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CHAPTER 1:
Introduction
In the dynamic world of life sciences, change is the only constant. Among these, the 
IDMP (Identification of Medicinal Products), and SPOR (Substance, Product, Organization, 
and Referential), systems emerge as key compliance landmarks. These standards are 
designed to ensure the safety and efficacy of medicinal products, but they also introduce 
new complexities for organizations working to achieve compliance. 

In this eBook, we explore the intricate paths of regulatory compliance, focusing on the 
complexities of IDMP, and SPOR, their implementation, and the urgency for proactive 
action. This resource illuminates their potential risks of complacency and the opportunities 
that compliance presents. 

With an in-depth look at compliance and the benefits of proactive engagement, this 
eBook arms you with insights to navigate the ever-changing regulatory environment. 
We will discuss how a strategic approach to compliance can serve as a springboard for 
operational excellence and sustained success. 

So, are you ready to embark on this journey? Let’s delve into the world of compliance 
and uncover the path to innovative growth in the life sciences industry. Your journey to 
seamless compliance starts now. 



CHAPTER 2:  
Understanding the Need 
for IDMP  
 
Definition and Overview

Identification of Medicinal Products (IDMP) is a set of global standards and guidelines 
developed by the International Organization for Standardization (ISO) aimed at the 
clear and unique identification of medicinal products. These standards are centered 
around data harmonization and semantic interoperability and facilitate a more robust 
exchange of information among regulatory agencies, pharmaceutical companies, and 
healthcare providers. 
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The Global Standards and  
Regulations behind IDMP

The international standards for IDMP are developed 
and maintained by ISO (International Organization 
for Standardization). The five core ISO standards  
governing IDMP include: 

 › ISO 11238 for Substances

 › ISO 11239 for Pharmaceutical Dose Forms, 
Units of Presentation, Routes of Administration, 
and Packaging

 › ISO 11240 for Units of Measure

 › ISO 11215 for Medicinal Product Information

 › ISO 19844 for Organizations 

These standards were primarily adopted to har-
monize the identification of medicinal products on 
a global scale, promoting accurate communication 
and data exchange among stakeholders.  

Regulatory Agencies and IDMP
In terms of regulation, the European Medicines 
Agency (EMA) has been at the forefront, making it 
mandatory for pharmaceutical companies operating 
within the European Union to comply with IDMP 
standards. In the United States, the Food and Drug 

Administration (FDA) is actively working towards 
the same goal. The FDA aims to align its Substance 
Registration System with the IDMP substance model 
for more streamlined data management. 

Health Canada is also exploring the adoption of 
IDMP standards to harmonize its regulatory envi-
ronment with global requirements. Though timelines 
are still under discussion, the objective is to facilitate 
easier data exchange internationally. 

In Asia, Japan's Pharmaceuticals and Medical Devices 
Agency (PMDA) is likewise moving towards align-
ment with IDMP standards. While timelines and 
implementation phases may vary, the push for IDMP 
standardization in Japan underscores its importance 
for data consistency and international collaboration 
in drug regulation.

ICH Involvement 
It’s also noteworthy that the International Council  
for Harmonisation of Technical Requirements for  
Pharmaceuticals for Human Use (ICH) is actively  
involved in aligning these ISO standards with its  
own guidelines. This effort ensures a harmonized  
implementation of IDMP standards on a global  
scale. These standards and regulations have  
essentially turned IDMP compliance into a global 
requirement, marking a new era of transparency, 
traceability, and harmonization in the pharmaceutical 
and healthcare industry.
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Significance in the Healthcare Industry 

The significance of IDMP in the healthcare indus-
try is profound, and it influences multiple facets  
of healthcare delivery. 

Firstly, the IDMP standards facilitate the pre-
cise identification and description of medicinal 
products, which in turn enhances patient safety. 
Each product can be traced through its entire 
life cycle - from production, through distribution, 
to the end consumer. This ensures transparency 
and traceability, enabling quick responses to any 
adverse events or recalls, and it helps prevent the 
use of counterfeit or substandard medicines. 

Secondly, IDMP serves as a universal language in 
the healthcare sector, fostering better communi-
cation and data sharing among various stakehold-

ers such as healthcare providers, pharmaceutical 
companies, regulatory bodies, and patients. In a 
world where cross-border medical consultation 
and treatments are becoming increasingly com-
mon, IDMP aids in the seamless exchange of crucial 
medication-related information. This can be partic-
ularly vital in dealing with global health crises, for 
example, managing the distribution and usage of 
vaccines during a pandemic. 

Finally, it plays a pivotal role in facilitating phar-
maceutical research and development. By stan-
dardizing the classification of medicinal products, 
it streamlines the data analysis and interpretation 
in clinical trials, drug discovery, and post-market 
surveillance, thereby expediting the introduction  
of novel therapies to the market.

The  
Lifecycle of  
a Medicinal  

Product
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Research & Development
Initial stage involving substance  

identification and clinical research 

Distribution
Getting the product to 

various markets and pharmacies 

Regulatory Approval
Submission of regulatory dossier  

for marketing authorization 

Manufacturing
Bulk production of the  

approved medicinal product

Post-marketing Surveillance
Ongoing collection of data on the 

medicine’s safety and efficacy 

Patient Use
Medicinal product  

reaches the end-user 
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The Role of IDMP in Patient Safety

The necessity for a universal system like IDMP is clear 
when we examine its impact on patient safety, the 
role it plays in data harmonization for global health, 
and the insight derived from relevant case studies. 

Patient safety is a fundamental principle in health-
care, and IDMP plays a significant role in ensuring 
this. By providing a comprehensive and standard-
ized system for identifying medicinal products, 
IDMP can prevent numerous potential risks associ-
ated with the improper usage of medications. 

 › Preventing Medication Errors: Medication errors, 
which may arise from miscommunication, misin-
formation, or confusion about a product’s identity, 
can pose severe health risks to patients. Through 
its standardized identification and terminology, 
IDMP minimizes the likelihood of such errors.

 › Traceability and Transparency: IDMP enhances 
the traceability of medicinal products, thereby 
improving transparency in the supply chain. It 
allows for the effective tracking and recalling of 
products in the event of adverse reactions or 
quality concerns.

 › Pharmacovigilance: IDMP improves the quality 
of data collected in pharmacovigilance activ-
ities, enabling better detection, assessment, 
and prevention of adverse effects or any other 
drug-related problems.

Importance of Data  
Harmonization in Global Health

Data harmonization is vital in today’s interconnected 
world where cross-border cooperation in healthcare 
is increasingly necessary. This need is even more 
significant in times of global health emergencies, like 
pandemics, where the rapid and accurate exchange 
of information can significantly impact outcomes. 

Interoperability: With IDMP, medicinal product infor-
mation can be universally understood, regardless of 
geographical location. This interoperability is key to 
effective international collaboration in healthcare. 

