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[bookmark: _Hlk56200678]Rationale

	[bookmark: _Hlk56201149]The APEC Regulatory Harmonization Steering Committee (RHSC) aims to promote regulatory convergence and cooperation among APEC economies. This data standards roadmap outlines the strategy for developing and implementing standardized training for key data standards that may cover the entire lifecycle of medicinal products. The goal is to ensure consistency, quality, and interoperability across different regulatory jurisdictions. Through a phased and prioritized approach focused on awareness, implementation, harmonization, and continuous improvement, this roadmap seeks to achieve a harmonized regulatory environment that supports the efficient and effective delivery of training content across APEC economies.
Specifically, the successful implementation of the roadmap will:
1. Promote Understanding and Adoption of Data Standards:
· Enhance awareness and understanding of international data standards among APEC economies.
· Foster the adoption of these standards to improve regulatory processes and public health outcomes.
2. Facilitate Harmonization and Interoperability:
· Achieve harmonization of data standards across APEC economies.
· Ensure interoperability of regulatory information systems for efficient data exchange.
3. Support Training and Capacity Building:
· Develop and implement training programs to build capacity in understanding and utilizing data standards.
· Provide continuous learning opportunities and support for regulatory professionals.
4. Drive Implementation and Continuous Improvement:
· Support the implementation of data standards in regulatory processes.
· Encourage continuous improvement and updates of data standards to keep pace with technological advancements.







Scope

	This multidimensional roadmap will focus on a prioritized set of key international data standards, encompassing multiple standards and multiple phases.  Key standards include, but are not limited to:
· ISO Identification of Medicinal Products (IDMP): Ensures unique identification and description of medicinal products across regions.  Key aspect is the Pharmaceutical Product ID when implemented will have a major impact on global pharmacovigilance, mitigation of drug shortages, cross-border healthcare, as well as enabling consistent and standardized exchange of information.

· Electronic Common Technical Document (eCTD): Facilitates electronic submission of regulatory information (CMC, nonclinical and clinical) in a standard format and structure. The electronic message specification provides for the transfer of files and metadata from a submitter to a receiver, e.g., sponsor to regulator.  

· Clinical Data Interchange Standards Consortium (CDISC): Standardizes clinical and nonclinical data to facilitate the collection, processing, analysis, reporting and submission to regulatory authorities. 


· International Council for Harmonization (ICH):  Guidelines, e.g., E6, E8, E9, E20, and M11, provide good clinical and statistical practices for the conduct clinical trials and other regulatory requirements.

· Clinical and Nonclinical Terminologies: Ensures consistent use of medical terminology (e.g., MedDRA, SNOMED, CDISC CT) in pre- and post-market regulatory submissions across jurisdictions.


Note 1: Standards listed above, along with others, will be prioritized for the development of training materials, delivery, and assessment. Managing multiple data standards simultaneously may not be feasible; therefore, there will be a staggered approach to their development, delivery, and evaluation. Note 2: This roadmap uses the IDMP standards as an example of a proposed training program structure.




   





Process
Phase 1: Awareness and Initial Adoption 
1. Data Standards Awareness 
· Conduct workshops, webinars, and seminars to introduce the importance and benefits of data standards.
· Publish informational materials and case studies highlighting successful implementations.
2. Baseline Assessment
· Perform a baseline assessment of current data standards adoption and readiness among APEC economies.
· Identify gaps and areas for improvement.
· Prioritize the key international data standards based on the assessment.
3. Initial Training Programs
· Develop introductory training modules for the identified key data standard area.
· Offer online and in-person training sessions.
4. Establishment of Working Groups
· Form working groups to focus on specific data standards, comprising regulatory authorities, industry representatives, and technical experts.
Phase 2: Implementation and Harmonization 
1. Pilot Projects
· Initiate pilot projects in a select economy(s) to test and refine the implementation of data standards training.
· Document and share best practices and lessons learned.
2. Advanced Training and Workshops
· Expand training programs to include advanced modules and hands-on workshops.
· Provide specialized training, as needed, for IT professionals on system integration and data management.
3. Harmonization Efforts
· Promote collaboration among APEC economies and the international community to harmonize data standards.
· Develop guidelines, as needed, for ensuring consistency and interoperability across regions.
4. Stakeholder Engagement
· Engage with industry stakeholders to encourage coordination of data standards training.
· Facilitate public-private partnerships to support implementation efforts.


Phase 3: Evaluation and Continuous Improvement 
1. Evaluation and Feedback
· Conduct evaluations to assess the impact of data standards training.  
· Collect feedback from stakeholders to identify areas for improvement.
2. Continuous Learning and Support
· Establish a continuous learning platform to provide ongoing education and support.
· Update training materials and resources regularly to reflect the latest developments and best practices
· Attachment 1: Core Curriculum
· Attachment 2: Library of internationally recognized standards upon which Core Curriculum is based.
· Attachment 3: Listing of endorsed Pilot and formal CoEs
· Attachment 4: Listing of KPIs (if available)
· Attachment 5: PWA CoE Steering Committee members.











