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There are many reasons for business divestitures in today’s complex 
pharmaceutical industry. Shifts in geographic strategy, enabling R&D focus, 
business and financial adjustments, supply chain simplification, and over-
all operational efficiency are common catalysts. 

Regardless of the purpose, a pharmaceutical divestiture is a complex 
process that introduces a high degree of risk and disruption to the people 
and processes within the firm, most often with a strictly defined timeline. 
It’s vital for both the parent and the newly created entity to maintain unin-
terrupted operations while they ensure continued regulatory compliance, 
maintain data integrity, and manage the inevitable cultural shifts that 
accompany these initiatives. 

The Challenges

In October 2023, a global pharmaceutical leader made the decision to 
divest one of their divisions to enable focus on generics and biosimilars 
and provide optimal benefit to their shareholders. Already established 
as a European leader in generic medications, the new entity required a 
seamless transition of its regulatory data from the parent firm to maintain 
business continuity and compliance during this pivotal corporate restruc-
turing. Given the scale of the initiative, they knew the regulatory, technical, 
and organizational challenges would be complex and had a finite timeline 
when it had to be completed. 

The primary challenges included:

1.	Aggressive Timelines. Like most divestitures, this initiative had  
strict deadlines. Delays would impact business continuity for both  
the parent and new company.

Maintained daily operations for business continuity 
throughout initiative

Full traceability and uninterrupted compliance 
in the new Veeva platform

Advanced tools accelerated mitigation execution  
to ensure migration timeline
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2.	Stakeholder Alignment. Coordinating global IT, regulatory, and 
business teams and consolidating historic process and data knowledge 
is a common challenge. In this initiative, there were multiple stakehold-
ers and resources with a varying degree of experience in divestiture 
and migration projects. Further complicating the program, shifting 
roles and responsibilities within the company caused changes to the 
resources focused on this specific initiative. 

3.	Regulatory Complexity. It was critical to ensure compliance with 
FDA, EMEA, and other health authority requirements across more  
than 100 countries and multiple regions. 

4.	Volume and Sensitivity of Data. This divestiture required the migra-
tion of vast amounts of highly regulated documentation with full pres-
ervation of metadata and audit trails. By the end of the project, there 
were approximately 1 million records across the regulatory, clinical and 
quality teams. Any errors could result in substantial penalties and fines.

5.	System and Process Separation. Disentangling intertwined systems 
from the parent firm and re-establishing them independently within 
the new firm’s technology stack was a large part of this divestiture.  
The legacy sources all needed to be analyzed, organized and consoli-
dated into a new Veeva platform within the new organization. 

Selecting fme as the Migration Partner

It was clear that the scope and scale of this project required a migration 
partner that understood the many facets of this complicated challenge: the 
OpenText source systems and repositories, the Veeva target platform, and 
the complicated process of extracting, remediating and importing the data, 
metadata and content between the two. It was also essential to work with 
a partner that had experience with the amount and complexity of the data 
and the capability to coordinate with the multiple partners that would be 
contributing to the project. 
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After a rigorous RFP process, and several false starts due to lack of  
readiness, extensive discussions with both organizations, and capabilities 
demonstrations, the divesting company selected fme to lead the initiative, 
gaining the advantages of our 25 years of migration success across all  
leading platforms. They recognized that as the creator of the industry’s 
leading digital transformation tool migration-center®, fme has decades 
of proven experience working with highly regulated data and system  
processes, as well as collaborating with the additional partners this  
initiative would require.
 

The Solution 

After winning the RFP and commencing with the program, fme served as 
a trusted partner on the project, applying our deep domain expertise for 
designing and implementing a migration strategy that balanced speed, 
accuracy, and compliance requirements. 

As described in the challenges above, this project was not a simple one-to-
one data transfer. There were multiple entwined content servers and ap-
plications with individual data, metadata, documents, and audit histories 
that all needed to be extracted, organized, and consolidated to one unified 
system. The capability of fme’s migration-center was a substantial benefit 
and allowed fme to efficiently maintain project timelines and overcome 
unique challenges.

Independent Legal Entities
On paper, the new and parent firms were already distinct companies: direct 
connection and data transfer was not allowed. To address this challenge, 
fme implemented migration-center in both the source and target systems 
to maintain data accuracy and quality. 