Global Health Surveillance: Data harmonization fa-
cilitated by IDMP can enhance global health surveil-
lance, critical for monitoring disease outbreaks, drug 
efficacy, and adverse events on a global scale. 

Research and Development: For multinational clin-
ical trials, IDMP’s standardization allows for easier 
aggregation and comparison of data across different 
countries, thereby enhancing the efficacy of research 
and development activities. 



Illustrating the Need for IDMP
To further illustrate the importance of IDMP, let’s consider two hypothetical case studies:

 › Case Study 1 - Medication Error: A patient travels from France to the United States and needs to refill a 
prescription. Due to naming discrepancies and translation issues, the patient is given a medication that, 
while similarly named, has a different active ingredient, leading to adverse effects. This situation could 
have been avoided with the implementation of IDMP, which would ensure the same medicinal product is 
identified uniformly across borders.

Patient travels from  
France to the U.S.

 › Case Study 2 - Global Vaccine Distribution: During a global pandemic, a particular vaccine needs to be 
distributed worldwide. With the IDMP standards in place, each dose can be traced, ensuring transpar-
ency and effective distribution. Moreover, any adverse events can be rapidly reported and acted upon, 
ensuring patient safety on a global scale.

Pharmacist confused by  
naming discrepancies

Patient experiences  
adverse effects

Global demand for  
a new vaccine

IDMP ensures traceable  
vaccine distribution

Rapid reporting and  
action on adverse events
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CHAPTER 3:
IDMP Standards 
The Five Domains

The IDMP (Identification of Medicinal Products) framework by the International Organi-
zation for Standardization (ISO) is designed around a system of five standards, namely 
substances (ISO 11238), pharmaceutical dose forms, units of presentation, routes of 
administration and packaging (ISO 11239), units of measurement (ISO 11240), regulat-
ed pharmaceutical product information (ISO 11616), and regulated medicinal product 
information (ISO 11615). These standards provide data elements and structures for the 
unique identification and exchange of information on medicinal products. 

Implementing these ISO IDMP standards simplifies the exchange of information among 
stakeholders and enhances interoperability of systems, both within the European med-
icines regulatory network and internationally. These standards impact various areas of 
the pharmaceutical regulatory environment, including pharmacovigilance, regulatory 
submissions, clinical trials, and good manufacturing practices. 



In the context of the European Medicines Agency (EMA), the IDMP standards are being implemented 
as a part of the SPOR (Substance, Product, Organisation, and Referential) program.  
Unlike the ‘five domains’ commonly mentioned, SPOR specifies four master data areas: substance, 
product, organisation, and referential. These master data areas align closely with ISO IDMP 
standards and serve to standardize pharmaceutical regulatory processes. 

Understanding the specifics of each IDMP standard and how they fit within the SPOR program provides a 
comprehensive overview of medicinal product identification and data management. This chapter aims to 
delve into the details of each standard, elucidate their individual components, and illustrate their importance 
within the overall IDMP framework and the SPOR program. 
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Substances 

Substances form the core of medicinal products 
and are a critical part of the SPOR master data  
in pharmaceutical regulatory processes. They  
are identified by various characteristics, including 
name, origin, and role (such as active ingredient 
or excipient). The ISO 11238 standard governs 
this aspect, facilitating the reliable and unam-
biguous identification of each unique substance 
involved in medicinal products. This robust  
approach to substance identification improves 
the quality of data used for pharmacovigilance 
and other regulatory settings. 

Products 

In alignment with SPOR, the “Product” category  
focuses on finished medicinal products intended  
for patient consumption. Products are identi-
fied by key elements such as their name, form 
(e.g., tablets, capsules, injections), and strength, 
in accordance with ISO 11615. Information on 
marketing authorization, including the holder, 
country, and status, is also captured. This com-
plete representation supports seamless data 
exchange across the European medicines  
regulatory network and other international 
systems, impacting many areas of the  
pharmaceutical regulatory environment. 
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Organizations 

The “Organisation” category under SPOR outlines 
the various entities participating in the lifecycle of 
a medicinal product. This includes manufacturers, 
marketing authorization holders, and regulatory  
authorities. As per SPOR, organisations are 
identified by specific attributes like their name, 
address, and role in the medicinal product lifecycle. 
These identifications follow the guidelines as per 
the International Organization for Standardization, 
although the specific ISO standard is not explicitly 
mentioned on the EMA page for SPOR. 

Referentials 

“Referentials” aligns directly with the SPOR termi-
nology and functions as a standardized reference 
dictionary that enables data harmonization. It 
supplies standard terms and definitions for dosage 
forms, units of measurement, routes of admin-
istration, and more. The inclusion of referentials 
ensures that data remains consistent and uniform 
across different systems and languages, thereby 
enhancing data quality and interoperability. 

Overview 

SPOR and ISO IDMP standards provide a com-
prehensive approach to the identification and 
description of medicinal products. The four SPOR 
categories, which align closely with ISO IDMP 
standards, contribute to regulatory clarity, reduce 
errors, and enhance patient safety. Given the EU 
regulation mandating the use of these standards, 
they hold significance not only in the European 
Union but also have implications for the pharma-
ceutical regulatory environment globally. 

In addition to SPOR and ISO IDMP, it’s worth noting 
that the Extended EudraVigilance Product Report 
Message (xEVPRM) format was the forerunner in 
this area and will eventually be replaced by ISO 
IDMP-compatible formats, adding another layer 
of complexity and importance to this topic. 

This approach ensures a more standardized, con-
sistent, and holistic system for medicinal product 
information, benefiting multiple stakeholders 
from regulatory agencies to healthcare providers 
and patients.



CHAPTER 4:  
IDMP Implementation 
Guidelines
Understanding the theoretical underpinnings of the IDMP standards is one thing; 
however, the practical implementation within an organization is another challenge 
altogether. This chapter is devoted to providing a roadmap for pharmaceutical compa-
nies and other relevant entities as they navigate the process of aligning their systems, 
processes, and data with IDMP requirements. 

This journey of implementation is not just about meeting regulatory compliance but 
also about leveraging these standards to improve data quality, foster collaboration, 
streamline operations, and ultimately enhance patient safety. From assessing the 
current state of your data and identifying gaps, through to the process of data 
cleansing, mapping, and validation, these guidelines will offer a step-by-step approach 
to ensure your organization is well-equipped to align with IDMP standards. 

We’ll also delve into the specific roles and responsibilities within the organization 
during the implementation process, including the essential contribution of cross-
functional teams. Furthermore, we’ll explore considerations around technology 
solutions for IDMP implementation, providing insight into the selection and 
customization of appropriate software tools. 
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Whether you’re at the beginning stages of your IDMP compliance journey or looking to optimize existing 
practices, this chapter will offer valuable insights and practical strategies to aid in your successful IDMP 
implementation. 

Phases of IDMP Implementation 

Implementing IDMP is not an overnight process, but rather, a gradual transition encompassing various 
phases. Each phase has its own set of tasks, deliverables, and objectives. Understanding these phases helps 
an organization to prepare adequately and ensure a smooth transition. 

