample Accession Number
fields.

reagents.xls
Ereagenisos ———— ————————————————————————————————————————pEm
| A [ B c | D E [ F [ 6 [ H [ 1 ] J [ K [4
Reagents NDAR Version 1.5,
(Template courtesy
| 1] immport org)
Please o not delete
| 2 |or edit this column
Column Name Array Reagent JArray Platform Array Platform Description Y Array Platform YManufacturer'JCatalog Lot “Contact “Web Link N
3 User-Defined ID* Name* Annotation File Name Number'  Number
[a] 1 -
5
B
,7 4
8 |
9 {
10
11
12] |
i —
I« 4 » »[\Reagents-Array { Reagents-llumina  Other / IK1N | >

Figure 24. reagents.xls

Since different assay reagents have different characteristics, reagents.xls has several
reagent-specific worksheets to capture important aspects of the reagents. For example,
in Figure 24 the worksheet tabs are Reagents_Array, Reagents_Illumina, and Other.
To fill out the reagents.xlIs template, select a worksheet that corresponds to your expe-
riment. In the Reagent User Defined ID column, enter your local ID that should also
be referenced into the experimentSamples.xls template. Also, complete the other re-
quired (white) and optional (shaded) column(s). For example for the Array worksheet,
the required fields are: Array Reagent User-Defined ID, Array Platform Name, Manu-

facturer, and Catalog Number. Save the file in Tab-delimited format.
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protocols.xls

5l protocols.xls [_ 0]
A

Protocols [NDAR Version 1.5,
(Template courtesy
immport.org) | |

Please do not
delete or edit
this column
Column Name |Protocol User- N protocol File YProtocol YProtocol Type* YProtocol summary*

Defined ID* Hame* Hame*
li Assay

Biomaterial_Transformation
Data_Transformation

EEEEE

|~

R

[« « % wl\Protocols /° ) ) [ <] | > 'J/

Figure 25. protocols.xls

In the protocols.xls template, fill out the following required fields: Protocol User-
Defined ID, Protocol File Name, and Protocol Name. The Protocol User-Defined ID
should be also referenced in subjectsHuman.xls, experimentSamples.xls, and
experiment.xls. The Protocol File Name field must contain the file name of the

protocol document (if any) included into the submission package.

experimentSamples.xls

A N
1 Experiment Samples J
What software or platform 1Ciner
generated the result files?
Please choose from the list
P >
‘Column N i Experiment " Experimes nt JExperiment  ResultFile or |ReagentUser- ReagentNDAR | i < ' Replic p' Biological Sample " Biological “Protocol User- " Protocol NDAR
[Sample User- User-Defined NDAR Sample Name  Folder Name  Defined 1D Accession Description 0 User-Defined D Sample NDAR  Defined ID Accession
3 [Definedn’ 1>’ Accession® Accession
2 1
5
B
i
|8 -
IO iment Sample: |«| L

Figure 26. experimentSamples.xls

experimentSamples.xls is the last file you need to fill out in order to put all your
submission data together. It links the following files: bioSamples.xls, reagents.xls,
and experiments.xls. While filling out that template, you should, first, indicate an
assay method that you used to generate results. In order to do that, go to the cell B2
and use the list box to select the assay method from the controlled vocabulary (see
Figure 27). If you cannot find the proper value, choose “Other”. Then, fill out the
Experiment User-Defined ID field. 4

4 If “Other” is chosen, a request may be sent to NDAR to review addition of the assay to the controlled

vocabulary list.
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I} experimentSamples.xls [_[O]x]
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Figure 27. Filling out experimentSamples.xls

In experimentSamples.xls, a single experiment sample ID is linked to a result file,
which means that the value you have entered into the Experiment User-Defined ID
field will be linked to the value that you put into the Result File or Folder Name field
(column F). Note that there are scenarios where, instead of a single file, a set of files is
associated with an experiment sample ID, for example, Affymetrix genotype results. In
that case, put all required files into a folder, and then enter a folder name in the Result
File or Folder Name field (the column F). See Figure 26.

To store a dataset as used in a publication with specific transformations and

normalizations, a separate column Published Result File or Folder Name is provided.

In order to accurately link data from bioSamples.xls, experiments.xls, reagents.xls,
and results.xls to experimentSamples.xls, you should do some copy and pasting of

data entered earlier into other metadata transfer templates.

Filling out experimentSamples.xls:

In the Experiment User-Defined ID field, copy and paste the Experiment User-
Defined ID that you entered into the experiments.xIs template cell B4. This will link
a new experiment sample to the experiment you defined earlier in experiments.xls.
To add data to an existing experiment, in the Experiment NDAR Genomics Accession
field, enter the accession numbers for those experiments that have already been
uploaded to NDAR. See Figure 26.

In the Reagent User-Defined ID field (column H), copy and paste a value from the
reagents.xls column B (Array Reagent User-Defined ID).

In the Biological Sample User-Defined ID field (column L), copy and paste a value
from the bioSamples.xlIs column B (Biological Sample User-Defined ID). If you have
more than one biological sample, separate the sample IDs using a semi-colon (;).

