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Industry leaders are constantly looking at ways to 
not just improve the effectiveness of regulatory 
submissions, but also accelerate the overall process 
and drive sustainable internal changes. The 
complexity and challenges across the industry to 
assimilate market competitive health authority (HA) 
intelligence has traditionally been a low technology 
approach to understand the expectations of HA 
leading to delays and potentially inefficient 
submission strategies. This session focused on how 
advancements in artificial intelligence (AI) can help 
accelerate submission approvals within the 
regulatory landscape.
 

preparation, extracting data, and pre-filling forms), 
and in a post-marketing setting (processing adverse 
event reports). The key to applying AI is in preparing 
an organization’s culture and business process to 
accept AI insights while also applying it to 
well-defined use-cases that present strategic value 
to a business’s end goal. AI is a high interest area 
that everyone is still learning and adapting to, and it 
will take a collective effort between industry, 
academia, and HAs to realize its full benefits.
 
Pharmaceutical applications of AI have not yet 
reached the maturity of other industries, and a lot 
can be learned by following the example of others. A 
starting point can be a Regulatory Information 
Management system (RIMs) that is configured to 
store structured data, which can be queried. HAs 
have begun to expect more granular data, which 
allows them to aggregate and trend product data 
and derive key insights. Regulatory affairs must also 
move from mainly tracking submission dates to 
serving as a data aggregator. Once this data has 
been aggregated, it also falls under regulatory 
affairs to decide what to do with it. An example is 
tracking the inquiries of HA in a structured database 
to generate insights about the HAs interests.
 
The current technology landscape presents a 
plethora of options to organizations that are looking 
at ways to better handle these data. These could 
range from building a data lake to creating an 

I would say it’s a journey, it’s 
pretty much in the initial 
stage. It’s hard to point out 
one example where you see 
complete value of AI.

– Sanjana Paranjpe 

interface to a RIM system. A key consideration in 
deciding which approach to take is the number of 
products being managed. A larger company may get 
more mileage out of investing in a more advanced 
technology than one with a few products. The health 
inquiry database allows applying insights across 
countries and HAs. AI presents a tremendous value 
proposition in fast-tracking the preparation of good 
quality submissions for regulatory agencies. It also 
has the potential to de-silo big companies to transfer 
knowledge across therapeutic areas. To handle the 
technology that enables these results, regulatory 
affairs’ can take this 2-step approach: 

(i) Upskilling existing regulatory personnel. As an 
organization becomes more data-driven, staff must 
become comfortable thinking about technology and 
data from a customer-centric perspective. It is also 
important to integrate technology-based insights 
into business processes without shaking peoples’ 
trust in those processes. 

(ii) Hiring additional data and computer science 
experts to guide organizations through the adoption 
of new technologies and act as data stewards. This 
ensures that there is someone who understands the 
meaning behind the data and its potential value to 
the business. Staff are eager to develop these skill 
sets, particularly in predictive analytics. As 
technology becomes more ingrained in businesses, 
IT organizations are going to have to develop 
more business knowledge, and business 
organizations will need more IT expertise. 
Regulatory affairs’ embrace of AI gives rise to the 
concept of regulatory intelligence, which describes 
systems that synthesize internal, external, and 
regulatory information sources. This means 
interpreting not only guidelines and legislation but 
also data about other products within a class and 
internally available information.
 
As the volume of these data grows, it is important to 
have automated systems that can distill it to 
consumable chunks, which can be used for 
decision-making and strategy building. The creation 
of such systems remains an ongoing effort. One big 
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challenge is the need to process a dynamic external 
environment. As regulations and guidelines continue 
to evolve, AI systems must keep up and even act as 
a lead indicator of regulatory changes that might 
occur later in the product development cycle. 
Another issue that regulatory intelligence faces is 
the data quality. Historically, regulatory data have 
been stored in unstructured portal document 
formats (PDFs). This needs to be structured for AI to 
process it. This is best done by starting with small 
data sets for targeted proofs of concepts and pilots 
and over time grown into a larger data system.Kristie Gauntt
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Jennifer highlighted that AI has implications across 
all stages of a medicine lifecycle, from target 
validation to identification of biomarkers, annotation 
and analysis of clinical trial data, pharmacovigilance, 
and clinical use optimization. It can help in 
preclinical development (to achieve desirable 
property and synthesis reaction plans), in clinical 
development (by providing decisions to support 
systems), in regulatory applications (dossier 

The panelists discussed predicting a submission’s 
probability of success and how AI can drive more 
global approaches to fit products to regulatory 
markets. Current algorithms for predicting 
probability of success can be bolstered by additional 
real-time data. The industry may even move toward 
an industry-wide standard for these predictions. 
There is the notion of partnering with HAs other 
than the US FDA for accelerated regulatory approval 
in other markets. AI can help apply insights from one 
submission process to another and encourage 
thinking about the global picture earlier in the 
product’s development to do more for patients 
worldwide. The key to supporting this is ensuring 
buy-in from a global team.
 