 › Gap Analysis: This initial phase involves assess-
ing the current state of your data and processes, 
identifying gaps, and understanding the effort 
required to align with IDMP standards. This 
involves an in-depth review of existing data 
sources, data formats, and data quality. 

 › Data Harmonization: In this phase, data from 
disparate sources is collated and standardized 
according to IDMP specifications. This involves 
data cleaning, mapping, and validation to ensure 
compliance with IDMP standards. 

 › System Implementation: This involves the 
deployment of the chosen technology solution 
that will facilitate IDMP compliance. This includes 

the customization and configuration of the system 
to suit the organization’s specific needs, followed 
by system testing. 

 › Training and Change Management: Once the 
system is in place, the focus shifts to preparing 
the users. This includes training of personnel on 
the new processes and systems and managing the 
change within the organization. 

 › Maintenance and Continuous Improvement: 
Post-implementation, the focus is on maintaining 
data quality, ensuring ongoing compliance with 
any changes to IDMP standards, and continuously 
improving the system and processes. 

Common Challenges During Implementation  
and How to Overcome Them 

Despite the best-laid plans, the journey towards IDMP compliance can present numerous challenges. 
Here are some common obstacles and tips on how to overcome them: 

 › Data Integration: The integration of data 
from various sources can be complex and 
time-consuming. Using a centralized data man-
agement system can help in the efficient collation 
and harmonization of data. 

 › Quality of Data: Inaccurate or incomplete data 
can lead to non-compliance. Implementing 
rigorous data validation processes and regular 
audits can ensure the accuracy and complete-
ness of data. 

 › Change Management: Resistance to change 
can hinder the implementation process. Providing 
comprehensive training, communicating the ben-
efits of IDMP, and fostering a culture of change 
can help to ease this transition. 

 › Regulatory Updates: IDMP standards and 
Agency implementation are subject to change. 
Staying updated with these changes and ensuring 
your system is adaptable can help you maintain 
compliance.  



Technical Aspects of IDMP 

The technical intricacies of IDMP implementation are multifaceted and require careful attention and expertise. 
There are several areas within the technical sphere of IDMP that organizations need to pay attention to: 

 › Data Management: At the heart of IDMP  
compliance lies the challenge of data management.  
Organizations need to establish clear data 
governance policies and procedures. This involves 
sourcing, collecting, validating, and maintaining 
vast amounts of product data. Ensuring the quality 
and integrity of this data is crucial, and so orga-
nizations need to ensure mechanisms for regular 
data review, correction, and update are in place. 

 › Systems Interoperability: A cornerstone of 
IDMP is systems interoperability—the ability 
of different information systems, devices, and 
applications to access, exchange, integrate, and 
cooperatively use data in a coordinated manner. 
Achieving interoperability requires the integration 
of various data sources, databases, and IT systems. 
Organizations need to consider the compatibility 
of their existing IT systems with the new IDMP 
requirements, and plan for system upgrades, 
replacements, or interfacing where necessary. 

 › Software Solutions: Many organizations will  
find that adopting a software solution specifically  
designed to facilitate IDMP compliance can be a 
beneficial investment. These solutions offer fea-
tures such as data validation checks, automatic  
generation of IDMP-compliant reports, and 
updates to accommodate regulatory changes.  
The selection of such software should be based 
on factors like user-friendliness, adaptability, 
scalability, and the level of customer support 
offered by the provider. 

 › Security and Privacy: With the collection and 
management of extensive medicinal product 
data, security and privacy become paramount. 
Organizations must ensure that robust cyber-
security measures are in place. These include data 
encryption, secure data storage and transfer, and 
regular vulnerability assessments. Additionally, 
privacy regulations related to the handling of 
sensitive information must be adhered to. 

 › Future-proofing: Given the evolving nature 
of IDMP standards, organizations need to 
anticipate future changes and updates. Thus, 
the IT infrastructure and solutions put in place 
should be flexible and scalable to accommodate 
such changes. 

Remember, the technical aspect of IDMP is not just about compliance; it’s also about enhancing data 
management capabilities, improving systems interoperability, and ensuring that your IT infrastructure is 
robust, secure, and future-proof. By successfully managing these technical aspects, organizations will  
not only achieve IDMP compliance but also strengthen their overall IT strategy and capabilities. 
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Turning Challenges into Opportunities 

Implementing IDMP standards can be a formidable task, particularly when it involves integrating diverse 
data sources and adapting to changing regulations. However, every challenge is a concealed opportunity. 

Transitioning to IDMP compliance presents an occasion to enhance data management processes, improve 
cross-functional collaboration, and augment overall operational efficiency. Leaders can leverage this tran-
sition as a springboard for broader digital transformation, further optimizing key functions such as drug 
development, supply chain management, and post-market surveillance. The key is in transforming these 
challenges into catalysts for growth and innovation. 
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CHAPTER 5:  
IDMP and Global  
Regulatory Compliance
As we delve deeper into the world of IDMP, it is important to understand its significant 
role in global regulatory compliance. This chapter explores the profound impact IDMP 
has on regulatory compliance and examines its association with prominent regulatory 
bodies such as the Food and Drug Administration (FDA) and the European Medicines 
Agency (EMA). Additionally, we will scrutinize the regulatory benefits accrued from 
IDMP implementation, offering a clearer understanding of why these standards are 
indispensable in today’s pharmaceutical and healthcare industries. 



Impact of IDMP on  
Regulatory Compliance 

IDMP standards have had a transformative impact 
on regulatory compliance within the pharmaceu-
tical industry. They have essentially redefined the 
way medicinal product information is managed, 
shared, and interpreted, establishing a universal 
language that is easily understood and accepted 
across regulatory authorities. 

By fostering a standardized, consistent approach to 
data, IDMP reduces the discrepancies and misun-
derstandings that can arise from variations in data 
formats or terminologies. This consistency directly 
enhances the efficiency and reliability of regulatory 
processes, including product registration, phar-
macovigilance, and post-market surveillance, and 
contributes significantly to ensuring patient safety. 

Furthermore, IDMP's focus on data accuracy and 
completeness ensures that regulatory bodies  
receive high-quality data, facilitating more informed 
decision-making regarding product approvals, 
safety monitoring, and recalls. 

The Link between IDMP  
and Regulatory Authorities 

IDMP standards serve as an integral framework that 
impacts regulatory processes in healthcare authorities 
worldwide, each adapting these standards to suit 
their regional specificities and priorities. 

In the United States, the FDA leverages IDMP 
standards to create a uniform platform for data 
submission, thereby optimizing and expediting the 
approval process for new products. 

For the EMA in Europe, the implementation of IDMP 
standards is in a phased manner, aligning with the 
SPOR program. The focus is on enhancing pharma-
covigilance activities, simplifying reporting require-
ments, and fortifying medication safety protocols in 
the European Union. Remember you have already 
been providing regulatory data submissions in the 
form of xEVMPD for many years so this could be 
viewed as an extension of this activity. 