Save the file in Tab-delimited format.
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What to do next?

After you have filled out the metadata templates, launch the NDAR Data Validation
tool (refer to page 4) and use it to validate genomics metadata. Then, launch the

NDAR Data Submission tool (refer to page 10) to upload your data to NDAR.
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	CDISC models can be reviewed at http://www.cdisc.org/publications.html. 



	Data Validation and Submission Process Overview 
	Data Validation and Submission Process Overview 
	1. Before submitting data to NDAR, obtain a user account to the NDAR portal. In order to do that, connect to the NDAR portal {}. Then, open the Request an Account tab and follow the instructions provided by the tab. 
	https://ndarportal.nih.gov
	https://ndarportal.nih.gov


	2. On the NDAR portal, create your own private data collection(s), which is a reserved space on the NDAR Central Repository where you will store your data. In order to do that, follow the instructions provided in the Section of this document. 
	Creating a Data 
	Collection 

	3. For all your data intended for submission, obtain Global Unique Identifiers (GUID). 
	4 Prepare data and metadata for submission as described in Appendices 1―3. 5 Run the NDAR Data Validation tool to validate your metadata and create the submission package. 6 Submit your data to NDAR by uploading the submission package to the appropriate collection. 7 Run the NDAR Query tool to query data stored in the NDAR Central Repository 
	The NDAR public website has additional information with respect to the data }. 
	once your submission has been processed and loaded by NDAR. See Figure 1. 
	submission process, refer to 
	{http://ndar.nih.gov/ndarpublicweb/datasubmission.go
	{http://ndar.nih.gov/ndarpublicweb/datasubmission.go



	Creating a Data Collection 
	Creating a Data Collection 
	Prior to submitting data to NDAR, you must create a data collection where your research data will be stored. This section outlines the steps necessary for creating a data collection. 
	-

	Before creating the collection, read, complete, and sign the NDAR Central Repository Intuitional Certification to Submit form. To create a data collection: 1 Log in to the NDAR portal. 2 Navigate to the Collection tab. 3 In the Collection tab, click on the Create New Collection link. 4 Fill out the Create Collection form. Note that fields with asterisk (*) are the 
	Before creating the collection, read, complete, and sign the NDAR Central Repository Intuitional Certification to Submit form. To create a data collection: 1 Log in to the NDAR portal. 2 Navigate to the Collection tab. 3 In the Collection tab, click on the Create New Collection link. 4 Fill out the Create Collection form. Note that fields with asterisk (*) are the 
	Before creating the collection, read, complete, and sign the NDAR Central Repository Intuitional Certification to Submit form. To create a data collection: 1 Log in to the NDAR portal. 2 Navigate to the Collection tab. 3 In the Collection tab, click on the Create New Collection link. 4 Fill out the Create Collection form. Note that fields with asterisk (*) are the 
	Before creating the collection, read, complete, and sign the NDAR Central Repository Intuitional Certification to Submit form. To create a data collection: 1 Log in to the NDAR portal. 2 Navigate to the Collection tab. 3 In the Collection tab, click on the Create New Collection link. 4 Fill out the Create Collection form. Note that fields with asterisk (*) are the 
	Before creating the collection, read, complete, and sign the NDAR Central Repository Intuitional Certification to Submit form. To create a data collection: 1 Log in to the NDAR portal. 2 Navigate to the Collection tab. 3 In the Collection tab, click on the Create New Collection link. 4 Fill out the Create Collection form. Note that fields with asterisk (*) are the 
	-





	required fields. 
	5. Upload the signed Institutional Certification to Submit (ICS) file. In order to do that, 
	First, click Add; 
	

	Then, use the Browse button to open the file. 6 Press Create. The new collection appears on the portal in your account. To view the collection, click 
	
	on the Manage Collection link. See Figure 2. 

	Figure
	Figure 2. Creating a new data collection 

	NDAR Data Validation 
	NDAR Data Validation 
	This section of the document provides help for the NDAR Data Validation tool, which is designed to assist NDAR users with the submission of data into the NDAR Central Repository. 
	Before submitting data, the metadata associated with the data must be validated for accuracy of information using the NDAR Data Validation tool. The tool validates metadata using the NDAR codebooks to ensure that all supported data conform to NDAR standards. 
	Prerequisites 
	Prerequisites 
	Before you run the NDAR Data Validation tool, the following conditions must be met: 
	
	
	
	

	Java 1.5 must be installed on your PC. 

	
	
	

	All identifying information (e.g. names, Social Security Numbers, etc.) must be. removed from the data.. 

	
	
	

	Required dataset meta-information and NDAR GUIDs for each dataset should be. obtained and written into the metadata file(s) associated with your data file.. 

	
	
	

	You must have an NDAR Portal account. 



	Running the NDAR Data Validation tool 
	Running the NDAR Data Validation tool 
	To run the tool, 
	1. Go to the NDAR Portal, and then navigate to the NDAR Data Validation tool link. 
	2. Click on the link, the NDAR Data Validation tool starts running, and the NDAR Data Validation tool dialog box appears. 

