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When Ennov releases a new version of Ennov InSight, they issue Release Notes which explain the new

features and updates. The Ennov Business Consulting Team reviews the Release Notes against each Best
Practice to determine any impact to the document:

e Impact = Release notes-documented upgrade changes this Best Practice
e No Impact = Release notes-documented upgrade changes do not affect this Best Practice

When Release Notes impact Best Practice documentation, Ennov recommends that clients review the entire
Release Notes for a full understanding of all changes associated with this Best Practice documentation.

Software Release/ Revision Summary of Change(s) (Refer to Release Notes for Full

Version Date Description)

v7.3.1 28-Jun-2024 Update Best Practice for Ennov rebranding & for v7.3.1 — No
Impact

v7.2 20-Jun-2023 Update Best Practice for v7.2 — No Impact

v7.1 13-Jan-2022 Update Best Practice for v7.1 — No Impact

v7.0 25-May-2021 Update Best Practice for v7.0 — Impact
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3 Maintaining Currency with Specifications

All XML Definition files (.zip files including the DTDs, Schemas, stylesheets and publishing rules) should be
managed in a central location in your repository.

When released, the latest specifications at the time of release will be included with the software. Upon
release of new specifications, will conduct an analysis of the impact of the specification, whether compliance
to the new specification simply requires pointing to the latest XML Definition file, a change to the assembly
structure, or more detailed software changes. Once completed, an expected time frame to provide any
updates necessary to comply with the new specifications will be announced via User Alert.

If a new XML Definition file is all that is required, these can be imported into the repository and the
administrator can add the new files to the list of available XML Definition Files through Data Administration.

Users may then update their Assembly templates to use the latest XML Definition Files for any future
Assemblies created using the templates. For any in-progress Assemblies, these may also be updated to use
the latest XML Definition Files. However, users will need to make a decision whether they wish to use the
latest XML Definition Files or continue with the older specification.

Regulatory Authorities have indicated that there is some flexibility in timing of adoption of new
specifications, acknowledging the time frame necessary to update systems, so the decision to modify on-
going assembilies to use the latest specification will depend on planned submission timing and the scope of
changes in the new specification. will make its best effort to provide general recommendations for using the
latest specifications, but emphasizes that it is always best for sponsors to consult with their Regulatory
Authorities for specific questions and issues.
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