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FOUNDERS’ MESSAGE
G C iiSAt:RS PHARMA

We are delighted to extend our heartfelt gratitude to everyone who contributed to the 202 BAI
success of the 9th edition of the GCC Regulatory Affairs Pharma Summit. [t was a 4 SUMMIT | DU

remarkable event that brought together a diverse group of industry leaders, regulatory

experts, and innovators dedicated to advancing pharmaceutical regulatory practices in ~ th H 4
the GCC region. 22%- 26" April 202

. . . . #GCCRegulatoryAffairsPharmaSummit
This year, we achieved several key outcomes that will have a lasting impact on our el
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industry: LRORU

*Enhanced Collaboration: The summit served as a vital platform for fostering hubplus

connections among regulatory authorities, pharmaceutical companies, and healthcare

professionals. These collaborations are essential for promoting a unified approachto  [5s 258 55 & = /s e oesee

compliance and innovation. Lot L4 Eb 1000 = §cs scee :":s

*Knowledge Sharing: Through engaging sessions and workshops, participants gained 0808808006 el eeeseccsseess
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insights into the latest regulatory updates, best practices, and emerging trends. We
believe this knowledge equips all stakeholders to navigate the evolving regulatory
landscape more effectively.

*Strategic Partnerships: We witnessed the formation of strategic alliances aimed at
streamlining regulatory processes and enhancing patient safety. This reflects our
collective commitment to improving healthcare outcomes across the region.
*Commitment to Excellence: The enthusiastic participation and feedback we received
reaffirm our mission to advance regulatory affairs and ensure a sustainable future for
the pharmaceutical industry in the GCC.

Thank you once again to all participants, speakers, and partners for making this summit
a resounding success. Together, we are shaping the future of pharmaceutical
regulation and paving the way for a healthier tomorrow.

nitiative By

Dr. Najiba Al-Shezawy Dr. Mona Al Moussli
Co-Chairman Chairman
GCC Regulatory Affairs Pharma GCC Regulatory Affairs Pharma

Summit Summit



GCC Regulatory Affairs Pharma Summit identified a pressing need to
enhance communication between Regulatory Authorities and the Pharma
Industry back in 2015.

To address this, they established a platform where these two entities could
converge and discuss emerging regulations within the pharmaceutical sector.
With the backing of the Ministry of Health UAE, this initiative gave rise to the
annual GCC Regulatory Affairs Pharma Summit, a pivotal event for GCC
Countries and their neighbors.

This summit serves as a nexus for all regulatory bodies, fostering
transparency and harmonizing regulations across the region. Leveraging the
UAE government's shift towards digital application processes, the summit
effectively communicates these advancements to industry stakeholders.
Moreover, it provides an avenue for GCC Countries to collaborate and
enhance their regulatory frameworks through shared knowledge and
discourse, thus streamlining regulations in the GCC Pharma sector.

As the region experiences exponential growth, the summit has evolved into a
premier platform for pharmaceutical companies to stay abreast of regulatory
updates and navigate the GCC market safely. The transition to virtual hosting
in 2020, amidst the pandemic, demonstrated adaptability, with a notable 29%
increase in online attendance in 2021. Subsequent years saw a remarkable
20% and 33% growth in onsite participation, respectively.

The 2023 summit, themed "Navigate Pharma Regulations with Ease & Amplify
Commercial Success," introduced discussions on digitization, innovation,
intellectual property protection, and patient-centric approaches. Through
engaging sessions, panel discussions, and round tables over five days, the
event propelled innovation within the industry.

Reflecting on a nine-year journey marked by continuous growth and acclaim,
the 2023 GCC Regulatory Affairs Pharma Summit provided a unique
opportunity for industry peers to convene face-to-face, fostering collaboration
and facilitating new business ventures. Participants from the pharmaceutical
and healthcare sectors seized the chance to develop, connect, and
collectively advance the region's pharmaceutical regulations, ensuring safer
medication for the people of the GCC.
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GCC Regulatory Affairs Pharma Summit

Over two dynamic days, the GCC Regulatory Affairs Pharma Summit 2024 convened key
stakeholders from Regulatory Authorities and the Pharma Industry to explore crucial
topics shaping the pharmaceutical landscape. The summit delved into emerging
regulatory trends, and NRA Updates from Qatar, Oman, and Bahrain from the GCC region
and invited Regulatory Authorities from Egypt, Jordan, Iraqg, and Algeria. Discussions
centered on Pharma Manufacturing, Biosimilars, Orphan Drugs, OTC Drugs, Regulatory
Reliance, EPi, Ai influence, Data Governance & Track and Trace Serialization.




Governmental Authorities Round Table
Discussions

During a series of engaging roundtable discussions over two days, representatives from National
Regulatory Authorities (NRAs) in Oman, Qatar, Bahrain, Jordan, Algeria, Egypt, and Iraq
convened at the GCC Regulatory Affairs Pharma Summit 2024. Heading each country’s
roundtable, the NRAs were exchanging insights with the attendees over the two days of the
summit, on regional regulatory challenges and opportunities, emphasizing the importance of
alignment and cooperation to streamline regulations across borders.