	In the dialog box, 
	In the dialog box, 
	3. Specify the directory where all of the metadata files you wish to validate are located. You can either use the Browse button or enter the whole path to the directory. See Note that, if your metadata files are stored in different subdirectories of the same directory, you only need to specify the upper level directory and the tool will recursively browse and validate metadata in all subdirectories. 
	Figure 3. 

	4. Click Validate Files. 
	4. Click Validate Files. 

	5. The validation process starts and the following information appears in the Validation Results window: 
	
	
	
	

	The metadata file name including the directory name; 

	
	
	

	The file type and the form name; 

	
	
	

	The validation result – Valid or Failed; 

	
	
	

	The validation details that show how many validation errors appear in the file that failed validation and also how many data files are attached to the metadata file that 
	pass validation. See Figure 3. 



	Figure
	Figure 3. The NDAR Data Validation dialog box 

	Detailed information 
	Detailed information 
	To view more detail, such as data file names and/or explanations of validation errors, highlight the file of interest in the Validation Results window and navigate to the 
	To view more detail, such as data file names and/or explanations of validation errors, highlight the file of interest in the Validation Results window and navigate to the 
	Detailed Information window. For a given metadata file, the following information appears in the Detailed Information window: 

	
	
	
	

	If the metadata file has errors, for each of them, the Error keyword appears in the Detail Type column and the explanation of error appears in the Information column. 
	See Figure 4. 


	
	
	

	If the metadata file has data files associated with it and has no errors, the list of data 
	files appears in the Information column. See Figure 5. 



	Figure
	Figure 4. This file has validation errors, thus the information about them appears in the Detailed Information window 
	Figure
	Figure 5. This metadata file has no validation errors. In the Detailed Information window, the list of associated data files appears 

	Creating the submission package 
	Creating the submission package 
	The Create Submission Package button becomes active only if all metadata files in the directory you provided pass validation. If your metadata pass validation, the message 
	“All metadata files are valid” will appear in the Information window and the word 
	Valid will appear for all files in the Result column. To create a submission package: 
	Click the Create Submission Package button. 
	2. In the dialog that appears, specify the directory where you wish the submission package to be saved, and click OK. 
	3. The tool starts running and the Information window appears displaying the paths to the submission package and submission ticket. Click OK to complete the process. 
	The submission package (a ZIP archive) and submission ticket (an XML file) appear in 
	the designated directory. See Figure 6. 

	Figure
	Figure 6. Creating a submission package 

	Submission package and submission ticket 
	Submission package and submission ticket 
	The submission package is a ZIP archive that contains both the data and metadata files from the validated directory. The submission ticket is an XML file that serves as the upload instruction for NDAR. It lists all files included in the submission package and also includes security information to ensure that the submission package has not been modified or corrupted after passing validation. 
	Figure
	Figure 7. The submission ticket 
	Both the submission package and submission ticket are required for submission using the data submission link for the appropriate collection. 


	NDAR Data Submission 
	NDAR Data Submission 
	The NDAR portal allows submission of data to the NDAR data repository via a link for each collection defined in NDAR. 
	Prerequisites for data submission 
	Prerequisites for data submission 
	To submit data to NDAR, the following is required: 
	
	
	
	

	The user’s data collection(s) must be created on the NDAR portal. 

	
	
	

	The user’s account must have been granted Data Submission privileges to the 


	collection by the Principal Investigator. 
	A submission package ZIP file and its corresponding XML ticket file. Please refer to 
	
	the “NDAR Data Validation” section of this document for more details.
	2 

	The Genomics Codebook is currently under development. 
	The Genomics Codebook is currently under development. 
	2 



	Submitting data to a collection 
	Submitting data to a collection 
	1 On the NDAR portal, navigate to the Collection tab.. 2 Select the collection, and then click on the collection’s name. The Collection..
	To submit your data to NDAR, do the following (see also Figure 8):. 

	Home page appears. 
	3. In the Collection Home page, click the View Submissions button. The second Collection Home Page appears. 
	4. Click the Upload Data Submission Package link. The Submit Data to NDAR page appears. 
	5. Read the NDAR submission agreement and then check “I agree” box and also press the “I agree” button. 
	6. Select and upload the submission ticket file (an XML file). Select and upload the submission package ZIP file. Note that both files must have the same name. 
	If submission was successful the following message appears: “The submission package has been successfully uploaded”. 
	Once submitted, dataset IDs for the data types submitted will appear on the 
	Collection Home page. The submitted data will also be retrievable using the NDAR 
	Query tool. 
	Figure
	Figure 8. Submitting data to NDAR 
	Appendix 1: Creating Clinical Assesment metadata 
	NDAR has adopted the Operational Data Model (ODM) XML format which all submitted clinical assessments metadata must adhere to in order to be loaded in the NDAR Central Repository. In order to help the users with using that format, the NDAR Clinical Assessments & Imaging Codebook has been established to identify the autism related instruments and forms supported by NDAR. The codebook defines the NDAR field names that correspond to the instruments and forms data entries and can be queried by the NDAR Query to
	Clinical Data Interchange Standards Consortium (CDISC) 
	Clinical Data Interchange Standards Consortium (CDISC) 