In Japan, the Pharmaceuticals and Medical Devices 
Agency (PMDA) is also in the process of incorporating 
IDMP standards. While specific timelines and  
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implementation strategies may differ, the PMDA 
recognizes the global importance of these standards, 
especially for facilitating international collaborations 
and data consistency in drug regulation. 

Although each regulatory authority has its own 
timelines and requirements for IDMP implementation,  
the growing global adoption of these standards 
symbolizes a move towards a more interconnected 

and harmonized regulatory landscape. This enables 
easier data sharing and fosters cross-border co-
operation, making the worldwide pharmaceutical 
industry more unified and efficient. 

This broader inclusion ensures that the section is more 
globally relevant, offering a more comprehensive 
understanding of how IDMP standards are influencing 
regulatory landscapes in different parts of the world. 

Regulatory Benefits of Implementing IDMP 

Implementing IDMP offers a multitude of benefits from a regulatory perspective: 

 › Streamlined Processes: IDMP standards simplify  
the process of product registration and submis-
sion of regulatory documents, leading to quicker 
product approvals. 

 › Enhanced Pharmacovigilance: By ensuring 
the accuracy and consistency of data, IDMP 
strengthens the monitoring of medicine safety, 
enabling quicker detection of adverse reactions 
and better patient protection. 

 › Improved Communication: With the universal 
language established by IDMP, communication 
between different stakeholders, including regula-
tory authorities, pharmaceutical companies, and 
healthcare professionals, becomes more efficient 
and effective. 

 › Facilitated Innovation: The data harmonization 
facilitated by IDMP can expedite the approval 
of innovative products, thereby encouraging 
advancements in the pharmaceutical industry. 

 › Risk Mitigation: By improving data quality and 
traceability, IDMP helps mitigate regulatory risks 
and potential non-compliance penalties. 

In essence, implementing IDMP is not just about 
meeting a regulatory requirement but harnessing 
its potential to create a more efficient, safer, and 
innovative healthcare landscape. 
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Procrastination Isn't An Option 

Delaying IDMP compliance preparation could mean risking potential fines, operational disruptions, and missed 
market opportunities. Even with shifting EMA guidelines, preparing now puts you ahead of the curve.

The risk of inaction

 › Potential Fines  › Operational Disruptions  › Missed Opportunities
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CHAPTER 6:  
Unpacking SPOR 
Definition and Overview 

Substance, Product, Organization, and Referential data (SPOR) stand 
as integral components of the European Medicines Agency’s (EMA) 
phased program for implementing ISO IDMP standards. 



The IDMP Context 

Understanding SPOR requires an initial compre-
hension of the Identification of Medicinal Products 
(IDMP), which includes a set of five ISO standards 
designed for the identification and description of  
medicinal products. IDMP aims to facilitate the 
robust and consistent exchange of medicinal 
product information, a necessity mandated by 
EU legislation. It primarily enhances pharma-
covigilance while improving responses, electronic 
prescription of medicines, controlling the authen-
ticity of medicines, identifying substances across 
regions, and addressing shortages. 

The SPOR Services 

SPOR implementation is structured around four 
key data management services: Substance Man-
agement Services (SMS), Product Management 
Services (PMS), Organizations Management Ser-
vices (OMS), and Referential Management Services 
(RMS). These services are designed to manage 
high-quality data for substances, products,  
organizations, and referentials, respectively. 

The Need for SPOR 

The necessity for IDMP SPOR emerged from the 
limitations posed by missing data standardization, 
including scattered data, inconsistent data, reduced 
data quality, and data duplication. Moreover, the 
inefficiencies related to data correction, regional 
differences in naming substances, and the man-
ual intervention required to resolve data issues 
signaled a strong need for a standardized data 
management approach like SPOR. 

SPOR Implementation 

EMA’s SPOR implementation strategy involves a 
phased approach recommended by the European  
Commission, European Union Network Data Board 
(EUNDB), and the EU ISO IDMP Task Force (also 
known as SPOR Task Force). The first phase includes 
the implementation of RMS and OMS, paving the 
way for the subsequent implementation of SMS 
and PMS. 

Benefits of SPOR 

SPOR, when fully implemented, promises several 
benefits to organizations and the public. These 
include simplified decision-making processes 
through improved data integrity, enhanced data 
quality and clarity in data management procedures, 
effective data standardization with reduced data 
silos, enhanced interoperability across EU systems, 
and operational efficiency with decreased data 
redundancy. 

Moving Forward 

The EMA has a comprehensive roadmap to master 
data management, with SPOR’s data integrated 
into a specific MDM solution, aiming to establish 
high-quality, coherent, and consistent data for 
stakeholders. The realization of SPOR’s full benefits  
will become more prominent once it is fully  
implemented by EMA in phases and in ISO IDMP 
compatible formats, offering clear recognition of 
the advantages linked to businesses. 

Unpacking SPOR  |  19

Reflect on your organization’s current understanding and 
preparedness toward IDMP and SPOR compliance. Where 
do you see gaps that need addressing?



CHAPTER 7:  
Decoding the Product 
Lifecycle Management 
Portal   

Definition and Overview 

Initially known as the Digital Application Dataset Integration (DADI), the European  
Medicines Agency’s (EMA) progressive project has now transitioned into the Product 
Lifecycle Management (PLM) Portal. This significant development in medicinal product 
information submission processes represents an efficiency-boosting shift from  
PDF-based electronic application forms to an online portal system. 



Understanding the PLM Portal 

The EMA launched the PLM Portal, formerly the 
DADI project, in 2021 with the vision of modern-
izing and enhancing the efficiency of regulatory 
submissions. Its new electronic Application Form 
(eAF) supplants the prior PDF forms, allowing for 
simpler, more effective data entry, and output in 
a human-readable PDF format. This streamlining 
initiative aims to align the regulatory data submis-
sion process with the Fast Healthcare Interoper-
ability Resources (FHIR) data standard, compliant 
with the EU Implementation Guidelines for human 
and veterinary medicinal product data description. 

The PLM Portal's Impact 

This move to the PLM Portal, while purely a 
technical alteration, brings a multitude of  
advantages for both the pharmaceutical industry 
and regulatory agencies. It stands to improve 
processing efficacy, reduce data inconsistencies, 
and facilitate data transfer between regulatory 
bodies due to its standardized data entry.  
Consequently, it enhances the usability and reduces 
error margins for applicants. Although the pro-
cedural aspects from the regulatory perspective 
remain the same, the change significantly impacts 
the data entry and PDF generation methods. 

Given the fluid nature of such extensive initiatives, 
the timeline for the project may vary. Staying 
up-to-date with the PLM Portal developments 
and comprehending their ramifications becomes 
vital. Preparation for these changes ensures that 
organizations can fully benefit from this digiti-
zation endeavor, smoothly sailing through the 
future of medicinal product data management. 

