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LITGENIE: LEVERAGING 
AI NLP IN PHARMACOVIGILANCE 
LITERATURE SEARCH & REVIEW



Introduction
In our previous white paper1, we discussed the ‘Challenges 

and Solutions in Local/Regional Literature Monitoring in 

Pharmacovigilance’. This paper emphasizes on LitGenie:  
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A platform that provides quick, affordable, fully traceable 

results for literature search and review to increase productivity 

through established workflows, interactive dashboards. 
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As per European Medicines Agency (EMA) “Report on 

Pharmacovigilance Tasks”2, medical literature monitoring 

produced 6495 unique cases (1.9%) from 355K literature 

articles in 2019 and by 2022 there are only 6161 unique cases 

(0.9%) with more than twice the screening volume of 2019 

i.e., 718K. The current literature approach is labor- intensive, 

and the total time spent by PV professionals in literature 

review (end to end) is ~950 hours/month (100% capacity)3, 

(with an estimation of 2 minutes to scan the abstract and 15 

minutes to read full text article for ~6000 articles/per month 

by a top Pharma company) with a workload that can lead to 

missed timelines and missed important safety information. 

However, our automation solution LitGenie, reduces manual 

labor to ~400 hours/month (42.1% capacity), saving ~ 60% of 

time spent by literature SMEs.

Hence, leading Pharma’s and CROs are seeking AI-enabled 

solutions to streamline literature monitoring and review 

processes, enhancing drug safety management. Thus, 

offering a solution for successful digital transformation in 

literature review.

The figure highlights the challenges and its impact being faced 

by the pharmacovigilance industry in the current workflow:

Industry challenges in Manual Screening of Literature Publications 

Right Search Strategy
Implementing a 
balanced and accurate 
search approach, with 
constant review and 
updates, is critical.

Duplicate Data Management
Multiple sources in Medical 
literature leads to duplicate 
erroneous evaluations, 
repetitive tasks, reviews, false 
signals, compliance issues, 
increased workload, & cost.

Labor Intensity & Increased Volumes
Manual searches are time-consuming 
& resource intensive due to growing 
volume & complexity of information

Articles/Abstract 
Prioritization
Manual review can delay 
identi�cation of potential 
safety issues, impacting the 
ability to respond quickly and 
e�ectively.

Siloed Work�ow
Lack of integrated 
work�ows leads to 
inconsistent data 
handling & reporting- 
a major compliance 
issue.

Audit & Regulatory Compliance
Manual processes can lead to 
non-compliance due to oversight 
or  misinterpreting data.

Licensing Cost for Full 
Article & Translation
The high costs of full-text 
articles & translation
can signi�cantly impact 
Pharmacovigilance budget.

Challenges
in Manual
Screening
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Current vs. Automated Process
Automation/AI/ML/NLP technologies could help us 

overcome the current challenges and complete the literature 

review efficiently.

Source identi�cation
Medical journals, health authority websites, 
conference meetings. Select relevant journals 
and con�gure a journal list and search criteria.

Literature Screening/ Article Identi�cation 
Screen literature sources weekly to identify any 
new publications & Identify articles that specify 
company products

Relevance Assessment 
Review articles to identify potentially 
relevant articles pertaining to company 
products.

Translation and Stakeholder Sharing
Request formal translations and share 
articles with relevant stakeholders.

Work�ow Integration
Push relevant articles into the next 
work�ow and share formal translations for 
the next steps.

AI-powered search engines can 
automatically identify and select 
relevant journals and online sources.

NLP-based text mining tools can automate 
literature screening to identify relevant 
publications & ML models can classify & 
identify articles speci�c to company products.

AI algorithms can score the relevance of 
articles based on prede�ned criteria which 
helps in prioritizing articles for review

Automated translation services can provide 
quick and accurate translations and speeds 
up the sharing process with stakeholders by 
providing immediate translations

Work�ow automation tools can integrate AI 
�ndings into existing systems to ensure 
seamless transition of relevant articles into 
the next steps of the work�ow.

Automation
AI/Gen AI

Current situation vs AI/Automation interventions in Literature Work�ow Process

Automation/AI/Gen AI will result in faster and more accurate Pharmacovigilance Decision-Making

Current situation With intervention



LitGenie is an end-to-end medical literature monitoring 

platform for large to medium-sized pharmaceutical 

organizations and CRO’s. With its exclusive AI-NLP productivity 

& prioritization capabilities, fully integrated workflow and 

interactive dashboards, the platform provides quick, affordable, 

and fully traceable results for medical literature search & review.

The platform help understand patterns, context and 

chronology of a case which helps in predicting & prioritizing 

the ICSR qualifiers.
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Key Features of Solution

AI/NLP powered Literature screening 
and Prioritization for ICSR, Signal and 
Aggregate

Rule based Automated Duplicate Check

API enabled integration with Drug Safety Systems

Automated Search maintenance & management

Integrated Work�ows for Literature case lifecycle
from Import to Re-import

RPA enabled initial requests and follow-up for Full-text
articles and Translations

Process Alerts & Noti�cations alerts to avoid discrepancies
and missed timelines.



Automated solutions are now essential for ensuring both 

compliance and efficiency in PV. When implemented 

correctly, they offer several significant advantages:

1. Maximizing Team Effectiveness: Automation enables PV 

specialists to focus on critical tasks that reduce risks and 

improve patient safety, freeing them from repetitive and 

time-consuming data processing duties.

2. Enhancing Compliance: Automated systems ensure 

consistent, auditable processes, minimize audit risks, and 

maintain regulatory compliance by capturing relevant 

safety information from literature.

3. Boosting Efficiency and Scalability: Advanced AI 

technology for PV can significantly reduce costs, 

enhance process efficiency, and enable organizations to 

efficiently scale their operations.

4. Configurable Workflow: The platform offers a fully 

customizable workflow, allowing users to tailor the 

process to meet specific regulatory needs.

5. Compliance and Validation: The platform is fully 

validated, audit-ready, and compliant, making it suitable 

for life sciences applications.

6. Significant Productivity Gains: Purpose-built AI 

technology enables up to 70% productivity gains, 

optimizing efficiency in regulatory literature monitoring.

These benefits underscore the transformative impact of 

automation on pharmacovigilance, driving both compliance 

and operational excellence.

Benefits of our Solution in Literature screening and review process 
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Conclusion
LitGenie is a state-of-the-art AI-ML solution for extracting 

insights from structured and unstructured repositories 

by applying context-aware cognitive technologies. The 

solution also employs a robust scoring mechanism, 

evaluating each report across multiple parameters to 

deliver a comprehensive assessment of the identified 

ADEs.

Adopting such advanced solutions for literature search 

and review processes in PV, empowers pharmaceutical 

and CRO organizations, regulatory bodies to monitor drug 

safety more effectively, ensuring timely and informed 

decisions in the management of drug-related risks.
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