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Who is involved with implementing Al in
your organization?
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GenAl is transforming the pharma industry

Generative Al is expected to produce $60 billion to $110 billion in annual value
across the pharmaceutical industry value chain.

Expected value annually, $ billion

Commercia S 1s-30
Research and early discovery _ 15-28

@ Clinical development

| Including
Enterprce I s-16

value for

Operations - 4-7 Regulatory

Medical . 3-5 Affairs

Source: McKinsey analysis

McKinsey: Generative Al in the pharmaceutical industry: Moving from hype to reality, Jan. 2024
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https://www.mckinsey.com/industries/life-sciences/our-insights/generative-ai-in-the-pharmaceutical-industry-moving-from-hype-to-reality
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Three Value Pillars

RA workstream for genAl

Partnership
Internal Bayer Regulatory Affairs
(RA) team
Established in 2023
Gathering colleagues across the Tools & pilots

whole RA organization

Mission: “Leading the way in
integrating Al into RA

processes”
Communication & Training
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“s*)Partnering with Key Stakeholders

Data
Science &
Artificial
Intelligence

Doy & Internal Through internal and
et ChatGPT | hi
Ops. external partnership,
we identify
synergies and

RA genAl collaboration

workstream opportunities,

Non Pharma aiming to achieve

clcijr:ai\c/al Regulatory efficiency gains
: AT across RA
businesses and
improved pilot

results.
Consumer Crop

Health Science
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== @ Al implementation in RA - where did we start?

O

i= Submission authorship, creation and maintenance

40+ Use cases evaluated
Drafting templates for Authority Notification letters & prioritized based on:

i Labeling & Translations support Beneiits / value

Estimated resource
needs (funding/FTES)

Technical feasibility

LT; Regulatory intelligence and policy

Potential use for other
[l Generating summaries, monitoring applications (“umbrella

use cases”)

& Regulatory strategy
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1 )Our key use cases

=]

Developing Responses to Translating NDA Dossier Regulatory & Labeling
Health Authorities (HA) Intelligence
Request for Information (Rfl)

How to use genAl to How to use genAl to How to use genAl to
leverage past HA interactions to translate parts of NDA dossiers, from efficiently and quickly search across
retrieve previous similar RFI and English to local language? internal and external labels,

draft answer? assessment reports and guidelines?
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4 )RA Community Engagement

SharePoint
Information source on the workstream

Regulatory channel in genAl community
Knowledge sharing, networking (also with

Monthly coffee chat
monthly short interactive online sessions

Newsletters
Publication of articles related to the

workstream updates and Al in general other colleagues beyond RA)

Roadshow
Visit RA teams to introduce genAl
and the workstream

Prompt repository
Platform to share RA relevant
prompts and assistants
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&) @ Projects that did not work but provided valuable learnings

Labeling translations via GPT (internal) - 2024

» Existing machine translation tools superior for many languages
» Redirected towards NDA dossier translations

Analyzing guidelines via GPT (internal) - 2024

» Required resources not (yet) connected to the platform
* Prompt developed for summarizing manually uploaded guidelines

Writing assistant to re-use existing text in template - 2024

* User interface did not match user needs
» Developed into Word plugin
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Getting
started
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Types of use cases

Quick Wins

« Simple use cases
supporting our daily
work, e.g. write email,
summarize document

* Prompting training

usually sufficient
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Low complexity

« Can usually be

resolved using
ChatGPT-like platforms

May involve upload of
documents or
information retrieval
from external websites
/ services

Support for more
complex prompts often
needed (iterative
prompt development)

Health for all, Hunger for none

Medium to high
complexity

Resources & funding
needed

Use case evaluation &
monitoring process in
needed

Collaboration with data
scientists and IT
experts needed
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Quick wins - what can we already use Al for today?

Meeting minutes

Summarizing and analyzing documents
Writing support (e.g. emails)

Finetuning formatting

Enhancing readability

Converting HCP label wording into patient-friendly wording
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Prompt Structure Cheat Sheet

Health for all, Hunger for none

» A basic framework for building good prompts is the Role, Task, Format, Context
framework. It helps you to cover the most important aspects to get qualitative answers.

Role: Task:

* Project Leader » Create content

» Stakeholder * Create a Stakeholder
 Manager list

» Customer « Summarize a

* Provider document

« Training participant » Write a draft meeting

. ... agenda
* Translate content
* Plan project tasks
» Compare information

Format:

Table

Text

Chart

Slides
Video Script
Audio Script
Translation

Context:

Additional descriptions
What you don‘t want
Examples

Additional sources like
data sources, PDF, ...

0 Use information about yourself, your own role, and examples of your own writing to get answers that sound more like your own
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One-time searches vs. iterative prompt development

Conversational Prompts

R R — For simple, one-time use cases, conversational
Question Question Question prompts usually work well. However, for re-
usable prompts, a conversation chain would not

work well.

