GLOBAL PHARMACEUTICAL

LEADERS

e SUMMIT EUROPE - ASIA

[] 8-10 September 2026 © Thbilisi, Georgia

DAY ONE - TUESDAY, 8 SEPTEMBER

08.00 - 09.00 Registration and morning coffee

09.00 - 09.10 Opening of the Pharmaceutical Summit Europe — Asia. Welcome address by Natalia Baeva, Director of the Global Pharmaceutical
Leaders’ Club

09.10 - 09.20 Welcome address by Mikheil Sarjveladze, Minister of Internally Displaced Persons from the Occupied Territories, Labour, Health and
Social Affairs of Georgia (to be confirmed)

09.20 - 09.40 Keynote presentation: “Global trends in pharmaceutical market development and their adaptation in Central Asia, the Caucasus,
Eastern and Central Europe”

09.40 - 10.00 Keynote presentation: “Accelerating access to innovative therapies: what needs to change today?”

10.00 - 10.20 Keynote presentation: “Quality matters: generics as a strategic resource for healthcare”

10.20 - 11.20 Discussion “Expanding access to medicines: regulatory strategies and practical implementation mechanisms”




Strategic priorities in healthcare: how governments are responding to new challenges, what goals are shaping national healthcare policy
over the next five years, and which key reforms are already transforming healthcare systems in practice.

Development of local manufacturing and import substitution strategies: the role of government in stimulating localisation, and which
instruments — from incentives and quotas to investment agreements — are most effective in strengthening investment attractiveness and
accelerating pharmaceutical market growth.

Price regulation: how to ensure a balance between affordability and market sustainability, which models of medicine pricing regulation are
applied across the region, how to minimise the risk of shortages under price controls, and whether convergence of pricing approaches
between countries is possible.

Medicines registration and accelerated access: whether convergence across the region is possible, how regulatory practices are evolving,
how effective current accelerated approval mechanisms are, and whether harmonisation of requirements could simplify and speed up the
market entry of innovative medicines.

Development of social insurance systems: sustainability, coverage and accessibility — what priority directions are shaping the evolution of
health insurance systems in the region, what measures are being taken to expand population coverage, particularly for vulnerable groups,
how insurance mechanisms contribute to more equitable access to medicines and innovative therapies, and which financing and
co-financing models are proving most effective in the current economic environment.

Intercountry cooperation: how to strengthen knowledge exchange and harmonisation of approaches, which areas of cooperation between
countries in the region are prioritised, whether coordination is possible in medicines registration, pharmacovigilance and public procurement,
and what sustainable formats of dialogue between regulators and industry can be established at regional level.

11.20 - 11.50 Coffee Break

11.50 - 12.30 Dialogue on stage with representatives of the patient community: “From patient needs to solutions: how to improve access to
medicines”

12.30 - 13.30 CEO discussion of pharmaceutical companies “Shaping the future of the regional pharmaceutical market”

Strategy and market: what key trends are currently shaping the development of pharmaceutical markets in the region, and what are the
main areas of business growth over the next 3-5 years?

Regulatory environment: to what extent does the current regulatory environment in regional countries support investment and innovation?
What regulatory changes could most significantly accelerate market development?

Access and innovation: how do pharmaceutical companies balance medicine affordability with the introduction of innovative therapies?
What is currently the main barrier to faster patient access to innovative treatments?

Localisation and manufacturing: what role will localisation play in companies’ regional strategies? How sustainable are current import
substitution models and partnerships with local manufacturers?




Pricing and sustainability: which pricing approaches can ensure both treatment affordability and business sustainability? How are
companies adapting to increasing price regulation in the region?

Collaboration and the future: which forms of engagement between industry, regulators and other stakeholders are the most effective? What
do you envision the regional pharmaceutical market will look like in 10 years?

13.30 - 14.30 Lunch

14.30 - 15.30 Host country session “Georgia’s pharmaceutical market: key reforms, investment and growth prospects”