Attachment 1
Data Standards PWA
Example of a Core Curriculum for IDMP
Date of Last Endorsement: New

Training Objectives
The desired behavior changes for the intended audience, for example,  Identification of Medicinal Products (IDMP)

	· Explain the ISO IDMP standards and their key components.
· Describe the benefits of globally implemented ISO IDMP standards.
· Illustrate the impact of global ISO IDMP identifiers on different use cases in the medicinal product lifecycle.
· Recognize the role of global ISO IDMP identifiers in data exchange of medicinal product information.
· Demonstrate an understanding of regional and global ISO IDMP implementation requirements.
· Analyze local or regional standards to determine conformance to ISO IDMP standards.
· Explain the roles of regulators, industry, and maintenance organizations in implementing and using ISO IDMP standards.
· Achieve at least an 80% understanding rate among participants as measured by pre- and post-training assessments.





















Curriculum
The required elements based on relevant international standards and guidelines from the roadmap that are needed in order to meet the training objectives (e.g., prerequisites to understanding certain concepts)


	
 Proposed Training Modules

1: Introduction to ISO IDMP Standards
2: Benefits of Globally Implemented ISO IDMP Standards
3: Role of Global ISO IDMP Identifiers in Data Exchange
               4: Impact of Global ISO IDMP Identifiers on Different Use Cases
 5: Understanding Regional and Global ISO IDMP Implementation Requirements
 6: Analyzing Conformance to ISO IDMP Standards
 7: Roles of Regulators, Industry, and Maintenance Organizations


















Attachment  2
Library of Internationally Recognized Data Standards & Related Organizations
Date of Last Endorsement: New

	Clinical Data Interchange Standards Consortium
CDISC Study Data 

International Coalition of Medicines Regulatory Authorities (ICMRA)
Pharmaceutical Quality Knowledge Management System (PQKMS)

International Council on Harmonization
E2B(R3) Electronic Transmission of ICSRs
M8 Electronic Common Technical Document (eCTD)

International Pharmaceutical Regulators Programme (IPRP)
IDMP Working Group Frequently Asked Questions

International Organization for Standardization
ISO 3166-1 Codes for the representation of names of countries and their subdivisions — Part 1: economy code
ISO 11238 Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of regulated information on substances
ISO 11239 Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of presentation, routes of administration and packaging
ISO 11240  Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of units of measurement
ISO 11615 Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of regulated medicinal product information
ISO/TS 19844 Health informatics — Identification of medicinal products (IDMP) — Implementation guidelines for ISO 11238 for data elements and structures for the unique identification and exchange of regulated information on substances
ISO/TS 20440 Health informatics — Identification of medicinal products — Implementation guidelines for ISO 11239 data elements and structures for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of presentation, routes of administration and packaging
ISO/TS 20443 Health informatics — Identification of medicinal products — Implementation guidelines for ISO 11615 data elements and structures for the unique identification and exchange of regulated medicinal product information
ISO/TS 20451 Health informatics — Identification of medicinal products — Implementation guidelines for ISO 11616 data elements and structures for the unique identification and exchange of regulated pharmaceutical product information
Global IDMP Working Group
 https://gidwg.org/
Uppsala Monitoring Centre
 https://who-umc.org/idmp/







Attachment 3
Data Standards PWA
Endorsed Pilot & Formal APEC Training Centers of Excellence for Regulatory Science
Date of Last Update: New

	Status (Pilot/Formal)
	CoE Host Institution
	Date of Endorsement

	 
	 
	 

	 
	 
	 

	 
	 
	 

	
	
	

	
	
	

	
	
	

	
	
	









Attachment  4
Data Standards PWA
Key Performance Indicators
Date of Last Update: New

Operational Measurements (e.g., IDMP)
Key performance indicators (KPIs) that track the inputs, process, and outputs of the PWA.

 Input KPIs
1. Training Participation
· Number of participants in basic and advanced training sessions.
· Diversity of participants across APEC economies.
2. Resource Allocation
· Amount of funding and resources allocated to training and implementation efforts.
· Availability of training materials and tools.
Process KPIs
1. Training Delivery & Evaluation
· Number of training sessions conducted.
· Quality of training sessions based on participant feedback.
Output KPIs
1. Knowledge Acquisition
· Pre- and post-training assessment.
· Improvement in participant understanding of data standards.
2. Standards Adoption
· Number of APEC economies adopting or planning to adopt an international data standard.   
· Level of conformance to international data standards.






Strategic Measurements
Key performance indicators (KPIs) that track progress towards the strategic goals of the PWA, focusing on the PWA’s intended/desired results.

Outcome KPIs
1. Regulatory Efficiency
· Assess the potential for increased in regulatory review efficiency due to standardized data.
· Survey improvement in the quality and consistency of regulatory data submissions.
2. Stakeholder Engagement
· Number of stakeholder APEC economies involved in data standards training.
· Number of regulatory and industry stakeholders involved in the data standards training.
Impact KPIs
1. Public Health Outcomes
· Assess the potential improvement in regulatory public health outcomes.
· Assess the potential ability to manage drug shortages and ensure supply chain integrity.
2. International Cooperation
· Assess the potential to increase in cross-border regulatory cooperation and data exchange.
· Assess the progress towards regulatory convergence among APEC economies.






Attachment  5
Data Standards PWA
Proposed PWA CoE Steering Committee Members
Date of Last Update: New

	Full Name
	Title
	Affiliation
	Economy
	Role

	Ron Fitzmartin
	Sr. Advisor, Office of Regulatory Operations, Data Standards Branch, CBER
	USFDA
	USA
	PWA Champion
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