	When submitting data to the NDAR Central Repository, the data field names must match the field names in the corresponding form in the codebook. Fields marked as “Required” must be included in the data being submitted. The Data Validation tool will display an error if required fields are missing, and the file will fail validation. 
	Fields marked as “Recommended” are recommended for submission, but are not required. The Data Validation tool will display a warning when a “Recommended” field is missing. However, the file will still pass validation if the recommended field is missing.  
	“Optional” fields may be left out if the data is not available. 
	Sample CDISC formatted clinical assessments metadata can be viewed in the NDAR Clinical Assessments and Imaging Codebook in the CDISC XML Sample File spreadsheet. 
	-

	This appendix covers creating the metadata for CA data using the NDAR Clinical Assessment and Imaging Codebook and provided XML template. 
	1. From the NDAR portal, download the . The Clinical Assessment XML template can be found in the codebook 
	NDAR Clinical Assessments & Imaging 
	NDAR Clinical Assessments & Imaging 
	Codebook

	spreadsheet named CA CDISC XML Template File, see Figure 9. 

	2 Open the codebook and navigate to the spreadsheet that describes the form for 3 Then, navigate to the CA CDISC XML Template File spreadsheet. Create an XML 4 Follow the steps outlined in the template file spreadsheet to create the dataset, 
	which you would like to create metadata, see Figure 10. 
	file replicating the spreadsheet content to that file. See Figure 11. 
	see Figure 11―
	Figure 13. 

	Figure
	Figure 9. The CA CDISC XML Template spreadsheet with instructions 
	Figure
	Figure 10. The NDAR Clinical Assessments & Imaging Codebook 
	Figure 10. The NDAR Clinical Assessments & Imaging Codebook 


	<?xml version="1.0" encoding="UTF-8" ?>. <ODM xmlns="http://www.cdisc.org/ns/odm/v1.2". .org/2000/09/xmldsig#". xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance". xsi:schemaLocation="http://www.cdisc.org/ns/odm/v1.2 .". Description="ADOS1_CRF" FileType="Snapshot" FileOID="5" CreationDateTime="2008-0121T17:10:06">. <Study OID="1">. <GlobalVariables>. 
	-
	xmlns:ds="http://www..w3
	http://www.cdisc.org/models/odm/v1.2.1/ODM1-2-1-foundation.xsd
	-
	-
	-

	-
	-


	<StudyName>NA</StudyName>. <StudyDescription>N/A</StudyDescription>. <ProtocolName>N/A</ProtocolName>. </GlobalVariables>. 
	<MetaDataVersion OID="v1.0.0" Name="MetaDataVersion_v1.0.0"> 
	-
	-


	<Protocol>. <StudyEventRef StudyEventOID="SE.1" Mandatory="No" />. </Protocol>. 
	-
	-


	<StudyEventDef OID="SE.1" Name="NDAR" Repeating="No" Type="Scheduled">. <FormRef FormOID="NDAR" Mandatory="No" />. </StudyEventDef>. 
	-
	-


	<FormDef OID="FORM.1" Name="@@@@CODEBOOK_CELL_G2@@@@" Repeating="No"> <ItemGroupRef ItemGroupOID="IG.1" Mandatory="No" /> </FormDef> 
	-
	-


	<ItemGroupDef OID="IG.1" Name="NDAR_Data" Repeating="No" SASDatasetName="FormData"> <ItemRef " Mandatory="No" /> <ItemRef " Mandatory="No" /> <ItemRef " 
	-
	ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1
	ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1
	ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1

	Mandatory="No" />. </ItemGroupDef>. </MetaDataVersion>. </Study>. 
	<ClinicalData StudyOID="1" MetaDataVersionOID="v1.0.0">. <SubjectData SubjectKey="@@@@@INSERT_VALUE_SubjectKey@@@@">. <StudyEventData StudyEventOID="SE.1">. <FormData FormOID="FORM.1">. <ItemGroupData ItemGroupOID="IG.1" TransactionType="Insert">. 
	-
	-

	-
	-

	-
	-

	-
	-

	-
	-


	<ItemData " Value="INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@" /> <ItemData " Value="INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@" /> <ItemData " 
	ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1
	ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1
	ItemOID="IT.@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@.1

	Value="INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@" />. </ItemGroupData>. </FormData>. </StudyEventData>. </SubjectData>. </ClinicalData>. </ODM>. 
	Figure 11. The CA CDISC XML Template 
	For example, to create the metadata for the “ADOS -Autism Diagnostic Observation Schedule -General Module 1 -Pre-Verbal/Single Words 
	(2001 or later)” form: 
	(2001 or later)” form: 
	1. Open the NDAR Clinical Assessments & Imaging Codebook and navigate to the CA_ADOS1-2001 spreadsheet. 
	2. Open the CA CDISC XML Template. 
	3. In the CA_ADOS1-2001 spreadsheet, copy the form name to the Clipboard. The form name is defined in the cell G2 (column G row 2 in the spreadsheet). See 
	Figure 12. 

