
 

Client Situation 
In an effort to proactively gain trust and ensure care for its 
consumers and patients, a top 5 global pharmaceutical company 
took on an initiative to implement a global safety program. This 
would also position it well to comply with the enforcement timeline 
of the cosmetovigilance (CV) regulations in the EU.

Per the U.S. FDA, cosmetic products manufacturers do not require 
pre-market approval, nor do they have legal responsibility to 
share their safety information with the FDA. With this said, some 
manufacturers like to take a more active approach to CV. In this 
situation, the client proactively sought to work with a service 
provider with extensive experience in implementing successful 
consumer product vigilance programs in the pharmaceutical 
industry.

Covance understood the client’s requirements, facilitated the 
development of procedure and processes, and implemented a 
robust CV program for their U.S. operations in 2010 and the rest of 
the world (Latin America, APAC, Europe, Middle East and Africa) in 
2013. Over time, our responsibilities would grow to provide ongoing 
support for approximately 70 product categories and almost 
30,000 consumer products worldwide.

IMPLEMENTING A SUCCESSFUL 
GLOBAL END-TO-END CONSUMER 
PRODUCT VIGILANCE OUTSOURCING 
PROGRAM FOR A TOP 5 
PHARMACEUTICAL COMPANY’S 
COSMETIC PRODUCTS PORTFOLIO



European Union Needs and Challenges 
Historically, safety reporting for cosmetic products sold in Europe was largely driven by individual 
companies, where the manufacturers determined the safety of their products before they reached the 
consumers. However in 2009, European Union (EU) regulation (EC No.1223/2009) on cosmetic products 
was released and it made safety reporting and its associated documentation mandatory by any organization 
marketing cosmetics in the EU.

The implementation timeline for this directive was July 2013. While the client and Covance had already 
implemented a global CV program for its U.S. operations, it was required to establish an even more robust 
end-to-end vigilance program for their cosmetic products marketed in the EU that would meet the new 
EU mandate. This necessitated that the client’s procedures and processes be updated. Covance helped the 
client establish their EU CV program before July 2013.

Analysis of Client’s Workflow 
Prior to the 2009 EU regulation, the client had very basic processes in place and employed a common 
safety system for all of their ‘consumer products’. These processes and procedures were required to be 
either modified or adapted, and metrics for ‘cosmetic products’ would have to be defined. 

Furthermore, it was essential to differentiate the products as ‘cosmetics’ (per country) from other 
‘consumer products’, and adapt and modify the legacy systems in order to comply with the EU CV 
regulations. Based on local country regulation within the EU, a consumer product may be considered a 
cosmetic in one country and a device in another based on the registration status. The local country offices 
of the client determined which products would fall under the CV process. 

Unlike the North America safety program of the client, which had a dedicated call center that would input 
adverse events complaints into their safety system, the client was utilizing multiple vendors in the EU to 
collect country-specific data. Due to the lack of a standardized data collection methodology, either incorrect 
data was being captured or correct data was missed, fueling quality issues in the processes. Thus in the 
absence of a single repository for all complaints and standardized systems, variable output formats were 
introduced along with significant complexity in the initial steps of the CV processes. 

In addition, the client’s vast portfolio of consumer products available in the EU market added to the 
complexity by way of large adverse-event case volumes with significant fluctuations in the number of 
cases each year (Figure 1). A sudden deluge of cases would overwhelm the underdeveloped processes and 
systems, leading to regulatory compliance issues.

Client Solution 
During the initial phase of the engagement, Covance focused on understanding the client’s ‘as-is’ 
processes, identifying key contributors of the source information and remodeling the process into a 
seamless end-to-end case processing workflow.

Subsequent deliverables included the finalization of the process flow and the writing of processes and 
procedures related to various workflows. Finally, all of the remodeled processes, including the supporting 
procedures, were implemented and Covance helped the client successfully manage the inflow of consumer 
and patient complaints from North America (U.S. and Canada) into the safety database. 



With the successful execution of the end-to-end safety program in North America, Covance was able to 
build the client’s trust and confidence to undertake the global rollout of their CV program to the rest of 
the world including the EU. Our robust solution strategy utilized a cross-functional team with experts in 
CV, program management and information technology. The team worked in conjunction with the various 
stakeholders to identify, agree upon, prioritize and design the key elements of the project. This team, along 
with the client, understood, analyzed and agreed upon the required drivers of change in a time-bound 
manner to successfully execute the project. 

The following key initiatives were addressed:

 ▶ Classification and Harmonization of the Cosmetic Products 
The client had thousands of consumer products globally. These products were classified either as a 
drug, over-the-counter (OTC), device, cosmetic or consumer product based on how that country-specific 
regulation defined each product line. This posed challenges since case processing conventions were 
different for each regulatory class. Hence Covance partnered with the client to identify, catalogue and 
harmonize product classification to meet local regulation in these countries. This was a significant 
undertaking because similar products were registered under different categories based on local 
regulatory classes in each of the EU countries. For example, a product classified as a cosmetic in one 
country may be classified as a device in another country i.e., dental floss is registered as a cosmetic 
commodity in Europe, whereas it is considered a device in the United States.

