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Pharmaceutical data management is changing 

The Covid-19 pandemic pushed the process of drug development into 

the spotlight in a new way. The challenge for biopharmaceutical 

companies-to create, test, and manufacture a vaccine in months 

rather than years-appears to have been successful, with vaccine 

rollout already making a measurable difference in the communities that 

have received it1
 This has highlighted both the potential benefits of 
•

getting it right2 (Pfizer/BioNTech) and the high cost of mistakes3

(Sanofi-GSK). In the space of a year, the biopharmaceutical industry 

was pushed to accelerate movement in directions it was already 

exploring, as well as embrace completely new ways of working. In the 

way of successes, Pfizer developed an effective method to recycle 

special filters needed in vaccine production that were in short supply 

and Moderna reduced the time involved in inspection and packaging of 

the vaccine. In the end, the pandemic taught us a lot about which old 

systems can be abandoned and which new ones should become 

the norm. 

There are numerous seasons for optimism as we move further into this 

decade of industrialized biology and biopharma 4.0-but there are still 

challenges in research and development (R&D) that need to be 

addressed before the biopharmaceutical industry can reap the benefits 

of an increasingly digital world. Much of the opportunity lies in 

addressing the massive, but still-fragmented data framework that 

underlies almost every step of R&D. 

This is because as therapeutic possibilities grow and become realities, 

so do the complexity and volume of data-and while it should flow 

continuously between departments, the reality is that data is extremely 

siloed and only a small amount flows from one stage to the next. To take 

future-facing steps, R&D organizations will need to embrace new, end-

to-end technologies for data management that solve the fundamental 

issues in workflow, process quality, collaboration, and data analysis. As 

capable as they've been, current electronic solutions, like Laboratory 

Information System (LI MS) and Electronic Laboratory Notebook (ELN), 

aren't sufficient for the coming decade. Overhauling and streamlining 

the process with management systems that span the entire 

development lifecycle is key. 

www.idbs.com 

https://www.nytimes.com/2021/02/25/briefing/covid-variant-new-york-postal-service-smith-college.html
https://www.wsj.com/articles/covid-19-vaccine-manufacturing-in-u-s-races-ahead-11616328001
https://www.wsj.com/articles/broader-vaccine-plan-in-west-dealt-setback-by-sanofi-gsk-delay-11607696740


https://www.berkeleylights.com/workflows/cell-line-development/
https://www.insilico-biotechnology.com/
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There is a plethora of software applications designed to tackle different 

aspects of product and process development, from design of 

experiments (DoE) through instrument integration, automation, data 

aggregation, and visualization. Yet the problem with these point 

solutions is that they don't address the core challenge: capturing 

context-rich data at the point of entry, with the right metadata and 

structure to enable searching, reporting, and analytics across the 

development lifecycle. The promise of digital transformation and 

biopharma 4.0 is exciting, but even the most advanced ML/Al 

applications are useless if the source data hasn't been properly 

curated. Data curation after the fact is time consuming, costly, and 

error prone; contextualized data capture should be an integral part of 

scientists' and technicians' daily work, rather than an afterthought. 

A platform to support the entire development 
lifecycle 

The solution is an entirely new category of software: 
Biopharmaceutical Lifecycle Management (BPLM), an 
operational foundation for drug development that  enables 
complete integration into the development ecosystem, all the 
way from early development to clinical and commercial supply. 

The key to BPLM is a highly contextualized data backbone, which is 

created when process and analytical data are brought to together right 

where the process is executed. This is a game changer because 

valuable data is automatically captured in context at the point of 

execution, eliminating the challenges associated with linking together 

disparate data sources across different timepoints after the fact. Not 

only does this enable advanced search capabilities to help users find 

exactly what they are looking for, it also supports all the benefits of 

standardization -that is, it becomes easier to compare results, identity 

trends, and have a more comprehensive view of the entire process. 

The other core elements of BPLM are workflow, integration, and 

insight. Standardized workflows that accommodate both the flexibility 

needed for early development and the additional checks and controls 

needed for clinical supply are key to ensuring comparability of data 

while also significantly improving operational efficiency. Plug-and-play 

instrument connectivity eliminates the problems of having key data 

locked away in proprietary formats and ensures data integrity. 

Advanced insight capabilities enable an efficient and effective 

feedback loop to apply learnings gained at different scales to both 

maximise the usefulness of process modeling and simulation and focus 

development efforts on the areas of greatest impact to product quality 

and yield, or the percentage of usable product retained at the end of 

the manufacturing process, is a critical factor for biologics and 

particularly viral vector vaccines. 

www.idbs.com 
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