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Quality assurance (QA) is always a governing prin-
ciple in translation and language services. Get-
ting the words right can make all the difference 
between clarity, understanding, consistency and 
accomplishing goals on the one hand; and ambigu-

ity, perplexity, inconsistency and failed intentions on the other.
Ensuring quality has particular resonance in the life sciences 

industries, where commercial offerings rely on a delicate balance 
between risk and benefit, and where patient safety is always at 
stake. The business and reputational pitfalls of quality lapses, 
along with the regulatory fallout, can be immense. 

“There is a very high cost of failure in life sciences trans-
lations,” notes Clarice Streets, Vice President, Global Quality 
and Process at translation services provider RWS Life Sciences 
(RWS). “That has implications for human/patient safety. It has 
significant implications for business risks, and potential finan-
cial and regulatory implications for the customer.”

A medical device or pharmaceutical company may invest 
enormous amounts of time, effort and money in developing, 
manufacturing and marketing products that extend or improve 

patients’ lives, while avoiding any significant harm. Yet it 
takes only one serious instance of product misuse, abuse or 
malfunction to attract the attention of regulators, campaign-
ers and the media. 

At the end of that line could be a product withdrawal or 
recall. Even if those consequences are avoided, letting qual-
ity slip can set off a chain of events that may only be resolved 
through extensive and expensive rehabilitation to rekindle 
trust among regulators, governments, healthcare profession-
als, payers and patients. 

Volume Of Information
It is not just the high-risk nature of life sciences products and 
the inherent sensitivities of working in a healthcare environ-
ment that put a premium on the quality of translation services. 

There is also the sheer volume of data and information 
involved in researching and creating these products, steering 
them across regulatory, economic or market-access hurdles, and 
explaining to a broad spectrum of customers and stakeholders 
why and how they should be used to optimal benefit.  

Achieving Translation Quality 
Through Process Design
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“It’s very hard to prioritize 
criticality with regulated content,” 
Streets points out. “There are a lot 
of different scenarios that could 
lead to one of those risk areas. In 
general, the bar is quite high.” 

In an ever-expanding global 
marketplace, companies need to 
translate a vast range of crucial 
life sciences documentation into 
numerous languages and formats, 
from clinical trial records through 
labeling, patient information leaf-
lets, summaries of product charac-
teristics and beyond. 

These requirements multiply the 
potential impact of translation quali-
ty at every level, all the more so since 
the process continues throughout 
the product’s lifecycle, as new infor-
mation emerges and documentation 
is updated accordingly. 

Quality In Translation 
Quality in the context of transla-
tion services, whether catering to 
life sciences companies or another 
industry sector, is essentially no 
different from quality assurance 
for any product or service. 

“Quality is simply the suitability of the product for its intended 
use and adherence to specific requirements,” Streets comments. 

However, quality in translation also involves specific nuances, 
such as precision in rendering sources, fluency in the target 
language, technical accuracy, and recognizing that what may 
be acceptable as a layperson’s term in one context will require 
a more technical expression in another. 

“There’s more than one angle in looking at accuracy,” Streets 
says. “There’s the adequacy of the rendering as an expression of 
the source, but also the appropriateness in the target language.” 

Proactive Versus Reactive
Historically in the translation industry, there's an emphasis on 
defect detection and correction, rather than upstream defect 
prevention through process design.

“A common response to detected risk or detected defect is 
to add more inspection,” Streets observes. “This is rather than 
looking upstream at the creation of the product, which in this 
case is the translation, and asking how that defect may have 
been prevented.”

Process design is a well-established concept in manufacturing 
overall, and particularly in a regulated life sciences manufac-
turing environment. It can equally be leveraged in a maturing 
translation industry where technology development is enabling 
a more front-loaded approach to quality assurance. 

As part of that transition, a 
shift to process monitoring is 
increasingly favored over strate-
gies that rely heavily on inspec-
tions as a filter in the translation 
process. This too has its parallels 
in life sciences manufacturing.

“Quality control in a manu-
facturing environment involves 
taking samples of the product at 
different points in the produc-
tion process to confirm that the 
process is operating in a state of 
control,” Streets explains. “There 
are also things in a manufactur-
ing process that are intended 
materially to impact the quality 
of the product in-line, such as 
filters or inspection devices.” 

