IRISS-Forum Concept Paper

Topic Group: Global Submission Operations

Problem Statement

The ICH eCTD standard, published in 2002, has made a positive impact, for both industry and regulators,
on the ability to efficiently manage and review electronic regulatory submission information. Despite
the eCTD standard being a tripartite ICH initiative, it has provided the foundation for advancing the
acceptance of electronic regulatory submissions at Health Authorities around the world. With this
expansion have come additional guidance and local Health Authority requirements that continually
bring about new challenges for industry and vendors. In addition to the impact of different regulatory
processes, there are also interpretive and implementation differences which have led to numerous
inconsistencies in the operational practices of building and managing eCTD submissions. Differences in
the capabilities of building and viewing tools have also led to variance in the usage of the standard as
well as confusion regarding the proper usage of the eCTD standard.

Issues to Be Addressed
The Global Submissions Operation Group will primarily focus on the discussion and identification of
approaches to documentation and dossier creation as well as global standards which maximize the
reuse of information across markets. The group will also seek to identify and address the issues arising
from:
1. Inconsistencies across Health Authority implementations of the common CTD structure
(modules 2-5) (e.g., placement, granularity), and the resulting impact on Regulatory
Operations (e.g., inability to establish global operational standards and best practices).

2. Utilization of Alliance Partners (e.g., business/process interoperability; discrepancies in
granularity, etc), excluding technical solutions or technical interoperability.

3. Differences in regulatory procedures and format types (eg, DCP/MRP/National procedure,
ASEAN, etc).

4. Direction differences of Health Authorities and/or regional implementations. This forum
will enable Health Authorities to provide feedback on submission issues and/or trends.

5. Implementation of global standards and submission issues/trends, including multi-
disciplinary issues, e.g., Patient Safety reporting, adverse events, SDTM.

Background to the Proposal

Historically, regional implementation working groups (e.g., the PhRMA ERS-sanctioned eCTD Task
Group) have provided a forum for the discussion of eCTD implementation issues and development of
best practices but the scope of those teams was generally limited to local regulatory submission issues.



As companies have transitioned away from paper to fully electronic processing of information, the
advantages of an electronic work environment have supported globalization of documentation and
submission publishing activities and investment in a single technical environment to manage and
support these activities. The further breakdown of the regional silo approach to submission publishing
has led to harmonized systems and processes on a global level. Thus, it is essential that we expand the
scope of such working groups to include all submission formats and processes/procedures for all
regions.

This forum will allow membership to include more global participation than the former working groups
and provide the opportunity to take a more international perspective on regulatory submission
preparation and management while maintaining the collaboration and knowledge sharing that has
made the earlier groups successful.

Type of Topic Group Proposed

The group will be open to all interested representatives from industry, vendor community, and Health
Authorities across all regions. The group is envisaged to include more industry representatives.
Meetings will be held monthly, on an agenda-driven basis. The frequency of meetings may change
depending on the urgency of topics to be covered. Meeting minutes will be recorded and posted, and
will be in the format of summary, agreements, and specific actions. Questions and Answers can be
proposed, answered, and/or tracked via available IRISS technology platforms.

Logistics

The team will be led by a committee of five:

Scott Cleve —Astellas

Lois Householder — Lundbeck

Dominique Legrave —NovoNordisk

Tracy Naughton — AstraZeneca (Topic Group Lead)
David Ross —AstraZeneca

Leadership will alternate depending upon meeting topics and schedules.

IRISS Promotion

Another goal of the Global Submissions Operations Group is to promote the value of IRISS. It is intended
that IRISS will be a single voice through which all members (brand and generic drug, biotech, device, and
animal health product manufacturers, software vendors, consultants, and regulators) can discuss critical
issues.



