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AGENDA

• Problem Statement: How can we 
improve the turnaround times of 
NRAs in Africa?

• Large Language Models (LLMs) 101

• The Deepseek Story

• NRA Workflow Example: Registration 
of new Generic

• How LLMs can be used to Streamline 
this process



Regulatory Landscape

The Global Benchmarking Tool (GBT) 

represents the primary means by 

which the World Health Organization 

(WHO) objectively evaluates regulatory 

systems

https://cdn.who.int/media/docs/default-source/medicines/regulatory-systems/wla/list-of-nras-

operating-at-ml3-and-ml4.pdf?sfvrsn=ee93064f_23&download=true 

Problem Statement: How can we improve the turnaround times of NRAs in Africa?

https://cdn.who.int/media/docs/default-source/medicines/regulatory-systems/wla/list-of-nras-operating-at-ml3-and-ml4.pdf?sfvrsn=ee93064f_23&download=true
https://cdn.who.int/media/docs/default-source/medicines/regulatory-systems/wla/list-of-nras-operating-at-ml3-and-ml4.pdf?sfvrsn=ee93064f_23&download=true


What is a Large Language Model (LLM) ?

A "large language model" (LLM) is 

essentially a very powerful 

computer program that has been 

trained on a massive amount of 

text data, allowing it to understand 

and generate human-like 

language, like writing paragraphs, 

answering questions, or translating 

languages, by recognizing patterns 

and connections within the text it 

has learned from; think of it as a 

super-smart AI that can "talk" and 

write like a person. 

In simple terms: Imagine having a robot with amazing photographic memory where it can remember 

EVERYTHING it reads. It can learn new things at an INCREDIBLE speed. You can ask it to recall anything 

and also link certain elements together, but it has the logic ability of an 4 year old, so not very good with 

math, as an example.



The DeepSeek Story…

• Nvidia is the World Leader in GPUs which is used to train LLMs

• They bring out new, faster and more expensive GPU chips all the time

• Deepseek (a Chinese Startup specializing in AI) showed how it used old Nvidia GPUs to build 

the best LLM globally to date

• The Nvidia stock price fell 18% in one day – largest Market Cap daily loss ever

What Happened?



Back to the Problem Statement: Some Background

• 95% of ALL health product applications (HPAs) 

in Africa are linked to Generics

• Generic Application Dossiers are made up of 

PDFs mainly.

• Some countries have adopted a Risk 

Classification Tool, but processing is still manual 

(labor intensive)

• Very Large backlog + Constant new applications

• Total number of outstanding applications is well 

over 50,000 across Africa

The Challenge – Can we help improve these 

turnaround times using AI?



Current NRA Workflow: New Health Product Application (Generic)

New Application

PDF (structure + 
scanned) 

documents

EMAIL

Manual Review Process

Manual Risk Based Analysis 
Approach

High Risk = Full manual Review

Medium/Low Risk = Smaller review, 
but still manual

Feedback to Applicant
Timeline 

between 4 and 
30+ months

APPROVED

REJECTED

• 1,000+ Documents per Application
• Some documents have 1,000+ Pages
• Some Dossiers are > than 15Gb

The limitation of email servers 
result in applicants having to send 

multiple emails linked to the 
same generic drug registration

• Email 1 of x
• Email 2 of x
• Email 3 of x
• ……



Updated NRA Workflow: New Health Product Application (Generic)
APPROVED REJECTED

Upload all Dossier related 
documents to a secure 
Web-Portal provided by 

the NRA

All PDF documents have been 
converted to granular text and 
securely stored in the database

NRA Agent

DOSSIER RISK MATRIX



WHAT NEXT?

• CRAs + CTAs = AI Assisted 
Clinical Data Scientists

• DMs = CRF Structure 
Engineers

• DOMs = Data Review 
Architects

• PV Officers = AI Safety 
Bots
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