Applying a proactive approach 
to translation quality means being 
explicit about what the various 
steps in process design are meant 
to achieve: for example, are they 
employed as a process-monitor-
ing and confirmation activity; or 
do they serve as a control that, 
like a filter, materially affects the 
quality of the final product? 

While rethinking the approach to quality presents a challenge 
to the translation industry, smarter processes will ultimately lead 
to enhanced efficiency of translation services. 

Analysis And Automation
In keeping with this revised approach, translation providers 
should be building source analysis into the front end of every pro-
cess. That way, potential areas of confusion, risk or misinterpreta-
tion can be identified, addressed and resolved at an early stage. 

Providers should also plan for and deploy automated controls, 
so that the accuracy of high-risk content such as numeric values 
or units of measurement (e.g., drug dosages) is not solely depen-
dent on human controls and their inherent variation. 

Time management is another key element of process design, 
especially in an industry prone to leaving translation of docu-
ments or labeling to the last minute. This means explicitly 
identifying and allocating the right amount of time to value-
added steps in the process to ensure that they produce the 
requisite quality.  

“That’s one of the particular challenges for everyone in the 
translation industry, regardless of the sector but specifically 
in life sciences, that translation is often not a primary step in 
product plans,” Streets comments. 

“And just like any value-added activity in the creation of a 
product, its output will suffer if the cycle time is not within the 
designed conditions.”
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Stages In Process Design
The effective application of pro-
cess design to ensure translation 
quality involves a number of 
stages. The first is to understand 
very clearly the customer require-
ments, both in terms of the trans-
lation program and the underlying 
projects and documents that make 
up that program. 

“You may need to tease out those 
requirements if the customer isn’t 
necessarily prepared to articulate 
them in a way that is meaning-
ful for the translation process,” 
Streets adds. 

The second stage is planning for 
quality, which includes ensuring 
that sufficient cycle time is available 
as well as conducting risk analysis 
and risk management. “For exam-
ple, it’s really useful to identify the 
potential failure modes in a process, 
given the circumstances around the 
particular translation requested,” 
Streets notes.

This stage also includes custom-
izing the process design for the 
project at hand. “So you’re taking 
into account the output require-
ments, then you’re planning the 
right steps for that particular production event, to ensure the 
highest degree of likelihood that the output is right the first time 
and meets the customer’s requirements, within the customer’s 
cost tolerance and within their timeline,” Streets elaborates. 

In-process Monitoring
The third stage is execution and in-process monitoring. A well-
designed translation process will have monitoring built in. That 
way, if any signal emerges at any point during the process that 
something is out of control – for example, during the editing 
process, there are indications that the translator has misun-
derstood the content – then process monitoring will ensure 
prompt detection. 

This enables the translation provider to make the necessary 
adjustments, such as communicating any potential disruption 
to the customer and dealing with it proactively, while ideally 
staying within the timeline and agreed budget. 

It is also critical to have the right linguists with the right 
domain expertise for the project at hand, offering the highest 
possible degree of familiarity with the content being translated. 
Linguistic assets such as style guides and terminology controls 
should be both available to translators and designed as well as 
presented optimally for ease-of-use.

“For example, using terminology controls that operate in-line 

within the translation environ-
ment makes it much easier and 
much more likely that you will 
get the right terminology in the 
translation than if you have a 
separate reference document,” 
Streets points out. 

“Clients will often have spe-
cific terminology requirements,” 
she adds. “Terminology controls 
are some of the critical linguis-
tic assets that help to achieve 
translation quality. So deploying 
them in the most user-friendly 
way for the production teams 
– essentially the linguists – is a 
really important part of quality 
assurance.”  

Impact Of Automation
One factor influencing process 
design for quality in today’s 
translation environment is 
the rapid evolution of new 
technologies, such as machine 
translation and automated veri-
fication/QA tools. 

Machine translation tools 
may be deployed along a whole 
continuum of activities, from 
support for a primarily human-

driven process to constituting the primary translation output.
 “That is what is changing most notably in how you achieve 

quality of translation,” Streets comments. Translation provid-
ers must be aware of all the available technology controls and 
assets in this respect, while also ensuring these are well-vetted 
and fit for purpose. 

