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Removing the Barriers to Accessing & Leveraging 
Real World Data

The importance of real 
world data (RWD) in 

generating insights for bio-
pharmaceutical companies 
has led to a renewed focus 
on technology infrastructure 
across the industry. The 
ability to integrate and aggre-
gate disparate sources of 
secondary data into a single 
consolidated data model has 
become a reality through 
advancements in interop-
erability, data linkage, and  
patient identity management 
throughout the landscape of 
data across the healthcare 

industry. Through the FDA’s 
guidance in “The 21st Century 
Cures Act” (Cures Act), and 
investments in studies to 
evaluate the utilization of 
Real World Evidence (RWE), 
the number of use cases 
utilizing RWD has grown 
exponentially.1 The execution 
of the initial RWE studies has 
shown that seamless inges-
tion and analysis of disparate 
data sources with a focus 
on data quality, timeliness of 
information, and adoption of 
standards across all data ele-
ments are critical to success.
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1  Recent FDA Actions Indicating the Importance of RWD: Grants for RWD into RWE research (https://www.fda.gov/drugs/science-and-research-
drugs/fda-announces-4-grant-awards-projects-exploring-use-real-world-data-generate-real-world-evidence) and approval based on RWE 
(https://www.fda.gov/drugs/news-events-human-drugs/fda-approves-new-use-transplant-drug-based-real-world-evidence) 



Primary RWD Use Cases in  
Pharmaceutical Development 

Strategies that leverage real world 
data and interoperabity technolo-
gies are being introduced across the 

development lifecycle including inter-
ventional clincal trials, observational 
research, post approval regulatory 
requirements, and value demonsra-
tion for payers.
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2  https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-electronic-health-records-and-medi-
cal-claims-data-support-regulatory 

3  https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-electronic-health-records-and-medi-
cal-claims-data-support-regulatory 



Challenges in Data Diversity 

The opportunity to create efficien-
cies for sponsors and manufacturers 
comes with challenges relating to 
data diversity.  Some of the large  
challenges in adopting RWD in  
studies are: 

•  A data platform must offer flexible 
integration processing to support 
the multiple analytical models 
required to support a study. 

•  Many medical claims, pharmacy 
claims, EMR, adverse events, and 
patient-generated data sources 
have their own proprietary mod-
els and standards. Therefore, the 
data from these systems must 

be linked, harmonized, and stan-
dardized before it can produce a 
source that can be considered to 
be fit-for-research and analysis.4 

Focusing on selecting a system that 
offers flexibility in integration and 
standardization enables sponsors to 
choose data sources that best meet 
their study needs rather than worrying 
about system requirements.

Patient Privacy 

Patient privacy inevitably becomes an 
issue when integrating patient-level 
data. Structuring and architecting 
data models to host and process the 
data in a privacy-compliant manner 

4  https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-con-
taining-real-world-data 

5  https://www.hhs.gov/hipaa/for-professionals/index.html  

Patients First. Powered by Evidence.



is paramount.5 Tokenizing a patient’s 
identity de-identifies the patient and 
allows them to be associated with 
their data from other sources. In the 
end, tokenization is a crucial require-
ment when handling patient-level data 
as it addresses the patient’s privacy 
requirements defined in all major  
regulations such as HIPAA, CCPA,  
and GDPR.

Globalization of Data  

Along with defining steps that should 
be taken to protect patient privacy, 
GDPR has, in many cases, specified 
where studies are allowed to host 
the data. In today’s research, it is 
not uncommon for European sties 
to request that patient-level data is 
not permitted to leave the specific 
country for the site, or at a minimum, 
the European Union / British region. 
What has evolved over the past cou-

ple of years is just the start. In five 
to ten years, it will not be uncommon 
for countries (or even states within a 
country) to require patient-level data 
for their citizens and medical insti-
tutions to remain in their country of 
origin. These future studies will need 
to configure a database that can be 
distributed to store the patient-level 
data in a specific region and then 
aggregate the various data sources 
into a centralized, aggregated data 
model for analysis and reporting. 
As manufacturers seek to meet the 
evidence needs of regulatory bodies 
and payers, these Real World Data 
best practices will become increas-
ingly important to generating fit-for-
purpose evidence in an efficient and 
effective manner. Uniting and synthe-
sizing these disparate sources will be 
possible through purposeful selection 
of the technology platform used in 
your research. 
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About UBC
United BioSource LLC (UBC) is a leading provider of pharma-
ceutical support services, partnering with biopharmaceutical 
companies to make medicine and specialty therapies safer 
and more accessible. UBC is well known for our expertise  
in generating authoritative, real-world evidence of product  
effectiveness, safety, and value. We specialize in evidence- 
based research for both emerging and leading pharmaceuti-
cal companies with a primary focus on rare diseases, novel 
indications, and specialty therapies. UBC’s focus is to assist 
healthcare decisions and enhance patient care throughout the 
entire product lifecycle. We accomplish this through a consul-
tative approach built around decades of epidemiological and 
operational experience. UBC provides tailored solutions to 
help your product progress from phase II research, safety and 
REMS, through post-product launch patient support services 
and commercialization.
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