
LITAUTOMATE AI

ABSTRACT
LitAutomate AI is a multi-tenant literature surveillance platform designed to automate the
discovery, triage, and processing of scientific, medical, research articles for
Pharmacovigilance (PV) and Medical Information (MI) workflows. Built on a technology
stack featuring React.js, Node.js, and Python-based LLM, the system replaces manual search
efforts with automated PubMed and Embase integrations alongside scheduled search jobs.
It enforces a rigorous, audit-ready review process involving Initial Assessors, Quality Control,
and Medical Reviewers. With core features including PREP-based evaluation, Automated
Article Allocation, and Immutable Audit Trails, LitAutomate AI ensures high-level compliance
with GxP and 21 CFR Part 11 standards while significantly optimizing operational workflows for
global regulatory environments. 

Extract, summarize, and transform 
literature into action.



1. Introduction
The platform provides an intelligent literature surveillance ecosystem, detailing the
architectural decisions and system integrations required for high-compliance environments.
The structure ensures a seamless bridge between complex regulatory requirements and
functional system implementation, serving as a reference standard for development,
validation, and audit activities. The operational framework encompasses the entire digital
thread of literature management from frontend user interfaces and backend orchestration to
Genarative AI - Driven processing addressing the security protocols and compliance strategies
necessary for enterprise deployment. 

2. Solution Overview
The platform is built around a role-based access model (RBAC) that segregates duties to
ensure clinical accuracy and administrative oversight through the following specialized
designations: 
Advanced AI integration leverages a specialized Python-based intelligence layer for LLM-
based triage, PREP entity extraction from abstracts, and automated classification scoring to
streamline the review pipeline. 

Admin: Manages system configuration, user accounts, and task allocations. 

Initial Assessor (IA): Conducts foundational PREP-based article evaluation. The IA reviews
the AI-generated classification to determine the final validity and necessity for escalation
to Quality Control. 

Quality Control (QC): Validates IA assessments and AI-suggested data points to
maintain high data accuracy standards. 

Medical Reviewer (MR): Acts as the final clinical authority for medical disposition and
safety signaling. 

3. Business Impact
The implementation of this automated framework delivers measurable improvements in
safety operations, specifically targeting the following strategic areas: 

Operational Efficiency: Automation significantly reduces time-to-review. Automated
discovery and round-robin allocation logic ensure consistent turnaround times and
handle larger volumes without increasing headcount. 

Risk Mitigation: The multi-layer review process acts as a safety net for medical
classifications, ensuring global regulatory alignment with GxP, HIPAA, GDPR, and 21 CFR
Part 11. 



4.Product Objectives
The system is engineered to meet specific functional benchmarks that ensure the
integrity and speed of the literature surveillance lifecycle: 

Automated Discovery: Query external databases (PubMed/Embase) using product-
specific search strings and parameters. 

AI Validation & Classification: Analyze ingested abstracts to categorize safety signals
and provide technical reasoning for the assigned relevance scores.

 
Intelligent Allocation: Distribute tasks among reviewers using a round-robin strategy
to balance workloads based on the AI-validated triage status. 

Workflow Orchestration: Manage the transition between roles (IA → QC → MR),
logging every change with user and timestamp. 

Full-Text Management: Centralize the process for requesting, reviewing, and
approving full-text PDFs. 

Immutable Auditability: Capture every decision to generate real-time, audit-ready
reports and metrics. 

5.Process Architecture and Flow
5.1 Architecture Layers 

The platform utilizes a modular, service-oriented architecture designed to decouple
presentation from heavy business logic and AI processing: 

Frontend: React.js Single Page Application (SPA) using Context API for state
management. 

Backend: Node.js and Express.js REST APIs for business logic and service orchestration.
 

Database: MySQL utilizing transactional schemas and separate, immutable audit
schemas. 

AI Processing: Decoupled Python-based Generative AI services invoked for
specialized triage and scoring. 

5.2 Process Workflow 

The article journey follows a strictly governed path from initial ingestion to final regulatory
reporting to ensure reproducibility: 

Ingestion: Literature is gathered via automated API queries or manual uploads. 

Triage: The Python layer scores and categorizes articles immediately upon entry.
 

Review Path: Articles move through an enforced sequential workflow: IA → QC → MR
. 

Disposition: Articles are assigned a terminal status: Safety, or Obsolete.

Data Intelligence: Real-time dashboards and lifecycle metrics provide a 360-degree view
of organizational performance and resource utilization.

 End-to-End Transparency: Comprehensive search logs and analytical insights join user
and product data for a transparent record of all actions. 



Implementing MySQL as a secure relational database that
automatically captures all data modifications for compliance

Callscribe AI is built on a secure and scalable technology foundation:

6. Technology Stack

Utilizing React.js to provide a modular and responsive interface for
intuitive user interaction and reliable performance.

Powered by Node.js and Express.js to manage system logic, data
flow, and centralized audit tracing.

Hosted on IIS to ensure a stable, enterprise-grade environment
configured for high availability and consistent performance.

Employs TLS and AES encryption for comprehensive data protection
and secure session management.

Frontend 
Development

Backend 
Orchestration

Data 
Management

Infrastructure

Security

System governance protocols ensure that automated intelligence serves as a supervised
aid within a secure human-in-the-loop framework: 

AI Governance: Middleware supervision ensures AI assists rather than replaces human
expertise, with QC serving as a validation gate for AI-suggested scores. 
System Resilience: A decoupled, service-oriented design ensures fault tolerance.
Localized failures do not compromise the entire platform, and application logs remain
isolated from audit logs. 
Zero-Persistence Philosophy: Multi-tenant isolation ensures organizational data
remains completely segregated to meet healthcare privacy demands. 
Continuity & Recovery: Rapid reconfiguration is enabled via .env files and configuration
tables. MySQL triggers capture all Insert/Update/Delete operations for total data
lifecycle reconstruction and restoration. 

7. Decision Logic and Governance
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