e Keyreforms in Georgia's healthcare system and pharmaceutical market regulation
e Government policy priorities in pharmaceutical provision and access to treatment
e The investment climate and opportunities for international and local pharmaceutical companies
e Development of the system for medicines registration, quality control and circulation
e Introduction of recognition mechanisms for marketing authorisations and parallel import: impact on medicine availability and market
competition
e GCeorgia as a regional hub for clinical trials: advantages, achievements and prospects for further growth
e GCrowth prospects of Georgia's pharmaceutical market and its role as a regional hub for business and innovation
15.30 - 16.10 Discussion “Al in pharma: technologies that 15.30 - 16.30 Discussion “Public procurement of medicines: balancing price, quality
are changing the rules of the game” and access”
e Where is Al already creating the greatest value for e Improving approaches to public procurement of medicines: international
the pharmaceutical industry today? experience and best practices
e How can Al improve patient access to therapies and e Balancing price, quality and clinical value in procurement decision-making
enhance the quality of healthcare decision-making? e Ensuring supply chain resilience and minimising the risk of medicine shortages
e Which successful Al implementation cases already e Procurement of innovative medicines: how to expand patient access to modern
demonstrate measurable impact for pharmaceutical therapies
companies? e Digitalisation of procurement processes and enhancing transparency in the
e What barriers are currently limiting broader Al medicines supply system

adoption across countries in the region?

How are regulators adapting to the use of Al in drug
development, pharmacovigilance and
decision-making processes?

What skills and organisational changes are required
for companies to effectively implement Al?




What will the pharmaceutical industry of the future

look like under the influence of Al?

16.10 - 16.30 Coffee Break

16.30 - 17.30 Discussion “Regulation of
medicine prices: different countries,
different approaches, common
challenges”

Comparison of models of state
regulation of medicine pricing across
different countries

The impact of pricing policy on
patient access to therapies and
innovative medicines

Balancing medicine affordability
with the sustainability of the
pharmaceutical market

Risks of shortages and reduced
investment attractiveness under
strict price regulation

Mechanisms for price review and
updating: ensuring system flexibility
The role of reference pricing and
international benchmarking

The interlink between price
regulation, reimbursement systems
and medicines provision frameworks
Exploring common approaches and
the potential harmonisation of
pricing policies between countries

16.30 - 17.30 Roundtable “Medicines safety in
focus: how pharmacovigilance is evolving”

Transition from reactive to proactive
approaches in pharmacovigilance and
risk management

Use of real-world clinical practice data
to assess medicine safety
Implementation of digital technologies
and Al in detecting and analysing safety
signals

Strengthening collaboration between
regulators, manufacturers and the
medical community

Development of international
coordination and harmonisation of
pharmacovigilance requirements

16:30-18:30 Solutions Lab: “Al Pharma Marketing
Lab: case study analysis and solution
development”

17.30 - 18.30 Discussion with participation

17.30 - 18.30 Roundtable “Clinical trials in a




of top managers’ distribution companies
and pharmacy chains: “From warehouse
to patient: how distribution and
pharmacy business strategies are
evolving”

e Transformation of distribution and
pharmacy business modelsin a
changing market environment

e Ensuring uninterrupted medicine
supply: how to strengthen supply
chain resilience

e Digitalisation of distribution and
pharmacy networks: new
technologies, data analytics and
e-commerce

e Price regulation and its impact on
medicine affordability and business
economics

e Changing consumer behaviour and
evolving patient expectations of
pharmacy services

e Development of partnerships
between manufacturers, distributors
and pharmacy chains to improve
access to therapies

e The role of pharmacy chains in
disease prevention, improving
treatment adherence and
developing patient services

e Prospects for market consolidation,
regional expansion and the
introduction of innovative business
models

changing world: new challenges and growth
opportunities”

Global trends in clinical trials: new study
designs, process acceleration and
geographical expansion

Regulatory environment and its impact
on the speed and quality of clinical trial
execution

Development of infrastructure and
partnerships to enhance the region’s
attractiveness for international sponsors
Digitalisation and the use of real-world
data in modern clinical trial protocols
The role of Georgia as a hub and a
rapidly developing hub for clinical trials
and regional exchange of experience

18.30 - 19.30 Award ceremony for the winners of the Europe - Asia Pharma Awards




19.30 - 23.00 Dinner / Cocktail reception (format to be confirmed)

DAY TWO - WEDNESDAY, 9 SEPTEMBER

08.30 - 09.00 Registration and morning coffee

09.00 - 10.00 Roundtable “Parallel
import: balancing access, quality
and market sustainability”

e Parallel import as a tool to
expand patient access to
medicines

e Regulatory approaches to
parallel import: international
practice and regional specifics

e Ensuring the quality, safety
and traceability of medicines
under parallel import
schemes

e The impact of parallel import
on the pharmaceutical
market, competition and price
dynamics

e Risks to supply chain stability
and mechanisms to mitigate
them

09.00 - 10.00 Roundtable “Local
manufacturing: balancing import
substitution and global integration”

e Pharmaceutical localisation as
a tool to ensure medicine
security and market resilience

e Balancing import substitution
with continued access to global
innovations and technologies

e [nvestment incentives and
government support for the
development of local
manufacturing

e Technology transfer and
partnerships between local and
international companies

e Export potential of local
production and integration into
global supply chains

10.00 - 11.00 Roundtable
“Registration and re-registration:
how to adapt regulatory systems to