	4. Then, go to the CA CDISC XML Template and go to the FormDef OID tag and replace the @@@@CODEBOOK_CELL_G2@@@@ with the form name as it was defined 
	in the cell G2. See Figure 12. 

	5. In the CA CDISC XML Template for each field of data that you plan to supply (except SubjectKey), define an ItemRef ItemOID child element of the ItemGroupDef OID element. In order to do that, 
	
	
	
	In the CA_ADOS1-2001 spreadsheet, navigate to the column D and copy the field name to the Clipboard; 

	
	
	Then, return to the CA CDISC XML Template and replace @@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the field name from the Clipboard. 


	Repeat these steps for as many field names as you need. 6 For each ItemRef corresponding child element ItemData ItemOID of the ItemGroupData element. 
	element defined in the previous step 6, create the 

	7. In the CA CDISC XML Template, navigate to the <ItemGroupData ItemGroupOID="IG.1" TransactionType="Insert"> line and replace @@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the field name defined in column D of the codebook. 
	8. Then, enter the value in to the Value=" tag. In order to do that replace INSERT_VALUE_@@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the value from 
	your form. See Figure 12. 

	9. The SubjectKey field value (NDAR GUID) from the CA_ADOS1-2001 spreadsheet must be defined in the SubjectData SubjectKey tag. In order to do that, copy the NDAR GUID received for the subject; then navigate to CA CDISC XML Template to the SubjectData SubjectKey tag, replace 
	9. The SubjectKey field value (NDAR GUID) from the CA_ADOS1-2001 spreadsheet must be defined in the SubjectData SubjectKey tag. In order to do that, copy the NDAR GUID received for the subject; then navigate to CA CDISC XML Template to the SubjectData SubjectKey tag, replace 
	@@@@@INSERT_VALUE_SubjectKey@@@@ with the value you copied to the Clipboard. Data for multiple subjects can be submitted by repeating the SubjectData tag. CA CDISC Sample File spreadsheet in the codebook has sample CA ADOS1-2001 for multiple subjects. 

	10. Save the metadata XML file. 
	11. 
	Login to the NDAR portal and run the NDAR Data Validation tool. 

	12. Validate the metadata XML file (created in steps) using the NDAR Data Validation tool. 
	13. Resolve errors, if any and run the validation tool again. 
	14. If validation was successful, submit your CA data to your collection on the 
	NDAR Portal. 
	Figure
	Figure 12. In the CA_ADOS1-2001 spreadsheet, copy the form name to the Clipboard. The form name is defined in the cell G2. Then, go to the CA CDISC XML Template and go to the FormDef OID tag and replace the @@@@CODEBOOK_CELL_G2@@@@ with the form name as it was defined in the cell G2 
	Figure 12. In the CA_ADOS1-2001 spreadsheet, copy the form name to the Clipboard. The form name is defined in the cell G2. Then, go to the CA CDISC XML Template and go to the FormDef OID tag and replace the @@@@CODEBOOK_CELL_G2@@@@ with the form name as it was defined in the cell G2 


	16 
	Figure
	Figure 13. In the CA CDISC XML Template, for each field of data that you plan to supply (except "SubjectKe y"), define an ItemRef ItemOID child element of ItemGroupDef OID: in the CA_ADOS1-2001 spreadsheet, navigate to the column D and copy the field name to the Clipboard; then, return to the CA CDISC XML Template and replace @@@@CODEBOOK_FIELD_NAME_(COLUMN_D)@@@@ with the field name from the Clipboard. Repeat these steps for as many field names as you need 
	-

	17 
	Figure
	Figure 14. Entering the value into the Value= tag 
	Figure 14. Entering the value into the Value= tag 


	18. 
	Appendix 2: Using Image Submission Package Creation tool to create imaging metadata 
	NDAR has adopted the MIPAV XML format for gathering metadata on images to be submitted to NDAR. zation) application enables quantitative analysis and visualization of medical images of numerous modalities such as PET, MRI, CT, or microscopy. The MIPAV application contains a module that will process images and generate the XML formatted files required for imaging data submission to NDAR. The NDAR Clinical Assessments & Imaging Codebook defines the field names and acceptable values for image metadata which th
	The MIPAV (Medical Image Processing, Analysis, and Visuali
	-




	Prerequisites 
	Prerequisites 
	Before you run the NDAR Image Submission Package Creation tool, the following conditions must be met: 
	
	
	
	

	MIPAV version 4.1.0 or later must be installed on your computer, refer to {}. 
	http://mipav.cit.nih.gov/
	http://mipav.cit.nih.gov/



	
	
	

	All indentifying information must be removed from the image (i.e., research participant metadata in the image header). 

	
	
	

	The image file format must be one which can be read by MIPAV, for example: Analyze, AFNI, DICOM 3.0, MINC, MIPAV XML, RAW, TIFF, among many others. For more information about file formats supported by MIPAV, refer to the MIPAV User Manual Volume 1, APPENDIX C: Supported formats, refer to {}. 
	http://mipav.cit.nih.gov/documentation.php
	http://mipav.cit.nih.gov/documentation.php



	
	
	

	Required dataset meta-information and NDAR GUIDs for each image dataset, must be obtained. 



	Running the NDAR Image Submission Package Creation tool 
	Running the NDAR Image Submission Package Creation tool 
	To run the tool, run MIPAV. Then, call the File > NDAR > NDAR Image Submission Package Creation menu. The NDAR Image Submission Package Creation tool dialog box appears. The dialog has four tabs: Main, Images, GUID and Log. 

	Main tab 
	Main tab 
	1. In the Main tab of the dialog box, read the statement, and then check the "I agree to 
	the above statement" box. Refer to page 24 for the MIPAV privacy statement. 

	2. The Next button becomes available; press it to proceed to the Images tab. 
	Figure
	Figure 15. The Image Submission Package Creation Tool dialog box -Main tab 
	Figure 15. The Image Submission Package Creation Tool dialog box -Main tab 



	Images tab 
	Images tab 
	3. In the Images tab, use the Add Images button to select image datasets from a disk. Use the SHIFT+left mouse button combination of keys to select multiple images. If adding DICOM datasets, in the Open dialog box, check the Open as Multifile option, and then select the first image from the dataset. The application will automatically 
	add all files from the dataset. See Figure 16. 

	4. When you finish adding images, press Next. In the confirmation window that appears, press Yes to confirm adding datasets. The GUIDs tab appears. 
	Figure
	Figure 16 The Image Submission Package Creation Tool dialog box -Images tab 
	Figure 16 The Image Submission Package Creation Tool dialog box -Images tab 


	GUIDs tab 
	Figure
	Figure 17. The Image Submission Package Creation Tool dialog box -GUIDs tab 
	Figure 17. The Image Submission Package Creation Tool dialog box -GUIDs tab 


	In the GUIDs tab that appears next, assign a GUID to each dataset. You can either do that manually or use the Load GUIDs option to load GUIDs from a file. Note that if 
	the image dataset has a valid NDAR GUID in its name, the software will recognize it,. and it will appear in the GUID textbox automatically. .Press Next. For each image dataset, the software will create a submission package (a. ZIP file) and submission ticket and store them in the following directory:. 
	C:\Documents and Settings\username\mipav\NDAR_Imaging_Submission 

	Log tab 
	Log tab 
	If the submission package creation was successful, the following information appears in the Log tab: 
	
	
	
	

	The full path to the directory where the submission packages are stored 

	
	
	

	The list of files added to the submission packages 

	
	
	

	The statement “Submission package processing complete” 


	Press Close to close the application. 
	Figure
	Figure 18. The Image Submission Package Creation Tool dialog box -Log tab 
	Figure 18. The Image Submission Package Creation Tool dialog box -Log tab 



	Output of the NDAR Image Submission Package Creation tool 
	Output of the NDAR Image Submission Package Creation tool 
	For each dataset selected for submission, the tool reads in the dataset from a disk and creates two files: 
	
	
	
	

	A ZIP file that contains the image data; 

	
	
	

	An XML file containing the NDAR GUID in the Subject ID tag and basic dataset metadata such as image dimensionality, resolution, type, and others from the By default, both files are stored in the \mipav\NDAR_Imaging_Submissionsubdirectory of user directory, for example, 
	original image. See Figure 19. 



	C:\Documents and Settings\username\mipav\NDAR_Imaging_Submission 
	Figure
	For both files the file names are as follows: 
	username_time stamp.zip username_time stamp_image name.xml 
	Figure
	Figure 19. The MIPAV XML file that contains the NDAR GUID in the Subject ID tag and basic dataset metadata 
	Figure 19. The MIPAV XML file that contains the NDAR GUID in the Subject ID tag and basic dataset metadata 



	Submitting data to NDAR 
	Submitting data to NDAR 
	The output file of the NDAR Image Submission Package Creation tool is the accepted format for NDAR imaging metadata and data submission. Launch the NDAR Data Validation tool (refer to more information) and use it to validate the imaging metadata. Then, navigate to the appropriate collection to upload your data to 
	page 4 for 
	NDAR (refer to page 10 for more information). 


	MIPAV Privacy Statement 
	MIPAV Privacy Statement 
	
	
	
	

	MIPAV is a collaborative environment with privacy rules that pertain to the collection and display of imaging data. Before accessing and using MIPAV, please ensure that you familiarize yourself with our privacy rules, available through the NDAR Rules of Behavior document and supporting documentation. 

	
	
	

	Collection of this information is authorized under 42 U.S.C. 241, 242, 248, 281(a)(b)(1)(P) and 44 U.S.C. 3101. The primary use of this information is to facilitate medical research around autism and autism treatment. This information may be disclosed to researchers for research purposes, and to system administrators for evaluation and data normalization. 

	
	
	

	Rules governing submission of this information are based on the data sharing rules defined in the Notice of Grant Award (NOGA). If you do not have a grant defining data sharing requirements, data submission is voluntary. Data entered into NDAR will be used solely for scientific and research purposes and is designed to further the understanding of autism and autism treatments. Modification of NDAR information may be addressed by contacting your NDAR system administrator at  Significant system update informat
	ndarhelp@nih.gov.



	Appendix 3: Using NDAR Genomics Templates to submit genomics information 
	This appendix covers submission of genomics data in Tab-delimited text format. In order to describe your data, you should fill out the NDAR Genomics Templates (ngTemplates), which are available for download from the NDAR web site. This involves providing information about your experiment using a spreadsheet program such as Microsoft Excel, because these transfer templates are .xls files. There are six templates and a results file available for providing of the experiment information:
	-
	3 

	subjectsHuman.xls – used to provide information about research subjects including GUID(s); experiments.xls – used to provide information about the experiment such as hypothesis and protocols; bioSamples.xls – used to provide information about the biological samples used in the experiment, such as tissue, blood, cells, DNA, protein, and any others; reagents.xls – used to provide information about key reagents used in the experiment such as manufacturers and catalog numbers; protocols.xls – used to provide in
	-
	See Figure 20 and Figure 27. 

	http://ndar.nih.gov/ndarpublicweb/datarepository.go 
	http://ndar.nih.gov/ndarpublicweb/datarepository.go 
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	Figure
	Figure 20. This diagram illustrates the relationships between experiment components that may be included in the experiment data submission package 
	Figure 20. This diagram illustrates the relationships between experiment components that may be included in the experiment data submission package 


	For user convenience, the document includes screenshots taken from each template. 
	Note that the templates may change from one version of NDAR to another, so do not be discouraged if actual templates look slightly different from screenshots presented in this document. 

	All ngTemplates possess similar features such as: 
	All ngTemplates possess similar features such as: 
	
	
	
	

	You should not edit or delete the very first column in each template. 

	
	
	

	Each template has a white area and a shaded or grey area. You must enter metadata in the columns in the white area. This is the required information. The grey area is optional; however, it would be very helpful for querying data, if you submit as much optional metadata as possible. Pedigree information is in the subjectsHuman.xls file. Pedigree information is required for family based studies. 

	
	
	

	The required fields are also marked with a red asterisk (*). 

	
	
	

	The MS Excel worksheets (or templates) connected to each other via key linkages which are also color coded for your convenience. For example, the Protocol IDs defined in protocols.xls are also referenced in bioSamples.xls when you indicate which protocol was used for a particular biological sample. It is important to make 
	sure all of these key linkages match up when they are used. See Figure 20. 


	
	
	

	A pull-down menu appears in those cells where you must use a term from the list. 

	
	
	

	A red triangle in the column name indicates that there are additional instructions in the form of comments available upon mousing over. 


	subjectsHuman.xls 
	Figure
	Figure 21. subjectsHuman.xls 
	Figure 21. subjectsHuman.xls 


	This template has three required fields: Subject User-Defined ID, Source Subject NDAR Global Unique Identifier (GUID), and Species Name. Three additional pedigree fields are required for family based studies. 
	In the Source Subject NDAR Global Unique Identifier (GUID) column, enter the NDAR GUID for each research subject mentioned in the file. Enter identifiers for a subject’s family, mother, and father, if available (required for family studies). In the Species Name field, use the list box to select Homo Sapiens for each subject. Also, for each subject, complete all columns that contain additional information which is available, such as Affection Status, Gender, and others. Save the file in Tab-delimited format.
	Note that the subjectHuman.xls template has the orange color coded fields (which Treatment Protocol NDAR Accession. The Subject Treatment Protocol User-Defined ID field refers to protocols.xls that described any treatments for the chosen Subject. The values entered into Subject Treatment Protocol User-Defined ID are used as links to the protocols.xls file. After you have completed protocols.xls, copy and paste values from the Protocol User-Defined ID field to the corresponding Subject Treatment Protocol Use
	are not shown in Figure 21): Subject Treatment Protocol User-Defined ID and Subject 

	Remember that in the metadata transfer file templates, the column headers are color coded by their category of metadata. 
	experiments.xls 
	Figure
	Figure 22. experiments.xls 
	Figure 22. experiments.xls 


	This is a template intended to describe the goal and methods used in an experiment. For each experiment, enter the information in the Experiment User Defined ID and Experiment Name columns. Then, use the drop-down lists to select the Experiment Type and Measurement and Analysis Techniques. Save the file in Tab-delimited format. 
	Note that the experiments.xls template also has the orange color coded fields that refer to protocols.xls. The fields are Protocol User-Defined ID and Protocol NDAR Accession. After you have completed protocols.xls or obtained the protocol accession numbers, enter the values from the Protocol User-Defined ID field in protocols.xls into the corresponding field of experiments.xls, or enter the accession number into Protocol NDAR Genomics Accession. 

	bioSamples.xls 
	bioSamples.xls 
	Required fields are: Biological Sample User-Defined ID, Biological Sample Type, Biological Sample Description, Source Biological Sample Provider Accession, Source Biological Sample Provider, Source Subject NDAR Global Unique Identifier (GUID). 
	In the Biological Sample User-Defined ID column, enter the sample ID which 
	should look like “Sample_from_NDAR GUID”. Then, in the Source Biological Sample 
	User-Defined ID column, enter the NDAR GUID for each subject. This will link the information from the bioSamples.xls file to the information stored in the subjectsHuman.xls file. Note that these fields are pink color coded (they are not 
	shown in Figure 23 below). 

	Figure
	Figure 23. bioSamples.xls 
	Figure 23. bioSamples.xls 


	In the Biological Sample Type column, use the list box to select the proper type from the list. Save the file in Tab-delimited format. If the biological samples that you used are derived from other biological samples mentioned in the submission package, enter the source sample IDs or accession numbers for these samples into the Source Biological Sample User-Defined ID and Source Biological Sample Accession Number fields. 
	reagents.xls 
	Figure
	Figure 24. reagents.xls 
	Figure 24. reagents.xls 


	Since different assay reagents have different characteristics, reagents.xls has several reagent-specific worksheets to capture important aspects of the reagents. For example, To fill out the reagents.xls template, select a worksheet that corresponds to your experiment. In the Reagent User Defined ID column, enter your local ID that should also be referenced into the experimentSamples.xls template. Also, complete the other required (white) and optional (shaded) column(s). For example for the Array worksheet,
	in Figure 24 the worksheet tabs are Reagents_Array, Reagents_Illumina, and Other. 
	-
	-
	-

	protocols.xls 
	Figure
	Figure 25. protocols.xls 
	Figure 25. protocols.xls 


	In the protocols.xls template, fill out the following required fields: Protocol User-Defined ID, Protocol File Name, and Protocol Name. The Protocol User-Defined ID should be also referenced in subjectsHuman.xls, experimentSamples.xls, and experiment.xls. The Protocol File Name field must contain the file name of the protocol document (if any) included into the submission package. 
	experimentSamples.xls 
	Figure
	Figure 26. experimentSamples.xls 
	Figure 26. experimentSamples.xls 


	experimentSamples.xls is the last file you need to fill out in order to put all your submission data together. It links the following files: bioSamples.xls, reagents.xls, and experiments.xls. While filling out that template, you should, first, indicate an assay method that you used to generate results. In order to do that, go to the cell B2 and use the list box to select the assay method from the controlled vocabulary (see . If you cannot find the proper value, choose “Other”. Then, fill out the Experiment 
	Figure 27)
	4 

	Figure
	Figure 27. Filling out experimentSamples.xls 
	Figure 27. Filling out experimentSamples.xls 


	In experimentSamples.xls, a single experiment sample ID is linked to a result file, which means that the value you have entered into the Experiment User-Defined ID field will be linked to the value that you put into the Result File or Folder Name field (column F). Note that there are scenarios where, instead of a single file, a set of files is associated with an experiment sample ID, for example, Affymetrix genotype results. In that case, put all required files into a folder, and then enter a folder name in
	File or Folder Name field (the column F). See Figure 26. 

	To store a dataset as used in a publication with specific transformations and normalizations, a separate column Published Result File or Folder Name is provided. 
	In order to accurately link data from bioSamples.xls, experiments.xls, reagents.xls, and results.xls to experimentSamples.xls, you should do some copy and pasting of data entered earlier into other metadata transfer templates. 
	If “Other” is chosen, a request may be sent to NDAR to review addition of the assay to the controlled vocabulary list. 
	If “Other” is chosen, a request may be sent to NDAR to review addition of the assay to the controlled vocabulary list. 
	4 



	Filling out experimentSamples.xls: 
	Filling out experimentSamples.xls: 
	1. In the Experiment User-Defined ID field, copy and paste the Experiment User-Defined ID that you entered into the experiments.xls template cell B4. This will link a new experiment sample to the experiment you defined earlier in experiments.xls. To add data to an existing experiment, in the Experiment NDAR Genomics Accession field, enter the accession numbers for those experiments that have already been 
	uploaded to NDAR. See Figure 26. 

	2. In the Reagent User-Defined ID field (column H), copy and paste a value from the reagents.xls column B (Array Reagent User-Defined ID). 
	2. In the Reagent User-Defined ID field (column H), copy and paste a value from the reagents.xls column B (Array Reagent User-Defined ID). 

	3. In the Biological Sample User-Defined ID field (column L), copy and paste a value from the bioSamples.xls column B (Biological Sample User-Defined ID). If you have more than one biological sample, separate the sample IDs using a semi-colon (;). 
	4. Save the file in Tab-delimited format. 
	4. Save the file in Tab-delimited format. 


	What to do next? 
	What to do next? 
	After you have filled out the metadata templates, launch the NDAR Data Validation tool (refer to and use it to validate genomics metadata. Then, launch the 
	page 4) 
	NDAR Data Submission tool (refer to page 10) to upload your data to NDAR. 
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