Navigating a Shifted Scope 

Given the evolving nature of such a significant 
project, timelines and deadlines are subject to 
shifts as the project develops. Considering the 
scale and importance of these shifts, it’s para-
mount for organizations to remain proactive and 

agile. Staying abreast of DADI developments, 
understanding their implications, and preparing 
your teams for the changes ahead is crucial. 
While there might be certain challenges along 
the way, active engagement with the process 
and readiness to adapt to new systems will  
ensure your organization can reap the full  
benefits of this digitization process. It’s an ex-
citing time to embrace this evolution, preparing 
your organization to adeptly navigate the future 
of medicinal product data management.
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CHAPTER 8:  
Role of Technology in 
IDMP Compliance
In the journey of achieving IDMP compliance, technology emerges as a powerful  
enabler. This chapter unfolds the substantial influence of modern technology in  
navigating the complex landscape of IDMP. We will delve into the functionality of  
IDMP software solutions, learn about Regulatory Information Management (RIM),  
explore the contributions of Artificial Intelligence (AI) and Machine Learning (ML)  
in IDMP, and take a glimpse into the future of IDMP compliance as technology  
continues to evolve. 
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IDMP Software and Solutions 

Embracing IDMP compliance is a multifaceted 
process that involves managing large volumes of 
data, ensuring data consistency, and adhering to 
evolving regulations. Addressing these complexities 
is made easier with the help of dedicated IDMP 
software and solutions. These tools aid in the 
collection, validation, maintenance, and submis-
sion of IDMP-compliant data, thereby reducing 
manual efforts and minimizing errors. 

Many IDMP solutions come equipped with features 
such as automated data validation checks, report-
ing functionalities, and adaptability to regulatory 
changes. While selecting a software solution, 
organizations should consider factors like ease  
of use, scalability, customizability, and the level of 
customer support provided. All About RIM Regu-
latory Information Management (RIM) systems are 
essential tools for life sciences organizations, taking 
charge of the intricate management, organization,  
and tracking of regulatory activities and data. Their 
primary function is to streamline regulatory processes,  
but their benefits extend to enhancing data quality 
and enabling efficient communication. For IDMP 
compliance, RIM systems prove to be invaluable 
as they facilitate the management of the vast and 
complex product data required by IDMP standards 
in a similar way to xEVMPD. They also enable 
seamless communication with regulatory authorities,  
making the process of data submission smoother 
and more efficient. 

Two Approaches: Leveraging  
Existing RIM Systems or  
Acquiring a New System 

The journey toward IDMP compliance depends 
on your organization’s existing infrastructure. If 
a RIM system is already in place and you wish to 
leverage it, partnering with an experienced vendor 
can be invaluable. They possess the knowledge 
to help organizations adapt their systems to align 
with IDMP, SPOR, and PLM requirements, involving  

reconfiguration of data fields, workflow adjustments,  
and procedure adaptations to these new standards. 
Such collaboration fosters consistency and precision  
of regulatory data across systems, smoothing the 
transition toward IDMP compliance. 

Alternatively, if your organization lacks a RIM 
system, procuring one is vital. Vendor selection 
should evaluate factors such as system adaptability, 
usability, data protection, regulatory compliance, 
interoperability, and the vendor’s industry standing 
and customer support. Vendors offering a unified 
platform should be given special consideration due 
to their capacity to consolidate multiple regulatory 
functions into a singular, efficient system. 

Unified Platforms:  
A Closer Look 

A unified RIM platform encapsulates various reg-
ulatory functions within a single, coherent system 
(Documents, data and publishing). This integration 
provides numerous benefits, from streamlined 
data management to enhanced collaboration 
and improved regulatory compliance. By unifying  
regulatory information and tasks, it reduces du-
plication, reinforces data consistency, and provides 
a panoramic view of regulatory operations. 

Think about your existing 
RIM system. Does it offer 
the flexibility, scalability, 
and interoperability needed 

to effectively handle regulatory 
requirements such as IDMP, SPOR, 
and PLM? 



CHAPTER 9:  
Strategic Planning for 
Compliance and the 
Risks of Inaction
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The Imperative of  
Strategic Planning  
 
Strategic planning stands as an indispensable 
pillar. It underpins an organization’s capacity to 
adapt to evolving regulations like IDMP, and SPOR. 
It’s through strategic planning that organizations 
can integrate compliance into their business 
models, align their IT infrastructures, and prepare 
their RIM systems for future demands. Strategic 
planning is more than just forecasting—it also 
involves making informed decisions about the 
processes and tools that will enable your orga-
nization to meet regulatory requirements now 
and in the future. Forward-thinking technology 
choices facilitate scalable and flexible operations, 
enabling your business to stay agile and respon-
sive to evolving regulations. 

The Risks of Inaction 

A strategic approach to compliance isn’t just a  
proactive measure—it’s a necessary defense against 
the risks of inaction. Non-compliance isn’t merely a 
regulatory misstep—it has far-reaching implications 
that can severely impact an organization.  

 › Financial Penalties: Regulatory bodies impose 
heavy fines on organizations failing to meet 
compliance. These penalties can be substantial, 
capable of disrupting even a robust financial  
structure. 

 › Operational Interruptions: Non-compliance 
may lead to mandatory changes in business 
operations, causing severe disruption and loss  
of productivity. 

 › Reputational Damage: A publicized instance 
of non-compliance can harm an organization’s 
reputation, affecting its standing with customers, 
partners, and even potential investors. 

 › Legal Repercussions: In extreme cases, 
non-compliance could lead to legal actions, 
leading to potential lawsuits, which are both 
financially and reputationally costly. 

Making the Business Case for 
Proactiveness 

Being proactive is more than just a concept—it’s 
a strategic business advantage, especially when 
navigating the complex landscape of regulatory 
compliance. But how do you make a compelling 
business case for it? Start by highlighting the 
tangible benefits of a proactive stance. Emphasize 
how foresight in compliance planning can lead to 
cost savings by avoiding non-compliance penalties 
and minimizing operational disruptions. Point out 
that a proactive approach facilitates smoother 
transitions when new regulations are implemented,  
reducing the likelihood of costly last-minute 
scrambles and panic-driven decisions. Remind 
your stakeholders that preparedness boosts repu-
tation, demonstrating to partners, customers, and 
potential investors that your organization is  
responsible, reliable, and future-ready. Finally, 
underscore the competitive edge a proactive 
approach provides. With a faster reaction to 
regulatory changes, your organization is better 
positioned to seize opportunities that others, 
mired in reactive efforts, might miss. Proactiveness 
is not just a precautionary measure—it’s a smart 
business move. 

Is your organization  
taking a strategic  
approach to ensure  
compliance? Consider  

the potential risks of inaction. 
How well-prepared is your business 
to mitigate these risks?