10.00 - 11.00 Roundtable “Rare
patients - special solutions: how to
ensure access to therapy for orphan

09.00 - 16.00 Roundtables with
regulators from Tirkiye, Central
Asian countries, the Caucasus,
and Eastern and Central Europe

The timing of each roundtable will
be confirmed as regulatory
authorities from different countries
provide their confirmations.

Turkiye
Uzbekistan
Kazakhstan
Kyrgyzstan
Tajikistan
Turkmenistan
Mongolia
Georgia
Azerbaijan
Armenia
Moldova
Belarus
Countries of Eastern and
Central Europe

10.00 - 13.00 Digital Solutions
Lab: Masterclasses on digital
transformation




new challenges”

Adaptation of registration and
re-registration regulatory
systems to the accelerating
pace of medicine
development

Introduction of accelerated
registration mechanisms:
international experience and
regional practices
Development of mutual
recognition procedures as a
tool to improve access to
medicines

Transition to digital
registration formats:
electronic dossiers, process
automation and reduced
administrative burden
Balancing faster procedures
with robust quality
assessment and patient safety

diseases”

Modern approaches to
medicines provision for
patients with orphan diseases:
international experience and
regional practices

Financing and reimbursement
mechanisms for orphan
medicines in the context of
constrained budgets
Expanding access to innovative
therapies: regulatory tools and
accelerated procedures

The role of patient
organisations in shaping
medicines policy and patient
pathways

Cross-sector collaboration
between government, industry
and patient communities to
build a sustainable support
system for patients with rare
diseases

11.00 - 11.30 Coffee Break

11.30 - 12.30 Roundtable “Intellectual
property and access to medicines:
where is the balance?”

The role of intellectual
property in stimulating
pharmaceutical innovation
and attracting investment

11.30 - 12.30 Roundtable “Medicines
formularies: between innovation,
evidence and budget constraints”

Criteria for inclusion of
medicines in restrictive
formularies: clinical efficacy,
safety and
pharmacoeconomics




e Finding a balance between
patent protection and
ensuring patient access to
modern medicines

e International approaches to
regulating intellectual
property in the
pharmaceutical sector

® The impact of patent policy on
local manufacturing,
competition and the launch of
generic medicines

® Prospects for improving
legislation and strengthening
dialogue between
government, industry and
patient communities

e Balancing access to innovative
therapies with the financial
sustainability of the healthcare
system

e The role of health technology
assessment (HTA) in
decision-making on formulary
inclusion

e Approaches to reviewing and
updating medicine formularies
in line with new evidence and
technologies

e International practicesin
formulary development and
opportunities for adaptation in
the region

12.30 - 13.30 Roundtable “Statutory
health insurance as a tool to ensure
access to drug therapy: challenges
and solutions”

e The role of statutory health
insurance in ensuring
sustainable and equitable
access to medicines

e Mechanisms for including
drug therapies in
reimbursement packages and
coverage lists

e The financial sustainability of
statutory health insurance
amid rising costs of innovative
and high-cost medicines

e Approaches to co-financing

12.30 - 13.30 Roundtable “Shifting
healthcare towards prevention:
lifestyle, nutrition and regulatory
approaches”

e Transition of healthcare
systems from disease
treatment to prevention and
health management

e The role of lifestyle, nutrition
and behavioural factors in
reducing chronic
non-communicable diseases

e Functional foods and dietary
supplements: evidence base,
regulation and boundaries of
use

e Regulation of market access for




and cost-sharing between dietary supplements:
government, insurers and requirements for quality, safety
patients and market control

e International experience of e Collaboration between
insurance systems in government, industry and the
managing medicines medical community in
provision and monitoring promoting preventive
treatment effectiveness healthcare approaches

13.30 - 14.30 Lunch

14.30 - 16.30 One-on-one meetings with senior executives of distribution 14.30 - 16.30 Meetings with regulatory delegations from different
companies and pharmacy chains countries

DAY THREE - THURSDAY, 10 SEPTEMBER

10.00 - 12.30 Visits to a pharmaceutical manufacturing plant / distribution warehouse / pharmacy chain (to be confirmed)

12.30 - 14.00 Lunch at a traditional Georgian restaurant




