Comments regarding the tech specification (I did not have enough time for a thorough review)
[image: image1.png]B.3 Annotation Properties
Table 11: Annotation Properties

Term

Definition

Code

Abbroviation

Proferred Abbreviation of term name.

caz610

who defines those? can
they be used for trial
posting or in an ectd
envelope?




[image: image2.png]Country Code | Name of country using ISO 3166-1 alpha-3 country codes- c20108

Examplo. USA eCTD uses ISO3166-1 alpha 2; why 3

Basic Audit Trail for TMF?

Basic Audit Trial: type of change must

Created By | Indicates the usemame of the person who brought the fem into N
ca2628 be in the basic audit trail as well as

existence.

Modiied By | Indicates the usemame of the person who changed an fem. cazezs Wwhat object was changed

Classification

Content Type | The name of the Content Type such as ‘CV.! A Content Type is
Name reusable collection of metadata, workflow, behavior, and other 115090
seliings for a category of tems i slecironic content material





[image: image3.png]Term Definition Code
eCTDIem | An electronic content item and its associated electronic record
thatis targeted for inclusion in an Electronic Common Technical | X90010

Document. Valid values are Yes/No..

Opportunity to map to edm ref model
and ectd by introducing two other
terms that captures the ectd node
and edm reference id respectively
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This section discusses General Metadata (obtained from pubic terminology resources and metadata
vocabularies) that can be used in OASIS oTMF ontologies. Terms presnted in Table 10 aro from the.
Dublin Core Project (4],

Table 10: General Metadata in Dublin Core

Term Definition Code
Desaription | An account of the resource or content tem. X90005
Location ‘A spatial region or named place. X90008,
Tite A name given lo the resource or content tem. X90007
Type The nature or gonre of the resource or content flom. X90008

these are too generic and
would require further context
(location of what? sponsor?
trial execution? IRB?...)




[image: image5.png]Cross Reference

Optional Code indicating mapping of term to an external term In
anothor place (if more than one, each code separated by semi-
colon)

ca3621

should be a
repeating group;
same comment for
Regulation




[image: image6.png]Term Source

An indicator of the particular group or agency that supplied a
specificterm.

ca3822

need source term name, version, and term date; also
consider the need to be able to keep terminology in
sync with a changing external standard
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In the OASIS €TMF Standard, the document version tex! values follow the same formating that is familiar
and commanly implemented in software and in other health science standards: Major Version. Miner
Version. Version numbering text is an integor value separated by a period, without loading zeros. Thero
can be 2 new Major version every time the documentcontent item changes. There can be a new Minor
version every time the metadata changes.

Within the OASIS eTMF archives, content item version management shall be application specific to
provide application flexibilty. However, for consistent content item exchange, version number text
formatting should bo implementad using the OASIS eTMF documant version numbering policies (based
on NCI/CDISC/FDA/BRIDG definition: C93816):

1

Each document Major version number is an inleger starting at ‘1" and is incremented by 1. The
first instance, o the original content item, should ahways be valued as ‘1. The version number
value must be incremented by one when a document is replaced, but can also be incremented
more afton to mest applcation specific requirements.

Different versions of the same document belong to the same Gontent Type group.

The document Minor version number would be an integer starting at ‘0’ and incrementing by 1.
The first instance of an original document with no minor version should always be valued a3 1.0,
wher Dindicates that no minor version exists

Documents with a change to the metadata values would require a minor version. The first minor
vorsion for a 1.0 documont would be indicated s 1.1, SucGossive changes o any of tho
document's metadata would increment the Minor version by 1. For example 1.2 indicates major
version 1 and minor version 2. The Minor version number value must be incremented by one
when a document's metadata is changed, but can also be incremented mre often to meet the
application specific requirements.

this is missing two considerations:
approval vs drafts (lifecycle) and
metadata only vs content change (which
includes cases where metadata are
exchanged with the content which then
constitutes a content change); first
approved version is a 1.0 but first
content version is a 0.0; metadata
changes do not require versioning if the
content was not changed




[image: image8.png]hitp:flww fda goviDrugs/ eCTD is based on the CTD which is an ICH not

Elactronic Common Tochnical Documont: fs DevelopmentApprovalProc
ecTD CDER/CBER's standard format for FDA approved ess/FormsSubmissionReq FDA standard; It was developed by the
electronic reguiatory submissions oo International Conference on Harmonisation (ICH)

ary Group 2 Expert Wol g Group




