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The way an individual interprets language is influenced by many factors, including culture, 
background, education, training, and personal biases. When individuals with diverse 

backgrounds are brought together within a global Drug Safety and Pharmacovigilance 
environment, communication challenges can arise, leading to discrepancies that hinder the 

accurate capture and reporting of critical safety information.

In any clinical trial, the top priority for all stakeholders 
involved in the development of new drugs is to ensure 
that the products being studied are not only effective but 
safe for patients to use. It is the responsibility of the Drug 
Safety and Pharmacovigilance function within a research 
organization to ensure safety reporting is conducted in a 
timely, accurate, quality, and compliant manner.

Typical tasks of the Drug Safety and Pharmacovigilance 
team include, but are not limited to, Severe Adverse Event 
(SAE) / Adverse Event (AE) reporting and case management 
and analysis, medical monitoring, SAE/AE narrative 
writing, medical coding and drug validation. The successful 
execution of these tasks requires clear communication 
and smooth collaboration among team members. In an 
increasingly global, multicultural business environment, 
however, communication breakdowns can often arise.

For example, consider how two different Medical Coding 
Specialists might capture the following statement:

A woman’s husband collapsed to the floor and was 
unconscious. The wife was unable to arouse him.

One Medical Coder may identify the patient as being, 
“Unresponsive to stimuli.” Meanwhile, another Coder 
might determine that the patient was experiencing 
“Erectile dysfunction.”

Language can be interpreted in a variety of ways 
depending on an individual’s culture and experience, 
potentially resulting in misunderstanding of reported 
information like the example above. Such misalignment 
can jeopardize the successful operation of Drug Safety  
and Pharmacovigilance groups within global research 
organizations. This article will look at the approaches  
Drug Safety and Pharmacovigilance teams can take to 
resolve these issues, allowing the pharmaceutical  
industry to receive the benefits of operating in  
a multicultural environment.
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The Challenge of Diversity
Today, the business of pharmaceutical development is 
truly global, with clinical trials often being run in multiple 
countries and approvals being obtained in those multiple 
locations. To successfully conduct clinical trials, research 
organizations must increasingly look beyond their 
boarders, requiring larger global footprints and more 
diverse personnel.

Meanwhile, the volume of data received by clinical and 
post-marketing safety groups is increasing every day. 
Handling this growing workload has led organizations 
to diversify and grow their personnel internally and/or 
externally through outsourcing abroad.

There are many positive aspects to our increasingly 
global industry. Diverse team members bring new ideas 
and perspectives and valuable local knowledge to an 
organization. However, this global growth and the cultural 
diversification of personnel can create a challenge in 
maintaining the continuous, uniform collection, review, 
and analysis of data. Team members from diverse 
countries of origin bring with them their own cultural 
biases, experiences, training, and education, which can 
often fail to align. One team member’s learned approach 
to information gathering and the interpretation and 
understanding of data can vary widely from
another’s approach.

Such variation can create discrepancies, hindering the 
effective operation of clinical or post-marketing safety 
activities, and leading to data that is confusing and 
misleading when analysis occurs. This can ultimately result 
in delays in recognizing red flags or even failure to report 
potential safety issues.

Meeting the Challenge
Addressing diversity begins with simply acknowledging 
that diversity exists. Internal processes must be developed 
inclusive of this diversity to ensure they have a directed 
and unified approach. This includes establishment of 
standard operating procedures, creating and implementing 
defined guidelines and working practices.

Common ground needs to be established in terms of the 
expectations for the group. In safety reporting, templates 
can be created as a way to eliminate the differences 
that may exist by showing how a report is supposed to 
look. However, variation can still emerge in the way that 
the data being entered into the template is interpreted. 
Therefore, beyond simply setting up a template for the
narrative, a training process revolving around narrative 
development is required that focuses on recognizing 
the “fluff” verbiage within an Adverse Event (AE) report 
versus the information that is truly needed to be captured, 
resulting in an informative AE report. The training related 
to this concept would include separating historical medical 
events from current medical events involving suspect
medication exposure, which can be shown through the 
use of a simple timeline diagram. A single, well developed 
AE report may be all that is needed to indicate a signal 
associated with a medical product.

Both classroom and hands-on training should be 
implemented to provide exposure to specific examples 
regarding language interpretation, colloquialism, and 
the meaning of the reported or gathered information, 
allowing the consistency, accuracy, and quality of data 
to be maintained. Training allows for explanations to be 
communicated regarding why decisions were made. It  
also provides opportunity for a continuing dialogue 
to take place to ensure that there is understanding of 
the processes in place and that team members feel 
empowered and their perspective is valued. 