CHAPTER 10:  
Implementing and  
Managing IDMP:  
An IT Perspective
Organizations are integrating IDMP planning into their compliance programs, reflecting  
the industry’s growing emphasis on these areas. These regulations, far from being 
isolated processes, form interconnected parts of a holistic data management framework 
in the life sciences sector. Data must be standardized, maintained, and easily accessible, 
requiring IT systems that are both resilient and flexible. As a result, a successful IDMP 
implementation journey necessitates close collaboration between regulatory and IT 
teams, ensuring the appropriate infrastructure is in place to facilitate the comprehensive, 
global exchange of medicinal product information. 
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Technical Requirements and 
Necessary Infrastructure 

The first step involves understanding the require-
ments, including the type of data that needs to 
be collected, the required data structure, and the 
timelines for submissions. Regulatory officers, IT 
professionals, and other stakeholders need to 
collaborate to build a clear picture of what needs 
to be achieved. Implementing IDMP requires 
substantial technical infrastructure. From robust 
databases capable of handling vast volumes of data 
to powerful analytics tools for data interpretation, 
the IT backbone of an organization needs to be 
solid. Middleware technologies, vital for seamless 
integration between diverse systems, and encryp-
tion solutions for data security also form part of 
the core technical requirements.  

Key Considerations in  
Systems Integration 

When embarking on the IDMP journey, there are 
several key IT considerations to keep in mind. 

 › Organizations must ensure they have the 
capacity to handle substantial volumes of data 
while maintaining its integrity and accessibility. 
This includes having the appropriate storage 
solutions and efficient data retrieval systems. 

 › The ability to integrate various systems and 
applications is critical. IDMP compliance relies 
on interconnecting data from multiple sources, 
which necessitates seamless system integration. 

 › Data security is a pivotal concern. Given the 
sensitive nature of medicinal product information, 
robust security measures must be in place to 
protect this data from potential threats. 

 › The adaptability of IT systems plays a crucial role. 
Regulatory requirements are constantly evolving, 
and IT systems should be designed with flexibility 
to adapt to these changes, ensuring ongoing 
IDMP compliance. 

Data Standards and Formats 

Implementing IDMP requires strict adherence to 
defined data standards and formats to ensure 
consistency and interoperability. ISO standards 
dictate how medicinal product information should 
be identified and described, covering substances, 
pharmaceutical dose forms, units of measurement, 
routes of administration, and packaging. 

Fast Healthcare Interoperability Resources (FHIR) 
complements ISO IDMP by addressing the physical  
exchange of health information. FHIR provides 
standardized data formats—resources—aligned 
with ISO IDMP representations and an Application 
Programming Interface (API) for manipulating these 
resources via a RESTful protocol. In the context of 
IDMP, FHIR facilitates efficient and dynamic sharing 
of healthcare information, thus making it essential 
for technical implementation of IDMP standards. 

Adhering to these standards involves not only 
structuring your data accordingly but also imple-
menting quality control measures to maintain the 
integrity of your data over time. A comprehensive 
understanding of these standards is necessary, and 
IT systems should be designed with functionalities 
to validate data input and output based on these 
standards, ensuring that the data adheres to the 
required format and consistency. 

Systems Integration Needs 

IDMP involves the integration of data from various 
sources, which often reside in different systems or 
databases. Therefore, seamless systems integration 
is a critical requirement for successful IDMP imple-
mentation. Effective integration enables real-time 
data sharing and processing, facilitating a consistent 
view of medicinal product information across  
different applications and regulatory bodies. 

From an IT perspective, this might involve im-
plementing middleware solutions, employing 
application programming interfaces (APIs), or 
utilizing master data management (MDM) systems. 
Careful planning and testing are crucial to ensure 
the integration doesn’t disrupt existing workflows 
or compromise data quality.  



Data Storage and  
Security Considerations 

The vast volume of data involved in IDMP neces-
sitates robust and scalable data storage solutions. 
Data storage systems should be designed to ac-
commodate growing data volumes while ensuring 
efficient data retrieval. Considerations such as data 
indexing, partitioning, and archiving can play a 
significant role in managing large volumes of data 
without compromising system performance. 

Moreover, given the sensitive nature of medicinal 
product information, a high level of data security  
is mandatory. IT systems should incorporate strong  
access control measures, data encryption, and 
regular security audits. Besides, compliance with 
data protection regulations, such as the General 
Data Protection Regulation (GDPR) in Europe, is 
essential to protect patient privacy and ensure the 
lawful processing of personal data. 

IT's Role in Collating  
and Managing Data for IDMP 

When it comes to the collection and management 
of data for IDMP, the role of IT is indispensable. As 
IDMP requires data from multiple sources within  
and sometimes outside the organization, IT systems  
should be capable of pulling together these dispa-
rate data sources into a unified whole. This process 
often involves the extraction, transformation, and 
loading (ETL) of data from different systems into a 
central data repository. 

In addition, managing data for IDMP is not a one-off 
task but a continuous process. IT plays a crucial role 
in maintaining up-to-date and accurate medicinal 
product information. This involves implementing 
automated systems for routine data updates, regular 
data audits to identify and correct discrepancies, and 
establishing a robust data governance framework 
that defines responsibilities and protocols for data 
management. 

Ensuring Data Quality  
and Integrity 

IT systems and tools also play a pivotal role in 
maintaining data quality and integrity, which 
are essential for IDMP compliance. Data quality 
management tools can be implemented to mon-
itor and control the quality of data continuously. 
These tools check for errors, inconsistencies, and 
redundancies in the data, ensuring it meets the 
required standards and formats. 

Moreover, IT can implement robust data validation 
processes, where data is verified before it is entered 
into the system. In the same vein, data integrity 
ensures that data remains accurate and consistent 
over its entire lifecycle. This can be achieved through 
rigorous access controls, regular data backups, and 
security measures that prevent unauthorized data 
modification. 

Facilitating Data Interoperability 

Data interoperability - the ability of systems and 
devices to exchange and interpret shared data—is  
at the heart of IDMP. Given that medicinal product  
information needs to be exchanged between  
different systems, departments, and even organi-
zations, IT plays a significant role in ensuring this 
information remains interoperable. 

This could involve the implementation of standard 
data models, use of common terminologies, and 
ensuring compliance with shared protocols. Fur-
thermore, IT can leverage technologies such as 
APIs, which provide a set of rules and protocols for 
building and interacting with software applications, 
thus promoting smooth data interchange. 
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Criteria for Selecting  
the Right Solution 

Selecting the right IT solution for IDMP compli-
ance hinges on several critical criteria. The ideal 
solution must integrate seamlessly with your 
existing IT infrastructure, offer scalability to handle 
data growth, and align with relevant regulatory  
standards, including ISO IDMP requirements. 
Its security measures must be robust, guarding 
against unauthorized access and cyber threats. 
Equally important is a user-friendly interface to 
foster adoption and reduce errors. 

Consider the vendor’s reputation, the quality  
of their support services, and their commitment  
to continuous updates and improvements. The  
solution’s total cost of ownership, including initial  
purchase, implementation, maintenance, and  
upgrade costs, should offer substantial value over 
its lifetime. Guided by these criteria, organizations 
can choose a solution that eases their path to  
IDMP compliance, streamlines data management, 
and enhances operational efficiency. 