Iterative Prompt Design

With iterative prompt design you change the

initial prompt until it provides the expected
—’. final output reliably. These prompts can then

be re-used for the same task.

Adjustments until reliable
results are generated
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) Example prompt: patient-friendly language

Role + context You will act as a medical writer to simplify a medical text while keeping the same
content. The purpose of the text is to provide a version of a pharmaceutical
product's label that is easy for any patient to understand. The original text will be
provided in medical terminology, and the output will need to contain only commonly
used words.

The goal is to transform the medical text to be patient-friendly with a maximum
reading level of B1 based on the European Common Framework of Reference, or a
Flesh-Kincaid score of 6-8.

You will keep sentences short and clear and use bulleted lists where possible. In
case the source text provides instructions for the healthcare professional, revise
these so they match the point of view of the patient.

Additional Ask me about the text in the response.
instruction
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Approved section 4.4 Warnings and precautions

Immunocompromised individuals

The safety and efficacy of VIMKUNYA has not been assessed in
patients with immunodeficiency and patients using systemic
immunosuppressive therapies. It is not known whether individuals with
impaired immune responsiveness, including individuals receiving
immunosuppressive therapy, will elicit the same response as
immunocompetent individuals to the vaccine regimen.

Anxiety-related reactions

As with all injectable vaccines, anxiety-related reactions, including
vasovagal reactions (syncope), hyperventilation or stress-related
reactions may occur in association with vaccination as a psychogenic
response to the needle injection. It is important that precautions are in
place to avoid injury from fainting.

Concurrent illness

Vaccination should be postponed in individuals suffering from acute
severe febrile illness or acute infection. The presence of a minor
infection and/or low-grade fever should not delay vaccination

18 /Il RegNed April 2026 /// Implementing genAl in Regulatory Affairs: a Bayer experience
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Source: Vimkunya EU Label
LLM platform: GPT-40 mini

) Patient-friendly language prompt: output

Output plain language prompt

Weakened Immune System

- VIMKUNYA has not been tested in people with a weak immune
system or those taking strong medicines that lower immunity.

We do not know if people with a weak immune system will respond
the same way to the vaccine as those with a healthy immune
system.

Anxiety Reactions

- Some people may feel anxious when getting a shot. This can
cause:

- Fainting (vasovagal reaction)
- Rapid breathing (hyperventilation)
- It's important to take steps to prevent injuries if someone faints.

Sickness Before Vaccination

- If you are very sick with a high fever or serious infection, wait to get
vaccinated.

- If you have a minor illness or a low fever, you can still get the
vaccine.


https://ec.europa.eu/health/documents/community-register/2025/20250228165421/anx_165421_en.pdf
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) Key takeaways

Al can already support your daily
work now

Learning how to prompt is essential

Change management plays a large
role in the adoption of Al

For more complex use cases, get

started by evaluating your internal Al =
landscape (available tools and data

scientist / Al / IT support)

/Il RegNed April 2026 /// Implementing genAl in Regulatory Affairs: a Bayer experience




BAYER

20

External
projects
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IMI Gravitate Health

www.gravitatehealth.eu

. Medication List Outcomes

Allergies

Health Goals

Conditions Lifestyle

Personality

Therapy Plans
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What it is

A public-private digital health information project that is developing
an open-source digital platform with services to improve patients’
access to more relevant and understandable information about
medicines from trusted sources, delivered via the G-lens® service.

How it works

» Gravitate-Health uses trusted information in a focused way using
the electronic product information.

» For focusing, a subset of health record data (International Patient
Summary) is used.

* The platform presents users with information that is relevant to
them, based on their conditions and preferences.

» Additional trusted health information can be incorporated to
enhance understanding and ensure safer use of medicines.

« The G-lens® service considers medication list, allergies,
conditions, therapy plan, health goals, personality, lifestyle, etc.




o The G-Lens in action

Leaflet

Focused Leaflet

Summary Leaflet

Support Material

E Chatbot

® Q

Gravitate @ Health

ePl - Leaflet

1 i 99%0

Biktarvy 30 mg/120 mg/15 mg fil...

Search...

oo - What Biktarvy is and what it
% is used for

rq 2-What you need to know
before you take Biktarvy

1 3. How to take Biktarvy v

/N 4. Possible side effects ~

Like all medicines, this medicine can cause
side effects, although not everybody gets
them.

Possible side effects: tell a doctor
immediately

- Any signs of inflammation or infection. In
some patients with advanced HIV
infection (AIDS) and a history of
opportunistic infections (infections that
occur in people with a weak immune

Q) Q &

1 @] <

ePI - focused

11:55@ B Bl B @4

@ sikiarvy 30 mg/120 mg/1..