Advanced technology enables translations to be produced 
more quickly, more accurately and potentially at lower cost. 
At the same time, though, a truly comprehensive process-
design strategy will apply disciplined, data-driven validation 
strategies to automated tools before relying on them solely for 
translation – and particularly in an environment as fraught 
with risks and nuances as the life sciences. 

“The investment in the development of that technology is 
extremely active,” Streets notes. “But I don’t think machines 
will replace humans anytime soon, especially not with regu-
lated content.” 

For one thing, there is too much variation in the customer 
base for life sciences products and accompanying translated 
materials, in the degrees of literacy across that customer base, 
and in the vast range of languages and dialects they employ, 
including imported or assimilated usages from other countries, 
cultures and languages. 

In parallel, though, the human skillset needed for translation 
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services, in life sciences and beyond, is changing. “Post-editing 
a machine output is a different skill from translating a source 
document,” Streets points out.  

Global Perspective
A specialized language-services provider such as RWS Life 
Sciences can make sure that all of these capabilities are not only 
available but applied to the extent and in the manner appropriate 
to each stage of a project and its specific requirements. 

In doing so, RWS Life Sciences can draw on extensive expe-
rience with regulatory affairs, documentation and communica-
tions for both pharmaceuticals and medical devices in markets 
worldwide, working in over 150 languages including all itera-
tions of European, Asian, African, Middle Eastern and American.

This global perspective also gives RWS Life Sciences privileged 
insights into how classic process-design principles can be ap-
plied proactively across the full range of translation services for 
global life sciences clients. 

At the same time, the company’s acute sensitivity to na-
tional and local nuances will ensure that quality is optimized 
throughout the translation process, in every context, and for 
the full range of documentation that plays such a critical role 
in underwriting the safety, efficacy and appropriate use of 
healthcare products.
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About RWS Life Sciences

Under the umbrella of RWS, the world’s leading provider of global language solutions, RWS Life Sciences focuses exclusively 
on providing quality-driven translations for clients in the life sciences industry. We specialize in language support solu-
tions for highly regulated, global markets in areas including clinical, regulatory, medical device, pharmacovigilance, health 
economics, outcomes research, and product labeling. Through our innovative technology platforms, we provide process 
automation, scalability, and business intelligence to serve our clients’ needs in fast-paced and demanding environments.

RWS Life Sciences is a leading and trusted authority on the linguistic validation of Clinical Outcomes Assessments (COA). 
Whether intended for a patient (PRO), clinician (ClinRO), or observer (ObsRO), our translations are accurate as well as 
culturally and conceptually equivalent to the source instrument. Our experience in translating COAs has expanded across 
a variety of therapeutic areas, including cardiovascular, allergy/respiratory, oncology, gastroenterology, inflammation, 
neurology, infectious diseases and vaccines.

Our state-of-the-art linguistic validation process and COA added-value services ensure both accuracy and timely completion 
of your documents. We model our linguistic validation process on the U.S. Food and Drug Administration PRO guidance 
document and the International Society for Pharmacoeconomics and Outcomes Research (ISPOR) Good Practice recom-
mendations. We proudly deliver exceptional customer satisfaction, 99% on-time delivery and 98% first-pass yield.

Learn more about RWS Life Sciences at www.rws.com/lifesciences.

As defined by Wikipedia, machine translation (MT) is a 
sub-field of computational linguistics that investigates 
the use of software to translate text or speech from one 
language to another. Until recently, only humans have 
translated language.

The American Translators Association (ATA) provides 
thought leadership on the debate around human versus 
machine translation. On its website (atanet.org), it provides 
guidelines for deciding when to use MT (e.g., for websites) 
and positions the technology for enhancing the speed, not 
necessarily the accuracy, of human translation. 

“MT is a human translation accelerator, not a replace-
ment,” the ATA states1. As technology evolves before our 
eyes, life sciences companies and translation providers are 
well-served to leverage the potential benefits of MT with 
careful process design to ensure accuracy is maintained.
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