IT's Role in Managing  
the Transition to IDMP 

The transition to IDMP stands as a strategic pivot 
point for organizations, with IT departments playing 
a pivotal role in steering this change. By undertaking  
system configurations, data migrations, and security  
provisions, IT teams have the opportunity to drive 
progress and improve data quality. Key to this 
transition is comprehensive training and the 
establishment of robust support systems, fostering 
a culture of knowledge sharing and cross-functional 
collaboration. Challenges, such as technical dis-
crepancies or resistance to change, can be navigated 
through proactive risk management, transparent 
communication, and strategic planning. Ultimately, 
this transition is not merely about compliance but 
positioning the organization for a higher level of 
operational efficiency and improved patient safety. 

IT's Role in Managing to  
Maintaining Compliance 

IT departments play an instrumental role in main-
taining IDMP compliance by ensuring continuous  
data standardization, quality, and traceability through 
system maintenance and governance. This extends 
to managing regular updates that keep pace with 
the dynamic pharmaceutical landscape and ensure 
the accuracy and relevancy of medicinal product 
data. Regular IT system checks, preventive main-
tenance, and audits are equally critical, identifying 
potential issues early on, enabling corrective actions,  
and minimizing disruptions. These measures con-
tribute to a resilient and reliable system capable 
of managing IDMP data and maintaining ongoing 
compliance. Ensure that the system is fit for purpose 
now and in the future.
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CHAPTER 11:  
The Role of Regulatory 
Affairs Professionals
Understanding Regulatory Compliance for IDMP  
 
Regulatory affairs professionals and compliance officers play an instrumental role in  
managing and navigating the complex landscape of regulatory compliance for IDMP. 
Their expertise and understanding of the regulatory requirements is crucial in ensuring 
the organization’s compliance efforts align with the standards set by regulatory bodies. 
This involves interpreting the regulations, developing strategies for compliance, and work-
ing closely with various teams to implement these strategies effectively.  

Collaboration with IT for Successful Implementation  
 
Successful implementation of IDMP requires a close collaboration between regulatory  
affairs professionals and IT teams. IT teams provide the technical know-how and  
resources necessary for implementing these regulations, while regulatory affairs  
professionals offer an understanding of the regulatory landscape and specific compli-
ance requirements. This collaboration allows for the creation of a seamless and  
efficient framework for managing data in accordance with these standards.   
Regulatory Affairs know their data and data sources. 



Key Considerations for Strategy and Planning 

Regulatory affairs professionals play a pivotal role in steering an organization through the complex terrain 
of global pharmaceutical regulations, including IDMP and SPOR compliance. Their responsibilities extend 
far beyond mere compliance to include strategic planning, internal and external communication, and staying 
ahead of the rapidly evolving regulatory landscape. Below are some of the key areas of focus: 
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 › Regulatory Landscape Assessment: A thorough 
understanding of the existing and emerging reg-
ulations is essential. This includes not just IDMP 
and SPOR, but also other relevant regulations that 
might impact data management, such as GDPR in 
Europe or HIPAA in the United States. 

 › Gap Analysis: Evaluating the organization’s 
existing processes, systems, and data against 
regulatory requirements can highlight gaps that 
need to be addressed. This involves assessing 
data quality, system capabilities, and procedural 
efficiencies. 

 › Resource Allocation: Once the gaps are identified,  
resources—both human and financial—need to 
be allocated to fill them. This includes training staff 
on new standards, hiring external consultants, or 
investing in software solutions. 

 › Timeline Development: Achieving compliance 
is usually a phased process, requiring careful 
planning and scheduling. A detailed timeline, 
broken down into milestones, is crucial for keeping 
the compliance effort on track. 

 › Data Harmonization: With IDMP and SPOR 
requiring standardized data, regulatory affairs 
professionals should work closely with data  
management teams to ensure data harmonization 
across different departments or even different 
geographical locations. 

 › Interdepartmental Collaboration: Compliance 
is not a solo effort but requires active cooperation 
between departments like legal, IT, and data  
management. Setting up cross-functional teams 
can aid in smoother and faster implementation. 

 › Communication with Regulatory Agencies: 
Ongoing dialogue with relevant agencies like the 
EMA, FDA, Health Canada, or Japan’s PMDA is 
important for clarifying ambiguities and staying 
abreast of regulatory updates. 

 › Contingency Planning: Given the ever-changing 
regulatory environment, having a well-defined 
but flexible contingency plan can be a lifesaver. 
This ensures that sudden changes in regulations 
or unexpected delays don’t derail the entire 
compliance effort. 

 › Monitoring and Auditing: Post-implementation, 
it’s essential to monitor adherence to IDMP and 
SPOR standards. Regular audits can help identify 
areas for further improvement. 

 › Global Harmonization: Given the global nature 
of pharmaceutical business, understanding how 
different regions are adopting IDMP and SPOR 
is crucial. Professionals should be prepared 
for region-specific challenges and tailor their 
strategies accordingly. 

 › Education and Training: Continual education 
programs for both the regulatory team and 
other departments can ensure that everyone  
in the organization is up-to-date with the latest 
requirements and best practices. 

By taking a well-rounded approach to IDMP and 
SPOR compliance, regulatory affairs professionals 
can ensure not just adherence to laws but also 
a more streamlined, efficient, and future-proof 
operational framework. 

Examine the role of regulatory 
affairs professionals in your 
organization. Are they  
empowered with the necessary  

resources and cross-functional collabo-
ration for successful implementation  
of compliance strategies? 



CHAPTER 12:  
Future Trends  
and Predictions
Evolving Regulatory Landscapes and Their Impact on IDMP 

The landscape of regulatory compliance in life sciences is continually evolving, which has 
significant implications for IDMP, and SPOR. As regulators worldwide aim to improve pa-
tient safety and product traceability, the need to manage and harmonize large volumes of 
diverse data has never been greater. While this provides an opportunity to improve op-
erational efficiencies and data integrity, it also presents a significant challenge in ensuring 
consistent data compliance across multiple geographies and systems. 



Predicted Technological Advances  
and Their Potential Influence 

In the coming years, technology will continue to 
play a critical role in how organizations meet these 
evolving regulatory requirements. Advancements in 
artificial intelligence (AI) and machine learning (ML), 
for example, can potentially transform the way data 
is managed and analyzed. These technologies can 
provide automated solutions for data collection, 
integration, and validation, thereby enhancing 
accuracy and efficiency. Additionally, blockchain 
technology may offer new possibilities for secure 
data exchange and traceability. 