 ▶ System Standardization 
The client employed multiple vendors to collect safety data for each country in the EU. In addition, 
their legacy database was not equipped to store and analyze the collected data centrally, leading to 
complex data collection and data entry processes. The data collection forms and safety databases lacked 
the required fields and functionalities, with multiple sources for receipt of information. This not only 
resulted in discrepant/insufficient data capture and intake, but it also made for a complex and manual 
transfer of data to the safety database. 
 
Covance collaborated with the client to design and update their legacy database to form a central 
repository that would be used across all the processes, eliminating the need for manual transfer of 
data and multiple data entry points. The data collection forms for each of the processes were updated 
with standardized fields. In addition, the vendors were trained to capture the right information on the 
standardized forms and database. Subsequently, Covance also redesigned and harmonized the client’s 
North American safety database to receive cases from Europe. This provided the client a truly unified, 
global and centralized process.

 ▶ Process Enhancement 
To ensure compliance with the new EU regulations regarding the identification and reporting of 
Serious Undesirable Events (SUEs), the client had to revise its CV processes in its EU operations.  
 
Collaboratively, Covance developed the processes and procedures for case validity, seriousness, medical 
review, causality assessment and reporting. We also worked extensively with the client to define and 
implement the metrics and turnaround times (TATs) for each of the steps in the process (e.g., number 
of cases processed within day 6 and day 12) to ensure that all reportable SUEs met the EU regulatory 
reporting timelines of 20 calendar days. Since this time, the client has been able to achieve regulatory 
compliance for all reportable SUEs in the European region.  



Covance processed the cosmetic product adverse events cases, developed and completed the SUE forms 
by correctly populating required data fields and made these forms available to the client’s local safety 
contacts in its European offices. These safety offices in turn made regulatory submissions to their 
National Competent Authorities, as per applicable regulation.  
 
In addition, Covance identified non-value adds (NVAs) such as inclusion of default extraneous values 
created at the call center’s end into the client’s safety system, which were causing unnecessary steps 
during case processing. We suggested and implemented process enhancements in consultation with 
the client to block entry of such extraneous values at the time of data feed into the safety system. At this 
time, Covance performed additional trainings for other vendors of the client. 
 
To facilitate additional benefits to the client, we revised and mapped some of the fields within the 
safety system to ensure that the vendor correctly recorded the information (e.g., nomenclature, fields, 
reference numbers) into the safety database. Additionally, we supported the client’s local safety officers 
by defining and generating reports that were required for local reporting/submission. 
 
These reports were developed in consultation with the client to provide safety assessment to the Local 
Safety Officers (LSOs). These examples, along with many others, improved the process and ultimately 
led to better quality and more consistent outcomes.

During the hypercare phase which lasted for about a month, Covance performed 100% 
quality review of data entry carried out by another vendor of the client and helped them 
to achieve desired quality. We also ensured validation of the inbound datasets, leading 
to significant improvements and modifications of the client’s vendor system that allowed 
them to achieve the desired results in a minimal timeframe.

 ▶ Flexibility and Scalability 
There were significant fluctuations (~150%) observed in the adverse event case volumes without the 
availability of any historical data to accurately plan for the expected volumes. To deal with this situation, 
an internal analysis team was assigned to understand the potential reasons for such fluctuations. The 
team prepared an extensive solution that was comprised of resources, processes and technology. The 
plan was presented and discussed with the client. In consultation with the client, it was appropriately 
revised and implemented to manage volume spikes successfully. By employing experts with the right 
skillset from around the world (U.S., India and Philippines), Covance ensured 24-hour coverage. In 
addition, automation tools (e.g., auto-narrative) were used in conjunction with client-specific processes 
to enhance the overall quality of case processing. This combination afforded the client the necessary 
flexibility and scalability for their highly variable operations.

Figure 1 demonstrates the wide variations in case volumes within a year. Covance was able to ensure 100% 
regulatory compliance even with volume fluctuations as much as 150%.
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Figure 1 : Yearly Volume Fluctuations

Outcome & Benefits 
Covance continues to play a key role in helping this top 5 global pharmaceutical company achieve 
100% regulatory compliance for all reportable cases submitted to regulatory authorities around the 
world. Covance processes ~450 cases per day, covering ~30,000 products. By developing a streamlined 
safety strategy and global operations that comply with the EU mandate, the client has reaped the 
following benefits:

 ▶ Considerable synergies and efficiencies in data collection from multiple sources have been 
achieved along with improved data quality due to integration and harmonization of the 
client s̓ CV system 

 ▶ Consistent compliance and continuous improvements due to optimized SOPs, TATs and 
metrics-driven delivery results 

 ▶ High-quality case processing and predictable TAT due to streamlined processes
 ▶ Consistent and effective management of significant volume fluctuations due to the right 
level and balance of resources, processes and technology

Conclusions
 ▶ Covance has been able to build a trusted partnership with this client due to our flexible approach, 
willingness to adapt to the client’s unique and growing needs, and ability to produce reliable, 
consistent and quality deliverables year after year. 

 ▶ The clientʼs willingness to have the Covance team work alongside them through the evolution of 
the process also helped establish good relationships across all levels of both organizations. 

 ▶ By collaborating to build solutions for the CV space, the client regards Covance as a valued and 
reliable partner, rather than a vendor. This partnership continues to evolve and in many ways, we 
are an integral part of the client’s team.
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