GCC Pharmacovigilance Training

The GCC Pharmacovigilance Training in 2024 aimed to equip the attended industry professionals
across the Gulf Cooperation Council (GCC) region with the necessary skills and knowledge to monitor
and evaluate the safety of pharmaceutical products, as it featured NRA updates from Kuwait & man,
and invited regulatory bodies from Egypt, Jordan and Algeria.

Through interactive workshops, and on-the-spot team-lead activities, participants delved into
pharmacovigilance principles, regulatory frameworks, and discussed latest trends’ influences on the
industry such as Ai. The training emphasized collaboration among pharmacovigilance and regulatory
stakeholders to enhance drug safety and ensure the well-being of patients in the GCC countries.




Medical Tender & Business Talk

The Two-enriched days of Medical Tender and Business Talk 2024
encapsulated the event's core outcomes of highlighting key insights from
industry stakeholders as well as national procurement agencies. The
conference reflected fostering partnerships, identifying business
opportunities, nurturing networking connections, and outlining actionable
next steps in the tendering healthcare scope. Attendees gained valuable
insights into the tendering advancements, discussed potential
collaborations, and explored emerging trends in healthcare.

The event served as a platform for forging new partnerships, discovering
business prospects, and solidifying industry relationships.



GCC Quality Conference

The GCC Quality Conference served as a pivotal platform in 2024 for fostering excellence
and innovation in healthcare across the Gulf Cooperation Council (GCC) region. Through
dynamic keynote speeches, interactive presentations, and insightful panel discussions,
the conference convened quality professionals, and industry experts to exchange ideas
and best practices in quality.

With a focus on patient-centric care, quality assurance, and continuous improvement, the
conference underscored the commitment of GCC countries to elevate healthcare
standards and enhance patient outcomes in the region.




GCC eCTD Training

The GCC eCTD Training, held as part of the GCC Regulatory Affairs Pharma Summit
2024, was a significant event dedicated to advancing regulatory affairs expertise

across the Gulf Cooperation Council (GCC) region. Sponsored by EXTEDO, this one-
day workshop provided participants with comprehensive training on the electronic

Common Technical Document (eCTD) format, a crucial aspect of pharmaceutical
submissions.

Through detailed presentations, practical exercises, and expert-led discussions, the
workshop equipped regulatory professionals with the knowledge and skills needed
to navigate eCTD requirements effectively.

The training workshop highlighted the importance of accurate and efficient
regulatory submissions in ensuring timely access to safe and effective medications,
reinforcing the GCC's commitment to maintaining high standards in pharmaceutical
regulations.



GCC Pharma Summit 2024 Award
Winners:

Regulatory Affairs Winner

Pharmacovigilance Winner




Our Sponsors & Partners

The 9th edition of the GCC Regulatory Affairs Pharma summit owes much of its success to the unwavering support and collaboration of our esteemed partners and
sponsors. This premier event offered sponsors a unique platform to showcase their expertise and solutions to attendees hailing from various corners of the pharmaceutical
landscape. Throughout the summit, our sponsors actively engaged in diverse activities, including delivering speeches, participating in panel discussions, and presenting
their offerings at booths strategically placed in the pre-event lobby area. These engagements facilitated meaningful interactions with attendees, fostering relationships and
catalyzing business development endeavors. We extend our heartfelt gratitude to all sponsors for their invaluable support and active participation, which significantly
contributed to the resounding success of the 9th edition. As we look to the future, we eagerly anticipate further collaboration with our esteemed sponsors, steadfast in our
commitment to cultivating an environment conducive to collaborative dialogue, knowledge sharing, and the advancement of regulatory processes and innovation within
the pharmaceutical sector.
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Principal Sponsor

Sanofi showcased its commitment to regulatory excellence by presenting innovative approaches to
compliance and discussing the latest advancements in pharmaceutical research and development
during the GCC Regulatory Affairs Pharma Summit, GCC Pharmacovigilance Training and the Medical
Tender & Business Talk. Sanofi’s representative team'’s presence and participation was highly valuable,
in each session they were a part of during the four events.
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Platinum Sponsor

Takeda highlighted its dedication to regulatory compliance by sharing innovative strategies and
insights into pharmaceutical research and development advancements at the GCC Regulatory
Affairs Pharma Summit as well as in the GCC Pharmacovigilance Training. Their team's active

participation and valuable contributions enhanced discussions across various sessions during the
event.
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Honeywell provided invaluable expertise at the GCC Regulatory Affairs
Pharma Summit and the GCC Quality Conference. Their presentations

and discussions enriched the knowledge exchange among participants.

In addition to them being present on stage, they were also actively
involved in networking with all attendees at their table-top exhibition
space.

Gold Sponsors
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VISIOTT Traceable Packaging Solutions hosted informative take on the Track and Trace
session showcased comprehensive solutions for regulatory advancement at the GCC
Regulatory Affairs Pharma Summit. Their team's involvement in various discussions and
workshops during the summit contributed to a deeper understanding of regulatory
challenges and optimization strategies in the pharmaceutical sector. VISIOTT’s dynamic
team was always present in the exhibition space at their booth to network with
attendees at the summit.