Building a Resilient and  
Future-Proof IT Infrastructure 

In the face of unpredictable regulatory changes 
such as IDMP, and SPOR, it is vital for organizations 
to construct resilient, future-proof IT infrastructures. 
Investment in adaptable systems, capable of tack-
ling these complex regulations, becomes para-
mount. By prioritizing interoperability, scalability, 
and automation, companies can proficiently man-
age the current compliance landscape while also 
preparing for future regulatory shifts. This strategic 
approach not only mitigates compliance risks but 
also offers potential competitive advantages in the 
marketplace. 
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Looking at the future, how well is your organization’s IT infrastructure 
equipped to handle evolving regulatory changes and advancements in  
technology? Are there any key areas that need improvement or attention?



CHAPTER 13:  
Conclusion
Final Thoughts and Recommendations 

The world of regulatory compliance in the life sciences industry is challenging, but also ripe 
with opportunities. Embracing these changes with a proactive stance can turn regulatory 
compliance from a daunting task into a strategic advantage.  

We encourage organizations to invest in technology and systems that are not just compliant 
but are also adaptable, scalable, and able to leverage automation. This approach will not 
only help manage current regulatory requirements but will also equip your organization to 
handle future changes effectively. 

Lastly, remember that your journey through regulatory compliance is not a destination—it 
is a continuous path of adaptation and growth. Stay informed, be proactive, and use com-
pliance as a catalyst for innovation. Embrace the challenges, seize the opportunities, and 
shape the future of your organization in the life sciences industry. 



Why Ennov? 

Regulatory compliance is a challenging arena, but Ennov emerges as a reliable partner. With 20+ years of 
experience, 300+ companies and 300,000+ global users, our world-class regulatory suite is acclaimed by 
esteemed bodies like Gens & Associates and Gartner, establishing us as a trusted partner in the life sciences 
industry. We present to you the EASI Connector.  

Our EASI (Ennov’s Agnostic Solution for IDMP) Connector is not just a stand-alone solution but a critical part 
of a modern RIM environment, one that’s inherently built on the principles of IDMP. It simplifies the process 
of IDMP readiness, converting a complex challenge into a streamlined, manageable operation. Seamlessly 
integrating with existing RIM systems, EASI Connector enables easy review, display, and reporting of IDMP 
data. Furthermore, it offers a cost-effective, time-efficient, and risk-minimizing solution today, while paving 
the way for future connections to SPOR and EMA repositories. Its benefits, therefore, go beyond immediate 
gains, promising long-term value. 

Investing in the EASI Connector is an investment in your organization’s future, ensuring readiness for upcom-
ing regulatory mandates and providing a sustainable, future-proof tool. By streamlining compliance, EASI 
Connector allows your team to concentrate on their core mission: pioneering innovations in the life sciences 
industry. Embrace the future of compliance today with the EASI Connector. Don’t just wait—innovate. 
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Glossary
 › API (Application Programming Interface): A set of rules that allows different software applications to 

communicate with each other. 

 › CAPs (Centrally Authorised Products): Medicinal products for human and veterinary use that have been 
evaluated and approved by the European Medicines Agency (EMA) for use across the European Union. 

 › DADI (Digital Application Dataset Integration): A project introduced by the European Medicines 
Agency (EMA) aimed at replacing the electronic PDF application forms with online forms. It was later 
renamed the Product Lifecycle Management Portal (PLM Portal). 

 › Data Format: The way in which data is stored, which can affect its quality and ability to be processed 
or analyzed. 

 › Data Integrity: The accuracy, consistency, and reliability of data during its entire lifecycle. 

 › Data Interoperability: The ability of different systems, technologies, or software to access and use 
another system’s data. 

 › Data Management Services (DMS): The practice of organizing and maintaining data processes to 
 meet ongoing information lifecycle needs. 

 › Data Quality: A measure of the condition of data based on factors such as accuracy, completeness,  
consistency, reliability, and whether it’s up to date. 

 › Data Security: Protective digital privacy measures that are applied to prevent unauthorized access to 
computers, databases, and websites. 

 › Data Standardization: The process of bringing data into a uniform format to improve its consistency and 
accuracy, enhance data sharing among different system users, and facilitate more accurate data analysis. 

 › Data Storage: A method of archiving data in electromagnetic or other forms for use by a computer  
or device. 

 › eAF (electronic Application Form): A digital form used for regulatory submissions, which was  
redeveloped and improved by the DADI project. 

 › EMA (European Medicines Agency): The agency responsible for the scientific evaluation, supervision, 
and safety monitoring of medicines in the EU. 

 › xEVMPD (Extended EudraVigilance Medicinal Product Dictionary): A database that serves as a  
centralized and harmonized data collection for medicinal products authorized in European Economic  
Area (EEA).

 › FDA (Food and Drug Administration): The federal agency of the United States Department of Health  
and Human Services responsible for protecting and promoting public health through the control and 
supervision of food safety, tobacco products, dietary supplements, prescription and over-the-counter 
drugs, vaccines, biopharmaceuticals, blood transfusions, medical devices, electromagnetic radiation  
emitting devices, cosmetics, and veterinary products. 



 › FHIR (Fast Healthcare Interoperability Resources): A standard for exchanging healthcare information 
electronically. It defines resources and APIs for the exchange of data in healthcare settings. 

 › Healthcare Information: Data related to the health status of an individual or information about  
healthcare provided to an individual. 

 › IDMP (Identification of Medicinal Products): A suite of five ISO standards for the identification  
and description of medicinal products, designed to facilitate the exchange of information and  
enhance pharmacovigilance. 

 › ISO (International Organization for Standardization): An international standard-setting body  
composed of representatives from various national standards organizations. 

 › IT (Information Technology): The use of computers and software to manage information. 

 › IT Systems Integration: The process of linking together different computing systems and software  
applications physically or functionally, to act as a coordinated whole. 

 › Medicinal Product: Any substance or combination of substances presented for treating or preventing  
disease in human beings or animals. 

 › NAPs (Nationally Authorised Products): Medicinal products that are authorized for use in a specific 
country by the national regulatory authorities of that country. 

 › Pharmacovigilance: The science and activities relating to the detection, assessment, understanding,  
and prevention of adverse effects or any other medicine-related problems. 

 › PLM Portal (Product Lifecycle Management Portal): A portal introduced by the EMA as a part of  
the DADI project. It hosts web-based forms for regulatory submissions. 

 › Regulatory Compliance: Adhering to laws, regulations, guidelines, and specifications relevant to an  
organization’s business processes. 

 › RESTful protocol: An architectural style for providing standards between computer systems on the web, 
making it easier for systems to communicate with each other. 

 › RIM (Regulatory Information Management): The process of creating, gathering, managing, and using 
regulatory information. A RIM system is an essential tool for health authorities and companies in the  
pharmaceutical and biotechnology industries to manage regulatory submission processes, improve 
compliance, and enhance efficiency. 

 › SPOR (Substance, Product, Organization, and Referential data): The four domains of master data  
in the pharmaceutical regulatory process, which are crucial components of the EMA’s program for  
implementing ISO IDMP standards. 

 › UAT (User Acceptance Testing): The final phase of software testing conducted to determine whether  
a system satisfies the specified requirements, performed by the end users. 
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