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THE VISION

In 2015, PRA Consultancy, realized the importance
to bridge the gap between Regulatory Authorities
and the Pharma Industry. They launched a platform
where Regulatory Authorities could discuss new
and updated regulations in the Pharmaceutical
market with the Pharma Industry.

With the support of Ministry of Health UAE, the GCC Regulatory
Affairs Pharma Summit was launched and after its success became
an annual institution for GCC Countries and neighbouring in visiting

countries.

The Summit hosted all the Authorities in one event providing
transparency and stabilizing regulations in the region. At this time
the UAE government was developing into a smart city and was
moving its application process to a digital medium. The GCC
Regulatory Affairs Pharma Summit became a perfect platform to
communicate the new processes to the Industry. In addition, it
presented opportunity for all GCC Countries to symbiotically
advance their Regulatory application processes and through
discussion and knowledge sharing improved the processes of the

GCC region and streamlining GCC Pharma Regulations.

The Region is still growing, and many new Regulations are issued
for the Pharmaceutical Industry. The GCC Regulatory Affairs Pharma
Summit created a platform where Pharma Industries could learn
about the regulations and how they could enter and safely
distribute their products through the GCC Market It has become
the premier event to connect Industry with the GCC Pharmaceutical

Regulations Authorities.

2020, brought its own challenges and the GCC Regulatory Affairs
Pharma Summit was successfully hosted Virtually, for the first time.
2021 saw a 29% growth in the online attendance, and 2022 had a

20% growth for the onsite participants.

2022 the focus was on sponsors and networking with a purposefully
built agenda to create engaging sessions, panel discussions and

round tables.

The networking was highly successfully managed by the
sponsorship manager in the lobby together with the Sponsors at

their Exhibition tables.

2022 GCC Regulatory Affairs Pharma Summit created a platform
where colleagues and friends could connect face to face in a like

minded environment after 2 years of online events.
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Ministry of Health and Prevention - UAE
National Health Regulatory Authority - Bahrain
Ministry of Health - Oman

Ministry of Health Tunisia

Kurdistan Medical Control Agency
Jordan Food & Drug Administration
Qatar Ministry of Health

Government Authorities presented updated regulations and discussed problems
and solutions that arouse during the COVID 19 Pandemic. Many action plans
included the fast track solutions of digitization and the implementation of it and
how this will carve out the future of Regulatory submissions and approvals in
the future.

Industry leaders discussed Regulatory timelines, Value based pricing and
Innovation, Track and Trace, Biosimilar Regulations to name a few.

- AT
Dr. Mariam Al Jalahma Dr. Bayan Hiasat

Dr. Mona Al Hamidid




- WELCOME LOBBY

Welcome to the GCC Regulatory Affairs Pharma Summit
2022

The Lobby formed a welcoming networking space for
colleagues to re-connect face to face after two years of
online events.




GCC Regulatory Affairs Pharma Summit 2022
AUDITORIUM

wfl GCCHiu = 2022

Global Repulatary Landscape- Challenges

The summit was a 2 day event
followed by 2 days of
Pharmacovigilance Training and
| a1day Mergers and Acquisitions
Workshop.

The Summit took place in at the

Al Habtoor Autograph
Collection in Dubai and
=8 comfortably fit all the delegates.



ROUND TABLE DISCUSSIONS

Why Round Table Discussions? Countries that supported the Round Table discussion was,

Country specific Round Table Discussions gives Industry leaders the UAE’s MOHAP, Bahrain’s NHRA, Jordan’s JFDA and Tunisia MoH.

opportunity to connect directly with a specific country’s Regulations

Authority. Moderated by PRA Team members that will facilitate the Q&A and An incredible effort from the countries was made to support all the individual
provide post event support for Regulations with the particular Country. industry questions.
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AWARD 2022
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It's the most coveted award for Regulatory Affairs in the GCC
Region and in its 2nd year. This year we had 20 submissions and
the top 4 was chosen to go through to the finals for voting best

project by their peers.
2021 winner, Dr. Yousra Farid handed over the Winner’s torch to

2022 winner Dr. Rawya Krindly of Julphar.

Read more about the submitted projects on
www.pramagcc.com/awards

Above: Dr. Yousra Farid hands over
Trophy to 2022 winner Dr. Rawya Krindly
Below: Dr. Rawya acceptance speech.

From left to right:
Nominees, Dr. Safa Al Gharbiah and Dr. Sattam Alghodyyr, 2022 winner Dr. Rawya Krindly, GCC Award’s Committee
members, Dr. Samia Kanawati, Dr. Mona Al Moussli, Dr. Najiba Al Shezawy, Dr. Yousra Farid and Dr. Ahmed Hegazy




Training:

Mergers & Acquisitions Meet the Trainer:

Dr. Marielouise Abi Hanna, PharmD

With over 20 years of corporate Market Access, Regulatory Affairs
and Regional Management, Dr. Marielouise Abi Hanna, PharmD,

_ : spent her career in Pharma, Biotech and Generics both in Global
U"'f_"””CGrnwn-, (T | and Regional roles throughout International Regulatory Affairs,
| N =S Quality, Medical and Market Access, for major Multinationals
among which GlaxoSmithKline and Novartis' Sandoz business unit.

IGATE
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or attending the
stry Training:
Mergers & Acquisitions

25 March 2022

This one-day training walked the delegates through the business
world of corporate strategy and diversification routes.

They acquired the basics of the Pharma Industry Mergers,
Acquisitions and Alliances and now are able to understand the
background of corporate decisions and strategic growth plans
The delegates discuss case studies of the major Pharma M&A
that took place in the last decade.

The training widen the scope of any professional working in the
Pharma industry, into the different corporate growth strategies,
and the integration required on their department level.
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Training:
Pharmacovigilance Training

COUNTRIES SPEAKERS ATTENDEES

Pharmacovigilance has undergone rapid regulatory change in
recent years, which has resulted in a complex range of safety
and risk assessment activities to perform. This two-day course is
designed for those with at least two years’ knowledge in drug
safety and will provide a comprehensive, yet practical
assessment of the main regulations required to produce a
compliant reporting company.

KEY TOPICS

Authorities PV Updates and Drug Safety Strategy
Vigilance Systems & