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ReadMe  
 
This is Version 1.0 of the CDISC Dataset-XML standard. Dataset-XML is a CDISC XML 
format for CDISC SDTM, SEND, ADaM or legacy datasets.  It has been developed to 
provide an alternative to SAS Version 5 Transport (XPT) for dataset transmission 
and is designed to work with Define-XML.  

 

  

Download Folder Structure 
 
The Dataset-XML download includes the Dataset-XML 1.0 specification, the ReadMe 
file and an example folder and supporting files with the organization shown below: 

 
 
The folder named Untyped_Data_Example-sdtm contains a SDTM Dataset-XML 
example with a corresponding Define-XML example and associated files, and the XSL 
stylesheet referenced by these examples is in the folder named stylesheets. 
 
The schema folder contains three sub-folders. The folder named cdisc-dataset-1.0.0 
contains the schema files for the current version of the CDISC Dataset-XML 
standard. The folder named cdisc-odm-1.3.2 contains the schema files for the 

SDTM, SEND, ADaM or 
Legacy Datasets 

SDTM, SEND, ADaM or 
Legacy Metadata 

Dataset-XML Define-XML 

ODM Based Standards 
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current version of the CDISC ODM standard. The folder named cdiscdefine-2.0 
contains the schema files for the Define-XML extension to the ODM. 
 
This folder structure is NOT the folder structure required for regulatory 
submissions. For details on submissions folder requirements, including specific files 
expected in each folder, consult the references section of the enclosed Dataset-XML 
specification. 
 

Dataset-XML Tools 
 
A list of tools for working with Dataset-XML is available on the CDISC wiki 
(http://wiki.cdisc.org/pages/ Dataset-XML+Tools).   Check this site regularly to see 
the latest in available tools.  
 

Attachment 
 
Comments received during the Public Review period (*1) and the corresponding 
CDISC Disposition are included in the attached PublicComment-Dataset-XML-1-0.xlsx 
Excel file. To open the file, a) click here; or, b) on the clip icon located in the left 
Navigation Pane; or, c) select ViewShow/HideNavigation PanesAttachments.  
The Excel filename should be listed and can be open by double-clicking on the name. 
 
1. Please note that this standard was originally named StudyDataSet-XML, or SDS-

XML, during its development. The name was changed to Dataset-XML after the 
public comment period to avoid confusion with the CDISC SDS Team. 

http://wiki.cdisc.org/display/PUB/CDISC+Dataset-XML+Resources
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		Comment Title		Comment		Document Being Commented On		Document Section		Comment Category		Current State		Comment Author		Assigned To - Team Responder		Assigned To - External Person		CDISC Comment		CDISC Disposition		Item Type		Path

		Spell out CRO		Minor comment - good practice to spell out CRO (contract research organization) before before introducing it.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.3.2		Suggestion		Closed		Dan DiPrimeo		Sam				Added CRO to abbreviations and terms section. CRO is a widely used and know acronym so we do not plan to spell it out in the text.		Persuasive with Mod		Item		CT/Lists/Comments

		Awkward sentence		This sentence, "Note that the use of CDATA blocks is discouraged consistent with commonly accepted XML best practices" reads quite awkwardly.  Is a comma missing somewhere?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4		Suggestion		Closed		Dan DiPrimeo		Sam				Re-wrote the sentence to make it read better.		Persuasive		Item		CT/Lists/Comments

		Closing Tag on example 4.4.1.1		Not knowing xml very well, the <ItemDataPartialDatetime> in this example ends with </ItemDataDatetime>.  That is, the "partial" is missing in the ending tag.  We're testing here if this is indeed well formed, but wouldn't the start and end tags be identical?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1		Question		Open		Dan DiPrimeo		Marcelina				Updated examples.		Persuasive		Item		CT/Lists/Comments

		Imputed Dates in SDTM in example		While not necessarily germane to the document in review, the example 4.4.1.2 suggests a contradiction to express guidance from CDISC.  CMSTDY = -5963, which one would arrive at by (I assume) imputing 1/1/1986 from CMSTDTC, which is a partial date.  Hence, imputation on a date was performed.  Whether or not one might populate this variable, CMSTDY, (and I wouldn't), takes away from the fundamental message of populating the partial dates, as attention and resources are spent on this conflict with the IG (and FDA data issues document). 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1		Minor Issue		Open		Dan DiPrimeo		Marcelina				Updated examples.		Persuasive		Item		CT/Lists/Comments

		broken link in section 1.5.1		The following link does not work:

http://www.cdisc.org/SDS-XML		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		section 1.5.1		Minor Issue		Closed		Raphael Noirfalise		Sam				Fixed the hyperlink.		Persuasive		Item		CT/Lists/Comments

		typo in section 1.5.2		A space is missing between "datasets" and "as" in the following sentence:

The Define-XML v2.0.0 specification describes a model that defines CDISC SDTM, SEND and ADaM datasetsas well as accomodating any other tabular dataset structure.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		section 1.5.2		Typo		Closed		Raphael Noirfalise		Sam				Fixed the typo.		Persuasive		Item		CT/Lists/Comments

		new abbreviation		I would add XSD as term and explain what a schema is.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		2.1 Abbreviations and Terms		Suggestion		Closed		Raphael Noirfalise		Sam				Added the term to abbreviations and terms, and added a link to the wikipedia definition.		Persuasive		Item		CT/Lists/Comments

		Typo in section 2.2 References		Why is the following text in blue and underlined ?

SDTMIG-MD – SDTM Implementation Guide for Medical Devices Version 1.0		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		2.2 References		Typo		Closed		Raphael Noirfalise		Sam				Fixed the formatting error.		Persuasive		Item		CT/Lists/Comments

		hyperlink in section 3.1 File Conformity		Is the following text a clikable link or not ?

http://www.cdisc.org/ns/SDS-XML/v1.0.

If yes, then the link does not work.
if no, then I would remove the hyperlink.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.1 File Conformity		Suggestion		Closed		Raphael Noirfalise		Sam				The NS is no longer a hyperlink.		Persuasive		Item		CT/Lists/Comments

		typo in section 3.2 Extensions		I would put the S of Schema in lowercase in the following sentence:

Extended SDS-XML files should reference the proper extension Schema.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.2 Extensions		Typo		Closed		Raphael Noirfalise		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Typed vs untyped		Given the option of using untyped, what is the need for typed? I understand that it can provide more details. But given the overhead of file size, granular nature and data type/schema check, untyped will be chosen over typed by most. 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.3		Question		Open		Sendil Ramabadran		Sam				Typed data will not be supported in v1.0.		Persuasive with Mod		Item		CT/Lists/Comments

		validation		How can we ensure SDS XML provides all the data that it is supposed to? For example, how do we make sure that SDTM domain AE includes all the required variables and contains their values in AE.XML file? Will XML Schema Validator for Define.XML check this?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.7		Question		Closed		Sendil Ramabadran		Sam				SDS-XML is no different from SAS XPT in this instance. Validation must be performed to ensure all the necessary data has been included in the dataset. Validators will also check to ensure all required variables are included in a given domain.		Question Answered		Item		CT/Lists/Comments

		Header		Although these XMLs might only be made just before a transfer/submission of data it is often a separate process from creating the define.xml. With the size of the SDS-xmls in mind and to increase the use of the data-xmls if no define.xml is available yet could it then be considered to add a header section with a list of all variables (ItemData…), their label (and maybe datatype) and a summary of #of record, dataset label and sorting order? This might enable some tools to only read the header section.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT				Question		Select or Blank		Jens Langendorf		Sam				This is primarily a process issue. Ideally, a version of Define-XML is created in advance of the datasets. This is true if we're using SDS-XML or SAS XPT. Using Define-XML, also ODM-based, simply means that the header section is outside of the SDS-XML. If you can create a header section in SDS-XML, you should be able to create a draft Define-XML with a similar process.		Question Answered		Item		CT/Lists/Comments

		Style sheet		Can the SDS-XML team develop/provide a style sheet showing the SDS-XMLs in a table-like structure together with the standard …maybe even with some simple filtering options?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.2?		Question		Closed		Jens Langendorf		Sam				Stylesheets are not a good solution for viewing SDS-XML datasets due to performance issues caused by the large file sizes. Stylesheets work fine for the metadata in Define-XML, but would be problematic for SDS-XML. A view program (e.g. Smart SDS-XML Viewer) is a better option for viewing and filtering datasets.		Question Answered		Item		CT/Lists/Comments

		Length limits		The length of variable, variable name, variable label is currently limited partly due to the XPT format. Is it considered to extend these in the other standards when the SDS-XML standard is adopted ?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT				Question		Closed		Jens Langendorf		Sam				The rationale for SDS-XML is to remove many of the technical limitations imposed by SAS XPT, including variable length restrictions. Since the content standards, like SDTM, remain unchanged the length restrictions remain in place for now. However, SDS-XML makes possible the removal these content standard restrictions in future versions.		Question Answered		Item		CT/Lists/Comments

		Multiple datatype per variable		If one record (ItemData…) has a complete datetime and another record in the same dataset has partialdatetime (same variable) should they then both use partialdatetime (in the XPT file it would be Char)? Similar should e.g. --STRESN always be float even though the record contain a integer or all records in the dataset are integers (in the XPT file it would be Num)?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1		Question		Open		Jens Langendorf		Team Review				This is established in the Define-XML document - once partial, always partial in Define (planned data type).				Item		CT/Lists/Comments

		VISITNUM datatype		In the example file VISITNUMs are Integers, but I believe it is allowed to make them float (e.g. for unscheduled visits). Is it OK to have this variation in data type between studies although they are both converted to Num when the XML is convered to SAS data sets?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT				Question		Open		Jens Langendorf		Team Review				As long as the Define-XML accurately describes the Dataset-XML it accompanies, it is allowable to use integer as the datatype for VISITNUM. In some cases, sponsors may choose to use float even through the specific study uses integer to facilitate cross study integration. The issue of how to support cross study integration will be addressed in the Implementation Guide.		Question Answered		Item		CT/Lists/Comments

		ItemOID structure		ItemOID is built as “IT.<DOMAIN>.<VARIABLE>” except for STUDYID and USUBJID. Which variables are to exclude the <DOMAIN>?			SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.5		Question		Closed		Jens Langendorf		Sam				STUDYID and USUBJID are used across domains so the domain identifier does not work for these variables.  OIDs are determined by the implementer and are not specified as part of the standard.left them out, but this is determined by implementer. See section 3.6 OIDs in the SDS-XML spec.		Question Answered		Item		CT/Lists/Comments

		Typo		Double dots at the end of last sentence.

The ItemData[Type] in the example below, ... to each case to pass schema validation..		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.1 Example with datetime values		Typo		Closed		Hajime Shimizu		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Data Length Check		Is it possible to add data length check like check of data type ? (integer, datetime, float) Some of variables in SDTM have specified length. For example, ”1" for flags and "less than 8" for --TESTCD. 
It would be nice if we have example and/or description for this kind of expansion.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		None		Suggestion		Closed		Hajime Shimizu		Sam				[Follow-up]. Such an example and discussion would fit better into an IG and we will look to add it there after the standard has been released.		Considered - No action required		Item		CT/Lists/Comments

		Namespace issue		Section 3.1 says: "The namespace URI for version 1.0.0 of SDS-XML is: http://www.cdisc.org/ns/SDS-XML/v1.0" but all examples and the further specifications state that the namespace is "http://www.cdisc.org/ns/sds/v1.0".
Probably the former is incorrect in the spec (typo).		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.1 File conformity		Typo		Select or Blank		j.aerts		Marcelina				Change ns prefix to data.		Persuasive		Item		CT/Lists/Comments

		IsReferenceData in section 4.1		In define.xml this is "IsReferenceData" instead of "ReferenceData".		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.1 Subject-Level Data		Typo		Closed		Raphael Noirfalise		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		IsReferenceData in section 4.2		In the sentence "Datasets whose metadata is described using an ItemGroupDef where the ReferenceData attribute is “Yes” should appear within a SDS-XML document within a ReferenceData element.", I would replace "ReferenceData" by "IsReferenceData" because in define.xml this is "IsReferenceData" instead of "ReferenceData".		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.2 Reference Data		Typo		Closed		Raphael Noirfalise		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		typo in scetion 4.3		In the sentence "Typed data transmission is supported using elements named ItemData[Type] where [Type] represents the ODM datatype in the corresponding the ItemDef.".

Sentence not clear. "in the corresponding the ItemDef." I would write "in the corresponding ItemDef".		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.3 Representing Data Values		Typo		Closed		Raphael Noirfalise		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Split sentence in section 4.4		For example, the DateTime datatype requires that an ISO8601 formatted date that includes seconds so for a variable representing a datetime value that is collected to the nearest minute, the ODM datatype should be specified as PartialDatetime.

I would split the sentence and put a dot between "seconds" and "so".		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4 Data Type Considerations		Suggestion		Closed		Raphael Noirfalise		Sam				Re-wrote the sentence to make it read better.		Persuasive		Item		CT/Lists/Comments

		Typo in section 4.4.1.3		Why two dots between "value" and "This" ?

In the example below the Typed Data element was adjusted to ItemDataString for VSSTRESN=”1.676E+2” to account for the alphanumeric characters found in the attribute value.. This adjustment is provided only for illustration purposes here, not present in the external example files.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.3 Example with numeric values		Typo		Closed		Raphael Noirfalise		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		StudyDataSet-XML Release Package		Both of SDS-XML v1.0 schema and ODM v1.3.2 schema are not included in the draft release package.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		 1.2 StudyDataSet-XML Release Package		Minor Issue		Closed		Ippei AKIYA		Sam				Yes, only the specification was released for Public Review since the specification is normative. The schemas and examples will be included in the final release.		Question Answered		Item		CT/Lists/Comments

		Page header		Incorrect document name is displayed in page header section. 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT				Question		Closed		Ippei AKIYA		Sam				SDS-XML is the abbreviated name for StudyDataSet-XML [note the name has been changed to Dataset-XML]		Question Answered		Item		CT/Lists/Comments

		Typo in 5.3.2		It is able to find "SDS-XML v2.0.0" in description of xmlns:sds, but I think "SDS-XML v1.0.0" is correct.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.2		Typo		Closed		Ippei AKIYA		Sam				Fixed typo.		Question Answered		Item		CT/Lists/Comments

		"Typed" representation of data might be appropriate		SDS-XML should allow either Typed or Untyped representation of dataset data, not both, because allowing the both will increase the cost of developing applications handling SDS-XML due to significant structural difference between the two, and also because benefit of allowing the both is unclear. It is understandable that the ODM allows the both because historically the ODM started with Untyped, and Typed became available later. Since the SDS-XML is a new standard, it does not have to be restricted by the history of the ODM. Allowing only the Typed representation may be preferable because it allows easier validation between Define.xml and SDS-XML, and because an application can handle SDS-XML independently from Define.xml once validated with the Define.xml, using generic XML schema validator.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		Overall		Suggestion		Closed		Masafumi Okada		Sam				Only untyped data will be supported in v1.0. We may revisit this in the future if there is demand for typed data.		Persuasive with Mod		Item		CT/Lists/Comments

		Using PriorFileOID to specify Define-XML might be confusing		Using the PriorFileOID attribute of the ODM element in SDS-XML to reference the define.xml file containing its metadata is confusing because ODM 1.3.2 defines the attribute as:
 *“This attribute gives the FileOID of the immediately preceding file in a series. Thus, a collection of files linked by PriorFileOID can be used to incrementally describe a source database.”* 
It would be more straightforward to define an extended attribute for SDS-XML to represent the reference to the define.xml		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.4		Suggestion		Select or Blank		Masafumi Okada		Sam				Changed to reference the Define-XML file. Might consider creating a new attribute in the future.		Considered for Future		Item		CT/Lists/Comments

		All regulations should be written in section 3.7		According to section 3.4, the Define-XML must be contained with the same folder of SDS-XML document. This regulation might be suitable to be written in section 3.7. Writing other implicit regulations such as “Any SDS-XML document must be a valid ODM document” in this section will help readers to understand this standard. 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.7		Suggestion		Select or Blank		Masafumi Okada		Sam				Section 3.7 says that SDS-XML must "Be well formed and conform to the XML schemas", so this covers part of your suggestion. In general, there are business rules referenced in many sections throughout the spec, and it is not practical to move them all into 3.7. Validators will use a documented set of rules, together with the schema, to document and test conformance.		Considered - No action required		Item		CT/Lists/Comments

		Use of a CDATA block would be a debatable topic		The following statement should be deleted: 
*Note that the use of CDATA blocks is discouraged consistent with commonly accepted XML best practices.* 
Use of a CDATA block is considered an option when the data is represented as Untyped (see the section 2.14 of the ODM 1.3.2 specification). Also, whether the statement is consistent with “commonly accepted XML best practices” would be a debatable topic.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4		Suggestion		Select or Blank		Masafumi Okada		Sam				Removed reference to CDATA.		Persuasive		Item		CT/Lists/Comments

		ItemGroupRef should be ItemGroupDef		[Typo] ItemGroupRef with the ReferenceData attribute 
 => ItemGroup**Def** with the **Is**ReferenceData attribute 
		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.1		Typo		Select or Blank		Masafumi Okada		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		ReferenceData attribute should be IsReferenceData		[Typo] an ItemGroupDef where the ReferenceData attribute is “Yes” 
 => an ItemGroupDef where the **Is**ReferenceData attribute is “Yes”		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.2		Typo		Select or Blank		Masafumi Okada		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Users can "adjust" which ItemData[type] element to use?		When a VSSTRESN value is “1.676E+2”, users can “adjust” which ItemData[type] element to use to match actual value? If so, “adjusted” SDS-XML document will no longer be valid document because it conflicts “ItemDef” of VSSTRESN in Define-XML. It might be better to explicitly prohibit such adjustment. 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.3		Question		Select or Blank		Masafumi Okada		Sam				Typed data will not be supported in v1.0.		Question Answered		Item		CT/Lists/Comments

		ODM does not allow simplification of hierarchy of "ClinicalData" element		The ODM 1.3.2 specification does not allow such simplification: 
*The ODM hierarchy* 
*              ClinicalData/SubjectData/StudyEventData/FormData/ItemGroupData/ItemData* 
*is simplified to* 
*              ClinicalData/ItemGroupData/ItemData.* 
Unless the ODM is revised to allow such simplification, SDS-XML does not satisfy the following ODM extension requirement and thus is not considered as truly ODM-based: 
*Removing all vendor extensions from an extended ODM file must result in a meaningful and accurate standard ODM file.* 
It is therefore recommended to define own extended elements for SDS-XML rather than using ItemGroupData element in the ODM namespace.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.2		Major Issue		Select or Blank		Masafumi Okada		Sam				Version 1.3.3 of the ODM specification and schema with support for the ClinicalData/ItemGroupData/ItemData structure will be published soon.  
		Select or Blank		Item		CT/Lists/Comments

		Typo in 2.2		It is not correct document name that "Define-XML Specification" is in the first sentense of section 2.2 References. I think "SDSet-XML Specification" is suitable.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		2.2 References		Typo		Select or Blank		Ippei AKIYA		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Typo in section 1.5.2		"accommodating" is misspelled on the third line of the section (page 5).		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.2		Typo		Select or Blank		nbrucken		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Typo in section 1.3.1		First paragraph, last sentence is missing a comma after "Standards"- should read, "On November 12, 2012, the FDA held a meeting entitled “Regulatory New Drug Review: Solutions for Study Data Exchange Standards”, the purpose of which..."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.3.1		Typo		Select or Blank		nbrucken		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Files for submission should not be compressed		In Page 34 (8.2 Appendix 2: XML File Level Considerations), The document said "SDS-XML files, like all XML files, work well with compression programs such as WinZip.". However SAS transport files for submission should not be compressed according to the "FDA Study Data Specifications - Version 2.0". For new submission process with SDS-XML can we use the WinZip? Will FDA-CDER guidance be updated? Anyway this regulatory information should be noted in the bottom of Page 34.
		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		8.2		Suggestion		Select or Blank		Masafumi Okada		Sam				The team decided to move the discussion of file size to the IG - so this section has been removed from the specification.		Question Answered		Item		CT/Lists/Comments

		empty dataset		What about empty dataset ?
I suppose they are not submitted but still present in the define.xml to show the intention to collect the data.
Then, isn't there a way to create one "empty" XML file saying that no data was collected in that domain ?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		general		Suggestion		Select or Blank		Raphael Noirfalise		Sam				There is no requirement to submit empty datasets, so this is not needed. There are other ways to identify a (note saying data submitted is empty so not included). More of a define-xml issue (how account for planned dataset that turned out to be empty). Handle the same way as an empty XPT.		Select or Blank		Item		CT/Lists/Comments

		Reference to Define-XML v2.0		Suggest adding a reference to Define-XML v2.0. You may even replace the CRT-DDS v1.0 reference by that one.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		2.2		Suggestion		Select or Blank		mkawohl		Sam				Added a referece to Define-XML versions 1.0 and 2.0		Persuasive with Mod		Item		CT/Lists/Comments

		PriorFileOID				SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT				Select or Blank		Select or Blank		mkawohl		Sam				No issue listed		Considered - No action required		Item		CT/Lists/Comments

		PriorFileOID		It is not really clear to me how to populate the optional attribute PriorFileOID. In example 3.3.1 it seems to reference the SDS-XML file for the dataset SV whereas in example 3.3.2 for the first dataset described by define.xml it refers to the define.xml. I guess another option in 3.3.2 for the first SDS-XML file of a set of files would be not to specify PriorFileOID. Section 3.4 states that PriorFileOID may be linked to the define.xml.  I suggest adding a convention how to populate PriorFileOID as a business rule to Section 5.3.2.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		Examples 3.3.1, 3.3.2, Section 3.4, Section 5.3.2		Suggestion		Select or Blank		mkawohl		Sam				duplicate - same as comment #32		Question Answered		Item		CT/Lists/Comments

		Typo in Section 3.6 OIDs				SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT				Select or Blank		Select or Blank		mkawohl						Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Typo in Section 3.6 OIDs		The example refers to ItemDef which contains variable metadata rather than dataset metadata. 
"For example, in the ItemData XML element (described in section 5.3.5) the ItemOID attribute references a specific ItemDef in the define.xml file containing the dataset metadata."
=> Replace dataset by variable		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.6		Typo		Select or Blank		mkawohl		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Awkward beginning of a sentence		"Data for any tabular data that can be described ...".
Consider rephrasing.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4		Typo		Select or Blank		mkawohl		Sam				Re-wrote the sentence to make it read better.		Persuasive		Item		CT/Lists/Comments

		Typo in 4.2.1		There is a blank before the dot which could be removed: "... for the second TA record ."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.2.1		Typo		Select or Blank		mkawohl		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		[Type] Datetime - inconsistent spelling 		"Datetime" when used as part of [Type] for ItemData[Type] elements is often spelled "DateTime" but in the examples "Datetime" is used. Please harmonize or correct the spelling as appropriate.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1		Typo		Select or Blank		mkawohl		Sam				Support for Typed data has been dropped from version 1. DateTime is used only when referring to specific XML attributes like CreationDateTime.		Considered - No action required		Item		CT/Lists/Comments

		Typo in Section 5.2		Under Usage, Business Rule(s): ".. in addition to an XML schema validation for a define.xml document ...". I suppose it should read "... for a SDS-XML document ..."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.2		Typo		Select or Blank		mkawohl		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Description of StudyOID attribute		Please add the Business Rule from the StudyOID attribute decription of element ClinicalData (section 5.3.7) to the description of the StudyOID attribute of the ReferenceData element.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.3		Suggestion		Select or Blank		mkawohl		Sam				Added the business rule.		Persuasive		Item		CT/Lists/Comments

		Usage of ItemGroupData element		I don't really understand why it says "Requirement: OPTIONAL", "Cardinality: ZERO or More" for element ItemGroupData. I'm struggling to come up with a scenario for an SDS-XML file without at least one instance of ItemGroupData. If we have an empty submission dataset it is typically not included in the submission and consequently also not included in define.xml.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.4		Question		Select or Blank		mkawohl		Sam				It is optional because it exists in either ClinicalData or ReferenceData for a dataset		Question Answered		Item		CT/Lists/Comments

		Usage of ItemData element		Please add the last sentence for Usage of ItemData[Type] element, Other Information : "Either ItemData[Type] or ItemData..." also to "Other Information" for Usage of ItemData.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.5		Suggestion		Select or Blank		mkawohl		Sam				Add the additional usage information.		Persuasive		Item		CT/Lists/Comments

		Typed data		It is not really clear to me how to populate [Type] for ItemData[Type]generate the typed data tags. Is it possible or even recommended/required that different [Types] may be used for the same variable depending on the respective data value in a given record? The reference to value level metadata in Section 4.4.1 seems to imply that this is at least an option.
However, my preference is the "untyped data" option anyway. As other commenters, I also asked myself if we really need both options "typed" and "untyped" data. 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		General		Question		Select or Blank		mkawohl		Sam				Typed data will not be supported in v1.0.		Persuasive with Mod		Item		CT/Lists/Comments

		OIDs		More should be said about the requirement of the OID match between SDS and define.  There is one sentence in the middle of the paragraph in 3.6 but it's not very clear and maybe not enough (not clear what "ItemOID attribute references a specific ItemDef" means).  Maybe need a whole paragraph dedicated to explaining this requirement.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.4, 3.6		Suggestion		Select or Blank		mmolter		Lex				A new sub-section has been added with an example and a picture with arrows or numbers to clarify what we mean by references and to show the links.		Select or Blank		Item		CT/Lists/Comments

		Wording in section 4		Paragraph 3, sentence 2:  The word "references" in the sentence "ItemGroupOID references an ItemGroupDef".  What does "references" mean?  What does it mean for an attribute to reference an element?

Next sentence:  "Data for any tabular data that can be described ...".  This should be cleaned up.

Paragraph 4, sentence 1:  "Every dataset variable value within a dataset...".  We should mention that null values are the exception to this rule.  This isn't mentioned anywhere.

Same sentence:  same issue as above - what does it mean for an attribute to reference an element?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4		Suggestion		Select or Blank		mmolter		Sam				Added a sentence about nulls as an exception. References will be addressed by a new section explaining them.		Persuasive		Item		CT/Lists/Comments

		Typos in 4.3		Paragraph 1, sentence 2:  "...in the corresponding the ItemDef."

Next sentence:  "the data element used to for a variable ..."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.3		Typo		Select or Blank		mmolter		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Typos in 4.4		Paragraph 1 sentence 2 ends with a comma and a period
Next sentence:  "Refer to section 4.3.1".  Should be 4.2.1.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4		Typo		Select or Blank		mmolter		Sam				Fixed typo.		Persuasive		Item		CT/Lists/Comments

		Introductory paragraph of 4.4.1		This paragraph is confusing.  It appears to explain why example doesn't use value-level metadata, but nowhere in the document was it ever suggested that value-level metadata be used anyway.  Should the value-level datatype be used for variables described with value-level metadata (e.g. VSSTRESC)?  If so I think we need a paragraph that explicitly addresses this, soon after the concept of typed data is first introduced.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1		Select or Blank		Select or Blank		mmolter		Team				Cut the paragraph		Persuasive		Item		CT/Lists/Comments

		Typed Data		In the explanation of typed data, in the second sentence of the first paragraph, what does "type represents the ODM datatype in the corresponding ItemDef" mean?  The define.xml ItemDef?  What does "represent" mean?  The example that follows (i.e. ItemDataInteger) would suggest that the element name includes the value of the datatype attribute, but that isn't explicitly stated, and there seems to be exceptions to that rule.  For example, in subsequent examples, there are illustrations where the element name must use "Partialdatetime" while the define.xml indicates "datetime."  Also, we see ItemdataString, but there's no "String" datatype.  Should we make clear (maybe in a table) how datatypes translate to typed data elements?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.3		Suggestion		Select or Blank		mmolter		Sam				Typed data will not be supported in v1.0.		Question Answered		Item		CT/Lists/Comments

		TAUG-Diabetes v1.0 Draft: Special Purpose Domains: Variable DMS		Variable DMS  (Disease Milestone Short Name)  might be renamed to MID to omit confusion with Demographics domain		 - Archive		5 Models for Special Purpose Domains: 		Suggestion		Select or Blank		Anja Kreis		Sam				Refers to the wrong specification document.		Considered - No action required		Item		CT/Lists/Comments

		TAUG-Diabetes v1.0 Draft: Meal Data: add compliance questions 		Meal Data: add compliance questions e.g. Grapefruit consume question 		 - Archive		6.1 ML 		Suggestion		Select or Blank		Anja Kreis		Sam				Refers to the wrong specification document.		Considered - No action required		Item		CT/Lists/Comments

		TAUG Diabetes v1.0 Draft:Device/Device Identifier question is not annotated 		Device/Device Identifier question is not annotated while  rest all are annotated. 		 - Archive		3.2.3 Example CRF 3		Select or Blank		Select or Blank		Anja Kreis		Sam				Refers to the wrong specification document.		Considered - No action required		Item		CT/Lists/Comments

		TAUG-Diabetes v1.0 Draft: AGYN variable is used twice		it looks like AGYN variable is used twice (or similar question is present twice)		 - Archive		3.2.3 Example CRF 4		Typo		Select or Blank		Anja Kreis		Sam				Refers to the wrong specification document.		Considered - No action required		Item		CT/Lists/Comments

		In CDISC SDS already stands from Submission Data Standards		Using the same abbreviation to mean something else is going to cause confusion		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		Overall		Select or Blank		Select or Blank		Richard Marshall		Team				Changed to Dataset-XML		Persuasive		Item		CT/Lists/Comments

		Wording		Remove ", respectively" from the end of the third sentence - it is not requirement as the transfer method is specified with each of the transfer types		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.3.1		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		"setup, operation, analysis, submission" of what?  "long term retention" of what?  This sentence doesn't make sense.  Change to something like "The model includes all of the information that needs to be shared among different software systems during the setup, operation, analysis and submission of study data and metadata, or is to be packaged for long term retention as part of a study archive."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.1, 1st paragragh, third sentence		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive with Mods		Item		CT/Lists/Comments

		Wording		Start a new paragraph for the sentence beginning "Numerous examples...".  Otherwise, "this document" appears to refer to the ODM document		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.1, 3rd paragraph		Suggestion		Select or Blank		Richard Marshall		Sam				Uodated the text		Persuasive		Item		CT/Lists/Comments

		Non-clinical vs nonclinical		Both "non-clinical" and "nonclinical" are used in the document.  Please change to use only one of these throughout the document.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		Throughout		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to "This type of study is typically related to animal testing as part of pre-clinical (pre-Phase 1) trials".  The previous sentence only refers to one type of study ("nonclinical") and "pre-clinical trials" are not "clinical trials"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.3, 3rd sentence		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Abbreviations		Remove the "s" from the end of the definitions for CRF and CRT:

CRF     Case Report Form
CRT     Case Report Tabulation		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		2.1		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		SDTM definition		Change to "Study Data Tabulation Model - developed by CDISC for the purpose of submitting ***study data*** tabulations to the United States Food and Drug ***Administration***"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		2.1		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to "Note that these namespace prefixes are used throughout this document and are recommended as best practice ***both*** to make it easier for users to understand and implement SDS-XML, and ***to*** aid in the comparison of documents"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		3.1, 4th paragraph		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Consistent terminology		Files containing clinical data or reference data in SDS-XML format are referred to variously as "SDS-XML files", "SDS-XML data files" or "SDS-XML documents" in the document.  It would help if a consistent term could be used throughout		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		Throughout		Suggestion		Select or Blank		Richard Marshall		Sam				Dataset-XML can be both a file and a document. The internal structure is a document structure. The text is now more consistent in how it uses file and document.		Persuasive		Item		CT/Lists/Comments

		Typo		Change "set" to "sets": "Two complete sets..."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4, 6th paragraph, 1st sentence		Typo		Select or Blank		Richard Marshall		Sam				Uodated the text		Persuasive		Item		CT/Lists/Comments

		Typo		Change "provide" to "provides": "The revised define.xml document provides metadata..."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4, 6th paragraph, last sentence		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to "When the datasets are delivered using SDS-XML, any SDTM, ADaM or SEND validation tool is expected to report the same warnings as it would when the datasets are delivered using SAS XPORT Transport Format or any other data representation format."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4, 8th paragraph		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		For 4.1.1, referring to the "first" and "second" records in the Adverse Event dataset is confusing given that ItemDataGroupSeq indicates that the records shown in the example are actually the first and 16th records in the Adverse Event dataset.  It would be clearer to reword as something like "The example below corresponds to the AE dataset and shows two of the Adverse Event records (records 1 and 16, as indicated by ItemDataGroupSeq).  Of the two records shown, the first contains 16 item data values and the second contains 15 item data values".

The same is true for section 4.2.1, which would benefit from similar rewording		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.1.1 / 4.2.1		Suggestion		Select or Blank		Richard Marshall		Sam				Re-worded the text to make it clearer.		Persuasive		Item		CT/Lists/Comments

		Example data		In the first record, I would not expect to see AESTDY populated as AESTDTC contains a partial date.  This is distracting, so please either make the data complete for the example (though this would make the data inconsistent with its original source), remove the AESTDY ItemData element or use a different record.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.1.1 example data		Suggestion		Select or Blank		Richard Marshall		Marcelina				Updated examples.		Persuasive		Item		CT/Lists/Comments

		Typo		Change "metdata" to "metadata"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1, 1st paragraph, last sentence		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Typo		Missing "the".  Change to "The schema will provide an error when a data value is defined as ItemDataDateTime as per its metadata definition “datetime” and ***the*** datetime value is partial or incomplete..."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.1, 2nd paragraph, 1st sentence		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to "In the ***second highlighted rows of the*** example below..." for clarity		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.3, 1st paragraph, 4th sentence		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		ItemDataDouble not ItemDataString		Wouldn't it be more appropriate to use ItemDataDouble instead of ItemDataString when VSSTRESN=”1.676E+2”?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.3		Question		Select or Blank		Richard Marshall		Sam / Marcelina				Not supporting typed data in version 1.0		Persuasive with Mods		Item		CT/Lists/Comments

		Wording		Change to "This adjustment is provided only for illustration purposes here, ***and is*** not present in the external example files"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.3, 1st paragraph, 5th sentence		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to "The XML header indicates that the remainder of the file is XML and specifies ***the*** character encoding it uses"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.1, 2nd sentence		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to something like: 

"The ReferenceData element contains non-subject data for a single dataset defined in the Define-XML document.  Examples include the SDTM Trial Elements (TE) or Trial Inclusion/Exclusion (TI) domain datasets."		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.1, 1st paragraph		Suggestion		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Typo		Change all occurrences of "See the ODM specification section 2.11 OID considerations" to "See the ODM specification section 2.11 ***for*** OID considerations".

Note: sometimes the "for" is not displayed because word wrapping is not working correctly within the attribute table cells		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		Throughout		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Typo		Change to either:

"...within either the ClinicalData or ReferenceData element" (no s on element)

or

"...within either ***of*** the ClinicalData or ReferenceData elements"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.4, 1st paragraph, 2nd sentence		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Empty datasets		A Requirement of "Optional" and a Cardinality of "Zero or More" implies that it is possible to represent empty datasets in SDS-XML.  Is this intentional?  Empty datasets are usually not included in submissions, but I guess there may be other use cases for SDS-XML where empty datasets might be required.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.4, Usage		Question		Select or Blank		Richard Marshall		Sam				Note - empty datasets not required for submission; optionality is needed to support data in either section (ReferenceData or ClinicalData) but not the other		Question Answered		Item		CT/Lists/Comments

		Blank records		A Requirement of "Optional" and a Cardinality of "Zero or More" implies that it is possible to represent entirely blank records in SDS-XML.  Is this intentional?  I do not think there is any value in including entirely blank records in any dataset		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.5, Usage		Question		Select or Blank		Richard Marshall		Sam				This is set in Define-XML. This cardinality matches ODM.		Question Answered		Item		CT/Lists/Comments

		Typo		Either add a colon to the end of "Usage" or remove the colons from all other values in the first column		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		All element tables		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		ItemOID		It says "ItemOIDs are required to be unique within the containing ItemGroup".  Shouldn't this really be "ItemOIDs are required to be unique within the containing ItemDataGroup"?  The definition of unique ItemRefs within a DataGroup is part of the Define-XML specification.

The business rule is stated as "An ItemDef element with the same OID must be in the corresponding define.xml".  Isn't there also a requirement that the ItemGroupDef in define.xml with OID=ItemGroupOID contains an ItemRef with the same ItemOID (i.e. there is a matching variable in the dataset definition in define.xml)?		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.5/5.3.6, Attribute Table, ItemOID Description		Question		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Formatting		The underlining should not extend past the end of the sentence		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.6, 1st paragraph, 2nd sentence		Typo		Select or Blank		Richard Marshall		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Wording		Change to "To ensure that the Define-XML accurately represents the metadata for the split dataset files, refer to ***Define-XML*** specification section 5.3.10" for clarity.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		8.2, 4th paragraph, 2nd sentence		Suggestion		Select or Blank		Richard Marshall		Sam				Removed from the spec. Will become part of an IG.		Persuasive with Mods		Item		CT/Lists/Comments

		Not only for SDTM IG or other clinical-only data.		"This specification describes the standard StudyDataSet-XML model that is used to provide clinical datasets in an XML format."
SEND is for non-clinical datasets.  Please expand this statement to includ SEND.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.1 Purpose of this document		Minor Issue		Select or Blank		hwilliam		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		non-SDTM IG dataset splitting		section 4 indicates that SDTM datasets might be split. Is SDTM IG intended here?  

Section 8.2 references the SDTM IG for details on how to split a dataset, but since typed datasets are larger and submission practises often do not permit data compression to be used, datasets governed by other standards may also need to be split.  Please make this less specific to SDTM IG 		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		section 4 and 8.2		Minor Issue		Select or Blank		hwilliam		Sam				Updated the text.		Persuasive with Mods		Item		CT/Lists/Comments

		Pckg-Content		The draft package does not include SDS-XML schema or ODM schema as indicated in the list. Is it supposed to? If so, please include these items.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.2		Question		Select or Blank		wfriggle		Sam				It was not included with the draft, but will be included with the final publication.		Question Answered		Item		CT/Lists/Comments

		Link-to-ODM		The link goes to a non-existent www.cdisc.org/sdtm-xml url in both paragraphs 2 and 3		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.1		Minor Issue		Select or Blank		wfriggle		Sam				The website will be updated		Persuasive		Item		CT/Lists/Comments

		non-clin-consistency		use either "nonclinical" (or "non-clinical") consistently throughout the document. Currently mixed use. "Nonclinical" would be consistent with SEND IG.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		1.5.3		Suggestion		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		double-periods-p21		There is an extra period on the second to last sentence		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.3		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		business-rule-text-p24		current business rule text, "…for a define.xml document…" should be changed to, "…for an SDS-XML document to be considered…"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.2		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		xnlns:sds-Description-column-p26		current Description column text, "…SDS-XML v2.0.0. While "sds:" is the suggested prefix for the Define-XML namespace…" should be changed to, …SDS-XML v1.0. While "sds:" is the suggested prefix for the SDS-XML namespace… (note 2 typos)		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.2		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		ItemOID-Description-column-p30		current Description column text, "Unique Identifer for the ItemDef containing the variable meatadata." should be changed to, "Unique Identifier for the ItemDef containing the variable metadata." (note 2 typos)		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.5		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Element Xpath-p30		current Xpath text, "/ODM/ClinicalData/ItemGroup/Data/ItemData" should be changed to, "/ODM/ClinicalData/ItemGroup-Data/ItemData"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.6		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		ItemOID-Description-column-p31		current Description column text, "Unique Identifer for the ItemDef containing the variable meatadata." should be changed to, "Unique Identifier for the ItemDef containing the variable metadata." (note 2 typos same as 5.3.5)		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		5.3.6		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		ItemDataIncompleteDate		None of the examples within this specification use ItemDataIncompleteDate. An example of when to use ItemDataIncompleteDate would be helpful.		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		4.4.1.2		Typo		Select or Blank		wfriggle		Marcelina				Updated examples.		Persuasive		Item		CT/Lists/Comments

		Missing-Schema-Components		The table in 8.1 should also list:
sds1-0-extension.xsd, and
sds1-0-ns.xsd		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		8.1		Typo		Select or Blank		wfriggle		Sam				Updated the text.		Persuasive		Item		CT/Lists/Comments

		Erroneous-capital-E-p34		Last sentence in paragraph that is 3rd from the bottom should be changed from, "For Example…" to "For example…"		SDS-XML 1.0 DRAFT - SDS-XML 1.0 DRAFT		8.2		Select or Blank		Select or Blank		wfriggle		Sam				Moved the text to a future IG.		Considered - No Action Required		Item		CT/Lists/Comments
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