Leaflet Focused Leaflet

Suplementos de hierro: tendra que tomar Biktarvy al
menos 2 horas antes de tomar los suplementos de
hierro o puede tomarlos todos juntos con alimentos.

Embarazo y lactancia

- Si estd embarazada o en periodo de lactancia,
cree que podria estar embarazada o tiene
intencion de quedarse embarazada, consulte a
su médico o farmacéutico antes de utilizar este
medicamento.

+ Informe a su médico inmediatamente si se
queda embarazada y pregunte sobre los
posibles beneficios y riesgos de su tratamiento
antirretroviral para usted y para su hijo.

Si ha tomado Biktarvy durante su embarazo su
meédico puede solicitar que se haga andlisis de sangre
periddicos y otras pruebas diagndsticas para
controlar el desarrollo de su nifio. En nifios cuyas
madres tomaron nucleésidos inhibidores de la
transcriptasa inversa (ITIAN) durante el embarazo, el
beneficio de la proteccion frente al VIH fue mayor que
el riesgo de que se produjeran efectos adversos.

No dé el pecho a su hijo durante el tratamiento con
Biktarvy. Esto se debe a que algunos de los principios
activos de este medicamento pasan a la leche
materna. Se recomienda que no dé el pecho para
evitar que transmita el virus al nifio a través de la
leche materna. Si realmente desea amamantar, hable
primero con su médico.

Conduccion y uso de maquinas

Biktarvy puede causar mareo. Si nota mareo durante

al tratamiantn ~nn Riltann: na randiizea ni manaia

®

ePl - focused

all 7 (-

Focused Leaflet Q

oo What Dovato is and what it is
used for

A film coated tablet that is white and oval
shaped with “SV 137" on one side. Dovato
is @ combination tablet of two drugs:

1. Dolutegravir which belongs to a group of
anti-HIV drugs called integrase inhibitors.

2. Lamivudine which belongs to a group of

Anti HIV Ariise eallad Rlislantiel

Tablet pd

-

T T OTTC T o Sy T T T VT T T T TOUT ot
Support material ~
Plain language
Neucleotide/nucleoside Lorem Ipsum |
Images
Tablet
Videos

How to take Dovato

@ Q & @




o Al-augmentation of the G-Lens
Chatbot

8:31

Biktarvy 30 mg/120 mg/15 mg film...

Leaflet

Focused Leaflet

B B8

Summary Leaflet

Support Material
[ chatbor
® Q

8:31 v4dn

Biktarvy 30 mg/120 mg/15 mg film...

Can you explain me
how to take this
medication?

Take one Biktarvy tablet daily,
with or without food, and if you
miss a dose by less than 18

hours or vomit within one hour of
taking it, take another dose;
otherwise, just wait for your next
scheduled dose.

—Gravitate @Health

ePl - summary

13:09 & =l 75% 0

Biktarvy 30 mg/120 mg/15 mg fil...

Electronic Product Information
Summary

Biktarvy 50 mg/200 mg/25 mg film-coated
tabletsmg powder for concentrate for solution
for infusion is a combination antiretroviral
therapy (ART) medication used to treat human
immunodeficiency virus type 1 (HIV-1)
infection in adults and pediatric patients at
least 12 years old. It contains three active
ingredients: bictegravir, emtricitabine, and
tenofovir alafenamide.

Pros:

+ Biktarvy has been shown to be effective
in suppressing HIV-1 replication and
improving CD4 cell counts.

+ It is a once-daily regimen with a low pill
burden, which can improve adherence
and simplify treatment.

+ Biktarvy has a favorable safety profile,
including a low risk of kidney or liver
toxicity.

Cons:

» Biktarvy may interact with other
medications the person is taking, such as

® Q &

] O <
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“- Foundation 29 Al that connects patients
with clinical trials

Simplifying access to clinical research

DXGPT: AI-Powered el - * ' loped by Fundacién 29,

) simplify the search for

Medical Diagnosis Al that helps families with 7= =

www.foundation29.org

DxGPT is a pioneering experiment that uses large language = ryone.
models to create medical diagnostic support systems. This ra re dlseases
application explores how Al can assist in the accurate and
rapid identification of medical conditions, improving the
dia : .
t, car
d' I t lishr -
Medicalreportsyoucan . Agents for medical
d t d rougk
understan witn Management
ing tr

hese Your personal medical assistant for healthcare

Upload your hospital discharge report and get an adapted ort tc
version in clear and understandable language for patients ~ frare Nav29 is a free application that allows patients and

and families. Our Al analyzes the medical document and doctors to speed up the rare disease diagnosis process.
transforms it into easy-to-understand text, maintaining all We apply artificial intelligence to help patients and
important information but explaining it in an accessible professionals identify symptoms and predict accurate
way. diagnoses.
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