Digging deeper into the idea of building intelligence 
in submission content, the panelists discussed 
submission-based authoring. Instead of creating a 
submission sequentially, building it on blocks of 
information speeds up the gathering of data, but 
also results in better data quality. This modular 
approach better enables reusing data globally.
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and in a post-marketing setting (processing adverse 
event reports). The key to applying AI is in preparing 
an organization’s culture and business process to 
accept AI insights while also applying it to 
well-defined use-cases that present strategic value 
to a business’s end goal. AI is a high interest area 
that everyone is still learning and adapting to, and it 
will take a collective effort between industry, 
academia, and HAs to realize its full benefits.
 
Pharmaceutical applications of AI have not yet 
reached the maturity of other industries, and a lot 
can be learned by following the example of others. A 
starting point can be a Regulatory Information 
Management system (RIMs) that is configured to 
store structured data, which can be queried. HAs 
have begun to expect more granular data, which 
allows them to aggregate and trend product data 
and derive key insights. Regulatory affairs must also 
move from mainly tracking submission dates to 
serving as a data aggregator. Once this data has 
been aggregated, it also falls under regulatory 
affairs to decide what to do with it. An example is 
tracking the inquiries of HA in a structured database 
to generate insights about the HAs interests.
 
The current technology landscape presents a 
plethora of options to organizations that are looking 
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range from building a data lake to creating an 

interface to a RIM system. A key consideration in 
deciding which approach to take is the number of 
products being managed. A larger company may get 
more mileage out of investing in a more advanced 
technology than one with a few products. The health 
inquiry database allows applying insights across 
countries and HAs. AI presents a tremendous value 
proposition in fast-tracking the preparation of good 
quality submissions for regulatory agencies. It also 
has the potential to de-silo big companies to transfer 
knowledge across therapeutic areas. To handle the 
technology that enables these results, regulatory 
affairs’ can take this 2-step approach: 

(i) Upskilling existing regulatory personnel. As an 
organization becomes more data-driven, staff must 
become comfortable thinking about technology and 
data from a customer-centric perspective. It is also 
important to integrate technology-based insights 
into business processes without shaking peoples’ 
trust in those processes. 

(ii) Hiring additional data and computer science 
experts to guide organizations through the adoption 
of new technologies and act as data stewards. This 
ensures that there is someone who understands the 
meaning behind the data and its potential value to 
the business. Staff are eager to develop these skill 
sets, particularly in predictive analytics. As 
technology becomes more ingrained in businesses, 
IT organizations are going to have to develop 
more business knowledge, and business 
organizations will need more IT expertise. 
Regulatory affairs’ embrace of AI gives rise to the 
concept of regulatory intelligence, which describes 
systems that synthesize internal, external, and 
regulatory information sources. This means 
interpreting not only guidelines and legislation but 
also data about other products within a class and 
internally available information.
 
As the volume of these data grows, it is important to 
have automated systems that can distill it to 
consumable chunks, which can be used for 
decision-making and strategy building. The creation 
of such systems remains an ongoing effort. One big 

Indegene
Digital Summit

challenge is the need to process a dynamic external 
environment. As regulations and guidelines continue 
to evolve, AI systems must keep up and even act as 
a lead indicator of regulatory changes that might 
occur later in the product development cycle. 
Another issue that regulatory intelligence faces is 
the data quality. Historically, regulatory data have 
been stored in unstructured portal document 
formats (PDFs). This needs to be structured for AI to 
process it. This is best done by starting with small 
data sets for targeted proofs of concepts and pilots 
and over time grown into a larger data system.

Smaller companies have to make 
technology investments wisely, 
whether in automation or AI/ML 
This will impact hiring, 
innovations and partnerships.

– Scott Cleve
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