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Integration and increased automation are transforming the 
way life sciences companies manage much of their operational 
and regulatory information. So it seems odd that labelling and 
packaging content – so critical to market acceptance and 
patient safety – remains subject to very separate, manual 
processes, leaving organisations open to unacceptably high 
risk of error as well as considerable inefficiency. There must be 
a better way, says AMPLEXOR’s Romuald Braun

As long as product labelling is treated as a distinct, manually-
driven process, life sciences organisations will continue to leave 
themselves open to the risk, not to mention a level of inefficiency 
they can ill afford. Mislabelling is one of the leading causes of costly 
product recall,1 and a particularly frustrating one given that it is so 
easily preventable. 

So it is probably no bad thing that increasingly strict regulatory 
requirements and the imminence of IDMP are causing regulatory 
and quality teams to review their processes and systems for 
managing content. It was in this context that labelling management 
came up as a prominent topic at AMPLEXOR’s recent annual 
customer conference. 

The Bigger Picture
As life sciences organisations start to think more laterally about 
regulatory information and greater efficiency in how they respond 
to new demands, they are beginning to realise that the only real way 
to manage this in a sustainable way is by creating and drawing from 
a definitive master data repository that is capable of supporting 
multiple applications. Instead of starting from scratch each time 
there is new content (such as new labelling) to create, regulatory 
teams and those responsible can simply call up approved content 
from a central resource.

This approach becomes a natural one as organisations move 
towards a more holistic, next-generation regulatory/product 
information management strategy. This is the vision advocated 
by Steve Gens, founder of Gens & Associates, one of the leading 
authorities on regulatory information management (RIM). He 
maintains that RIM should be as wide-ranging in scope as 
possible, encompassing dossier management, submission planning 
and tracking as well as manufacturing, change control, safety 
reporting, master data management, and labelling and document 
management. 

As long as such activities take place separately, each served 
by standalone systems and processes, companies risk repeatedly 
reinventing the wheel and introducing inconsistencies with each 
new content preparation task. If a company has procured systems 
for each distinct process from a series of different vendors, 
integration can be an issue and data’s dominion may be unclear: 
which is the authoritative, correct version of content and how is 
this determined and controlled? 
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Do it Once and Do it Well
Next-generation RIM needs to facilitate a seamless, reliable end-to-
end process – from data/content collection to submission tracking 
and reporting. To further maximise the benefits, companies should 
be extending this same systematic process of content management 
to all important product data across a drug’s lifecycle. If this, rather 
than a targeted application of the data, becomes the core resource, 
it becomes possible to derive maximum efficiencies each time that 
content is repurposed for a particular use case.

So ideally, any master data management initiative should 
start with a product master data object model, of which regulatory 
intelligence is a part. The regulatory factors may not fit generic 
system data fields, being the proprietary IP of each company. 
But if the information is structured, it can still be reflected in 
the main product information system, contributing to that 
holistic, 360-degree resource which caters for all information  
needs. 

Combining product master data with regulatory intelligence 
makes it possible to automate more processes – including labelling 
management. Suddenly more becomes viable, and the need for 
heavy manual work is reduced each time there is a new content-
related requirement. In the next-generation scenario, whether the 
result is new labelling or an IDMP-related submission, the output 
is ultimately just an expression of the company’s product data, in 
a particular format. 

Taking a master data/complete product profile approach 
means all of the correct content for accurate, compliant labelling 
can be called up quickly and easily for the given use. In addition 
to ingredients and manufacture information, it should be possible 
to call up detail for all authorised medicinal products alongside all 
the respective countries’ procedures, health authority organisation 
information and marketing authorisation programmes and 
processes. Labelling processes, change requests, sequences and 
templates should all be possible to manage in a clear and structured 
way. 

Intelligent Grouping of Common Content Assets
Proper provision for labelling, to reduce risk and improve 
efficiency, should include the ability to select approved content 
elements as self-contained label ‘objects’ or assets. These might 
include the name of a medicinal product or its clinical particulars, 
pharmaceutical particulars or pharmaceutical form. Some elements 
might be market-specific; others could be global/core content. But 
using an object-based master data management approach, grouping 
fields becomes very easy to do, linking components as appropriate 
to the various applications – for example a particular artwork, or 
at a global level the company core data sheet or the core package 
insert. All of these fuller objects are referenced but the components 
are sourced from master data.
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The clever part, where content is linked logically using metadata, 
is that by selecting one object it becomes possible to see at a glance 
the relationships to all the other objects, and therefore the knock-
on effect of any changes to the content. So the impact and risk 
assessment of any changes becomes a natural part of the design. 