Another important training element within a Drug Safety 
and Pharmacovigilance team will be around the usage of 
MedDRA (Medical Dictionary for Regulatory Activities), 
a standardized medical terminology designed to provide 
a global understanding of reported AEs, facilitating the 
sharing of regulatory information internationally. MedDRA 
offers a multilingual terminology so that most individuals
can make use of it in their native languages. The dictionary 
has a hierarchical structure of terms and can be used to 
analyze individual medical events or issues involving a 
system, organ, or etiology. The MedDRA hierarchy has five 
levels arranged from very specific to very general terms. 
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By providing standardization of terminology, MedDRA can 
remove the differentiation of reported terms and allow
safety teams to consistently capture what has been 
reported without sacrificing the accuracy and quality of 
the reported data.

Another tool to be utilized in the training of a Drug Safety 
and Pharmacovigilance team would be the WHO Drug 
Dictionary (WHODD). WHO-DD is an internationally 
recognized database of medical products that ensures 
the consistent coding of drug terms and a robust set of 
clinical/safety data, allowing optimization in the analysis of 
information accumulated.

Beyond the MedDRA and WHO-DD training process, Drug 
Safety and Pharmacovigilance teams also must be trained 
on a consistent style. Style of reporting is more unique to 
an organization than standardized terminology and can be 
difficult to define in a training manual. Style is something 
that becomes a part of the everyday interaction among 
teams, growing from the challenges and hurdles that arise, 
the discussions that are held, and the solutions that result. 
Eventually, a house style emerges as teams get a sense of 
how things need to operate, allowing the team to
move forward in a very positive way.

To help steer this process, departmental meetings should 
be held regularly, during which the input, views, and 
experience of team members can be heard and discussed. 
It is important to avoid setting up an adversarial situation, 
and everyone should feel as though their ideas and 
opinions are being taken into account. Guidelines and work 
processes can also be reviewed during these meetings to 
determine whether they are in line with the team while 
also adhering to the concept of accurate and quality 
data capture.

Taking the Lead
Responsibility for driving the alignment of a diverse Drug 
Safety and Pharmacovigilance team should be placed in 
the hands of a seasoned individual with the experience 
and know how to see the big picture and understand all 
the functional components. Ideally, this individual will have 
global experience, having travelled and/or worked abroad.

This leader will need to be a people person capable 
of receiving the shared thoughts of the group without 
discounting anyone’s opinion. He or she must recognize 
the cultural differences that exist, understand them,  
and spin them to take advantage of the positives they  
can bring.

Creating alignment among a diverse team will be a learning
process both for the team leader and for the team itself.
Flexibility will be important in order to potentially modify
processes to allow the differences that exist to be 
incorporated into the workflow in a positive manner.

Conclusion
We are operating in a global environment, with clinical 
trials being held in multiple countries generating safety 
data along with post-marketing safety data that must 
be collected, assessed, and reported. As organizations 
bring together teams comprised of people residing in 
all different parts of the world, it is incredibly important 
to think about the functionality that needs to exist to 
accomplish the necessary work. With the right training
and leadership, the positive aspects of a diverse workforce 
can help shape a highly functional group.

No matter how large and diverse the working environment 
might be, incorporating the elements outlined in this 
article will allow a Drug Safety and Pharmacovigilance 
organization to operate efficiently and successfully.
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Mr. Vieder holds multiple degrees, including a Bachelor of Arts 
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Chemistry, and Pharmacy from Wayne State University as well as 
an MBA from the University of Phoenix.
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Biorasi is a contract research organization (CRO) widely recognized for 
delivering success in complex clinical trials. This is possible through 

TALOS™, an innovative operating model that unifies systems and teams 
with a powerful project management methodology to ensure high 

quality delivery. Overall, Biorasi balances power, time, acceptance, cost 
and service level to optimize the delivery of clinical studies.

Global biopharmaceutical companies have come to depend on Biorasi 
to deliver their most complex studies. The company’s expertise  

includes a range of molecule types, development phases, therapeutic 
areas, geographies, and development programs. Biorasi has  

collaborated with sponsors to enable FDA, EMA, and multi-venue  
approvals for numerous small molecules and biologics. Biorasi,  

headquartered in Miami, Florida, maintains office-based teams around 
the globe. The company has received the coveted CRO Leadership 

Award from Life Science Leader magazine and has placed on the Inc. 
500 list of America’s fastest growing companies. 

For more information, visit www.biorasi.com
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