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About traceability

Traceability is the ability to trace the history, 
application or location of an object [ISO 
9001:2015]. When considering a product or 
a service, traceability can relate to:

origin of materials and parts;

processing history;

distribution and location of the product 
or service after delivery

(source: GS1 Global Traceability Standard, 2017)



Traceability in the 
pharma regulatory space

Pharmacovigilance
Any untoward medical occurrence in

a patient or clinical investigation subject who is 

administered a pharmaceutical product and

who does not necessarily have to have a causal 

relationship with this treatment*

Fight against falsification
A falsified medicine is one which is deliberately and 

fraudulently mislabelled with respect to identity and/or 

source**.

*EU Good Clinical Practice Guideline

** ISO/TS 16791: 2020, § 5.3.1.1



General principles for 
traceability

Know what you trace (the object)

Master data

Item identification

Know why you trace

Business process

Know locations

Know the journey of what you trace



Addressing traceability 
requirements



Triggers for standards 
development

With mass-production and acceleration in 
global trade, adverse events with medicinal
products have become a growing risk over 
several decades

Market fragmentation is a risk factor

Quality of adverse event announcements
needs to be improved

Falsification of medicinal products is
aggravating this problem



www.ctadhl.org

https://storage.googleapis.com/production-domaincom-v1-0-8/638/211638/WLON716i/0ccf0c591aac44ec88c890700195fe11?fileName=Projet%20Health%20Care_Supply_Chain_interactif.pdf
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IDMP – the origin

Recognise the need to improve adverse event management.

2001

ICH adopts an 
adverse event

reporting
message 

2003

ICH approves a 
concept paper

on ICH M5 Data 
Elements and 
Standards for 

Drug 
Dictionaries

2005

ICH guideline 
sent to 

consultation

2006

ICH decides to 
no longer 
internally

develop own
technical

specifications

2008

Start work at 
CEN/ISO

2009/2010

•Ballot: IDMP 
draft int’l
standards

2012

•ICSR 
published.

•IDMP published
(5 standards)

•The wedding
cake

2016

•Publication of 
the revised
standards & 
implementation
guides

2018

•Publication 
revision 
CEN/ISO 11238 
(substances); 
implementation
guide published
2015-2016-
2017



Traceability of medicinal 
products: standards in place*

*And in improvement
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Reconciliation of medicinal 
product use

*And in improvement



Do these two vials contain the same
vaccine?

Market: country A Market: country B



Do these two vials contain the same
vaccine?

Data carrier:

GTIN 1234

IDMP Package Identifier

IDMP Medicinal Product 

Identifier

IDMP Pharmaceutical 

Product identifier

IDMP Substance 

Identifier
?

?

?

?
IDMP Package Identifier

IDMP Medicinal Product 

Identifier

IDMP Pharmaceutical 

Product identifier

IDMP Substance 

Identifier

Data carrier:

GTIN 9876
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