When content ‘fragments’ are used in several places in several 
documents, the master data and object-based approach means that 
if something fundamental needs to be changed, the ripple effect of 
those changes can be seen at a glance and the changes automatically 
reflected wherever this is needed, with full traceability. So, for 
instance, the user might create the fragment name of a medicinal 
product once and then re-use it in multiple documents. As this 
is reflected in the master data, it can be referenced by other 
documents. 

Each element is managed in the same way teams manage 
documents already, and creating the labelling structure is similar 
to the way teams create a submissions structure. It is a virtual 
document with all the respective sections: listed are the core 
company data sheet, a cover page, a table of contents and the name 
of the medicinal product, below which are the text fragments. The 
real leap is that those authorised to do so can now alter labelling 
elements fragments in a virtual document environment, and whole 
steps can be automated because the correct data will be applied 
automatically.

Preparation is Everything
Once all of the necessary text elements have been input into the 
structure, it’s then just a case of deciding what to do. Similar to 
publishing, the submission structure is created independently 
from the published output. In this case, it’s possible to transform 
the content to the desired format according to rules that have been 
pre-set.

An ability to preview the document is desirable too, for instance 
as a complete PDF. The underlying enabler is the data-centric, 
object-oriented model, which allows labels and related documents 
to be created and amended using approved master data. Automated 
creation of labelling documents becomes something teams can do 
with confidence. And where regulatory intelligence is also reflected 
in the system, label creation can be done in accordance with the 
specific country requirements. 

By seeing the bigger picture around data management, life 
sciences firms open themselves to a range of new possibilities – 
to reduce complexity, cost and risk, while improving productivity, 
accuracy and speed. 

Reducing complexity begins with reducing the number of 
systems in use for different tasks, the number of interfaces and, as 
a consequence, the number of manual interactions (and associated 
risk factors, and inefficiencies – i.e. as it becomes easier to re-use 
approved content and automate the editing and creation of new 
materials). It goes without saying that there need to be important 
safeguards, controls and checks – especially where affiliates are part 
of the process. But ideally these checks will be built in to the core 
system, ensuring compliance and building confidence and, as an 
extension of this, user acceptance. 

It has taken time to get there but quantifiable simplification 
and de-risking of labelling management is now within reach in 
life sciences, a day many across the industry have been greatly 
anticipating because of the many practical challenges it can now 
overcome with a palpable ROI.
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When Labelling Lets Companies Down
The rules around pharma labelling are becoming stricter all the 
time, as authorities internationally strive to improve patient 
safety and increase the burden of responsibility placed on drug 
companies. The European Medicine Agency’s Good Practice 
Guide on Risk Minimisation and Prevention of Medication 
Errors provides two pages of guidance on the information that 
must appear and where, the recommended use of language, 
and colour.

One estimate suggests that up to 25% of all medication 
errors are attributed to name confusion and 33% to packaging 
and labelling confusion. Where companies make errors which 
could affect patient safety, the cost to manufacturers in product 
recalls, lost revenue and market confidence can be substantial. 
Yet year after year, labelling errors feature as the reason for 
numerous product recalls. Among those most recently listed 
on the FDA drug recall web pages are Astrazeneca’s physician 
samples of BRILINTA (ticagrelor) 90mg tablets, which actually 
contained another medicine; Truxton Inc’s Amitriptyline HCL 
Tablets, USP 50mg and Phenobarbital Tablets, USP 15mg, 
30mg, 60mg, 100mg, which were subject to a ‘labelling mix-
up’; Impax Laboratories Inc’s Lamotrigine, removed from the 
market due to ‘incorrect labelling of blister cards’.

Translations/provisions for the special requirements of 
other countries or regions are a common cause of labelling 
issues, too. Keeping track of the different requirements for each 
market can be an onerous task, especially given the frequency 
with which these are reviewed, updated and expanded. The 
precise wording, meaning and other factors such as use of 
colours, fonts and their sizes, the position and prominence 
of warnings and safety symbols, are likely to be subject to 
strict controls or recommended guidance which will affect the 
acceptance of a product or its vulnerability to recall in a given 
market.

And of course, the issues may not end with the cost of 
the product recall. Drug recalls may also trigger a range of 
expensive product liability claims, especially if there is a 
chance that patient safety was put at risk due to inadequate 
warnings or errors contained in the packaging or labelling 
information. Country-by-country requirements are listed here: 
https://uk.practicallaw.thomsonreuters.com/Browse/Home/
International/LifesciencesGlobalGuide?transitionType= 
Default&contextData=(sc.Default) 


