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Disclaimer

• “Any views or opinions expressed during this presentation 
are solely those of the speaker and do not necessarily 
represent those of Janssen Pharmaceutical Companies. 
Janssen Pharmaceutical Companies does not take any 
liability and shall not be responsible for any damages arising 
from the views or opinions expressed during this 
presentation.” 
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Agenda

• What is IDMP ?

• Benefit of standardised data across business functions

• IDMP can provide value to business operations 
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What is IDMP ?
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Management summary

• IDMP is an ISO standard developed on request of the ICH ; 
standards are published Nov 2012

• EMA requires compliance with IDMP ISO standard by submitting 
product data to authorities. 

• Product data submission by legislation targeted to mid 2016 but 
recently changed into iterations spread across 2017-2018. 

• IDMP is the reference to report ICSR (required by 2019)

• FDA is focusing on SPL as the first implementation of IDMP
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ISO and ICH
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Identification of Medicinal Products

• ISO standards on Medicinal Products 

• Five ISO standards (published Nov 2012) :

• ISO 11615  Medicinal Product Information

• ISO 11616  Pharmaceutical Product Information

• ISO 11238  Substance Information

• ISO 11239  Pharmaceutical Dose Forms, Units of Presentation, Routes of 
Administration, Packaging

• ISO 11240  Units of Measurement 

• No implementation guidelines yet (pending)

• Regional adoption and implementation required
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IDMP datamodel  
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IDMP  (simplified model)
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IDMP versus XEVMPD



IDMP  (ISO standard Legislation on Identification  of Medicinal Products)
Identifiers and view layers L1, L2, L3, L4
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Why do we need company wide standardised data ?
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Business challenges : questions to drug 
development

In what clinical 
studies is drug 

substance batch X in 
the pharmacy or taken 

by patients?

In what Janssen 
studies did a debarred 

investigator 
participate?

What are the studies run in 
healthcare facility XXXX 

University Hospital?

What is drug substance 
for my clinical trial 

document that needs 
to be filed in ERIS?

Provide all the safety 
reports for a list of JNJ-

XXXX  studies 

Provide a list of 
ongoing studies that 
enrolled patients for 
the last 12 months.

Provide a list of all clinical 
activities for compound 

JNJ-XXXXXX* ? 

List all JNJ-XXXXXX 
ongoing studies for the 

next periodic Safety 
Updated? 

Provide a list of 
all pediatric 

studies for my 
compound.

Provide a list of 
all bipolar 

disorder* studies

15



Legacy situation
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No to little cross functional domain information transparency 
and governance : leading to silo strategies !

Meta Data 
Mgmt

Meta Data 
Mgmt

Meta Data 
Mgmt

Meta Data 
Mgmt

Meta Data 
Mgmt

Meta Data 
Mgmt

Meta Data 
Mgmt



Target 

Master Data & Meta Data  Governance
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Data Quality Management & Oversight

Improved data exchange & deployment / Process 
Automation / Substance Strategies / Patient Outcomes 
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Master Data Management as the solution 
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Master Data terms and definitions standardization
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Master data services on Substance and Product 

Drug Development Information Governance 2025-Jun-22

Clinical Research Site



MDM and IDMP provide value for business operations
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IDMP provides an common language (industry 
standard) for pharmaceutical business 

• Defines business entities

• Provides terms and definitions

• Requires and provides identifiers for business entities 

• Requires and provides key attributes of business entities

• Requires and provides list of values for attributes

• Provides (basis for) business rules on data-elements

• Encompasses all type of substances 

• Encompasses investigational and authorised medicinal product
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An example : Pharmaceutical dose form

Drug Development Information Governance 2425-Jun-22



Dosage form  : EDQM standard
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Closure
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Key messages

• Enforcement of the new IDMP regulation is emerging.

• The regulation contains a lot of the data-elements relevant 
for Drug Development. 

• IDMP data need to be kept in an IDMP compliant database 
from which product data will be submitted to authorities.

• For new development projects opportunities do exist for 
creation of high quality, well governed, IDMP compliant data 

• Embracing IDMP on a enterprise level might facilitate data 
handling in the Clinical Supply Chain.
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Q&A
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