Schlafender Hase demonstrated its expertise in regulatory affairs by
being an integral part of the Regulatory Digitization: EPI session at
the GCC Regulatory Affairs Pharma Summit. The team provided
attendees with practical knowledge about Schlafender’ s background
and expertise, during the networking slots at their exhibition space

G c C REGULATORY

AFFAIRS PHARMA

2024 SUMMIT | DUBAI

22"- 26" April 2024

#GCCRegulatoryAffai

Gold Sponsors

Abbott participated actively in discussion on Regulatory Reliance at
the GCC Regulatory Affairs Pharma Summit 2024. The presented
insights provided during the session left attendees with an
impactful touch of knowledge, which was carried on by meeting
Abbott’s representatives during the networking time at their
exhibition space.

ACG showcased its advanced manufacturing solutions designed to
meet regulatory requirements at the GCC Regulatory Affairs Pharma
Summit in the Track and Trace session. Through demonstrations and
presentations, they highlighted how their machinery and services
contribute to compliance and efficiency in pharmaceutical
production, enhancing the summit's focus on regulatory excellence.
ACG’s team was highly-active with delegates that came to meet them
and get to know them at their table-top exhibition space.
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Strategic Partner

PRA Consultancy is honored to have participated as the Strategic Partner at the GCC Regulatory
Affairs Pharma Summit 2024. This prestigious event brought together leading regulatory experts,
industry professionals, and key stakeholders to address critical developments and opportunities
shaping the pharmaceutical sector in the GCC.

As a Strategic Partner, PRA Consultancy actively contributed to the Summit's success by engaging in
meaningful discussions, participating in networking opportunities, and sharing insights during stage
sessions. Their presence underscored a commitment to fostering collaboration, driving regulatory
excellence, and supporting innovation in the pharmaceutical industry.

We extend our appreciation to the organizers and all participants for delivering such a valuable and
impactful event. PRA Consultancy remains committed to contributing to the region's regulatory
advancements and looks forward to future collaborations that further strengthen the
pharmaceutical landscape.




GCC Quality Conference Sponsors

Gold Sponsors: Silver Sponsor:

Opening the GCC Quality Conference together, the GCC Quality sponsors, shared the objectives of
this year's first ever GCC Quality Conference with a focus on the Commercial Aspect of Quality.
The Gold sponsors for this year were AbbVie and Takeda, and the Silver sponsor for the

conference was Bayer.



Marketing the GCC Pharma Summit

Website: Social Media:

https://pramagcc.com/

in http://www.linkedin.com/gccpharma

X http://www.twitter.com/gccpharma

f http://www.facebook.com/gccpharma

Email Campaigns

Database

15,000+ Subscribers

UAE, Bahrain, Qatar, Kuwait, Iraq, Jordan,
Egypt, Algeria, Turkey



https://pramagcc.com/
http://www.linkedin.com/gccpharma
http://www.twitter.com/gccpharma
http://www.facebook.com/gccpharma

Social Media Shares & Mentions

2w Gilbert Daher - 1st
Regulatory Affairs-GDD Senior Labeling Associate at Novartis Gulf

1w « Edited = (§

GCC Regulatory Affairs Pharma Summit

Glad to attend this yearly summit.
Great topics, discussions and presentations about the future of RA in the region.

Most importantly, was glad to reunite with my fellow RA colleagues from around
the GCC. Jafar Al Shadidi Amani Daher Joumana Jaber Synthia Abi Nakhoul
Céline Abboud Jomana Mehdi Diana Zaarour Stephanie Saade Amjad Zaid
Abdalla Quider Nivine Jaroudi




PR & Mentions

The above press release about the GCC Regulatory Affairs Pharma Summit 2024, was distributed
tp media in the GCC/ MENA including news sites, blogs and indexed by major search engines,
with over 245 media outlets that published news release.
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IN CONCLUSION

The 9th GCC Regulatory Affairs Pharma Summit has been an extraordinary success,
marked by an impressive turnout and the active participation of National Regulatory
Authorities (NRAs) from not just the GCC region, but also from across the broader Middle
East.

Over the course of the week-long event, we were thrilled to witness the high level of
engagement from attendees through meaningful networking opportunities, thought-
provoking discussions, and interactive sessions that kept everyone captivated and
informed.

Our incredible sponsors, brought knowledge, solutions, and support in all these aspects,
together with our expert industry speakers, that had open discussions about the
challenges and possible solutions with each other and the Regulators, forging continuous
partnerships between the NRA’s and Pharma Industry.

The overwhelming response has reinforced the importance of this platform as a space for
collaboration, innovation, and regulatory advancements in the pharmaceutical sector.

As we wrap up this milestone 9th edition, we are already setting our sights on the future
and are excited to announce that preparations are underway for the 10th edition, slated
for 2025.

We look forward to building on the success of this year’s summit and continuing to
provide an environment where key stakeholders can come together to shape the future
of pharmaceutical regulation in the region.

Event Management
HubPlus Events

www.hubplus-events.com
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