In the parent organization, we had one team extracting and verifying the 
source data. They then conducted a comprehensive analysis of lega-
cy data, metadata, and documents. Data was cleansed, enriched, and 
mapped to the Veeva Vault schema, ensuring accuracy and maintaining 
compliance. It was then processed with a clear set of transformation rules 
and verified for accuracy of the extraction and mapping. 

Automation to Manage Data Volume 
An additional challenge on this project was all data was not available at 
the beginning of the project. Data was extracted over six months in a series 
of batches from each content repository. As a result, the original estimate 
of 350,000 documents increased to over one million documents.
Once extracted, the data was sent to a different team to import it into the 
target systems and re-validate it within the new Veeva platform. migra-
tion-center’s high-speed, rules-based migration engine accelerated the 
complete journey from source to target solutions, minimizing repetitive 
effort, and easily accommodating all new batches of legacy data as it 
arrived. Even as the volume of data tripled, fme was able to accommodate 
and process the additional data without any delays. Manual transforma-
tion methods would not have been able to adjust within the strict project 
timeline.

Iterative Testing & Validation
To maintain data integrity, fme used migration-center to incorporate 
rigorous validation process with dry runs, error detection, and remediation 
cycles. With our migration knowledge and powerful tools, we were able to 
ensure an accurate, traceable migration with preserved metadata, audit 
trails, and regulatory integrity. 

Collaborative Change Management
Like many of our past migrations, the project continually evolved and there 
were many changes. Working closely with client teams, fme established 
proactive governance, transparent reporting, and agile issue-resolu-
tion processes to keep global teams aligned and responsive to evolving 
requirements. From the beginning we were able to manage processes, 
timelines and expectations, and address the challenges and reality of the 
extraction and import processes. 

The Result

With a structured, risk-aware approach, fme maintained and supported 
the divested organization’s operational independence while minimizing 
business disruption and adhering to the tight project timeline. Working 
together, fme and the client were able to deliver:

1.	Seamless Regulatory Compliance. Full traceability and uninterrupt-
ed compliance with global authorities in the new Veeva platform. 

2.	Accelerated Execution. migration-center® reduced manual effort and 
delivered on-time results under strict deadlines required by business 
stakeholders.

3.	Data Integrity & Quality. All transferred data was analyzed and veri-
fied to preserve accuracy, audit trails, and version history.

4.	Business Continuity. Throughout the project, there was minimal 
business disruption allowing regulatory and business teams to main-
tain daily operations.

5.	Future-Ready Foundation. The new firm now operates on Veeva 
Vault, with a scalable, modern platform to support long-term growth.

Conclusion

This intricate divestiture presented a high-stakes challenge: execute  
a complex regulatory data migration under strict timelines, with zero  
compromise on compliance or continuity. By combining its deep life  
sciences expertise with the power of migration-center®, fme delivered  
a seamless, validated, and future-ready solution.

With this success, fme reaffirms its honor as the partner of choice  
for global life sciences organizations navigating divestitures, system  
transformations, and other complex data challenges.

For more information, visit fme-LifeSciences.com.
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About fme
 
fme is an experienced provider of business and technology services supporting the deployment of Business 
Applications, Content Services, and ECM solutions to highly regulated industries like Life Sciences, 
Manufacturing, Finance, Cosmetics and Nutraceuticals, Food & Beverage and more. 

With unparalleled experience in data quality, data remediation and migration, archiving and digital 
transformation we are trusted advisors and systems integration specialists across the Clinical, Regulatory and 
Quality and Manufacturing domains in Europe and North America. 

Our capabilities, experience and know-how allow us to provide high-quality end-to-end solutions supporting 
our clients’ using the leading Content Services and ECM platforms. We offer a coordinated catalog of Business 
Consulting, Technology Services and Migration Services designed, refined, and optimized to reduce system TCO 
and increase solution ROI. 

Our clients include leading Top 10 Global and midsize Life Sciences companies. We provide unique cost-effective 
best-shore solutions by leveraging local client facing teams in North America and Europe and our Centers of 
Excellence in Romania and India. 

Contact our experts today to discuss your next project  
and start a clear path to success.
In Europe  
www.fme.de   |  +49 531 238540   |  info@fme.de 

In North America 
www.fme-LifeSciences.com   |  +1 475 476 3118   |  info@fme-us.com
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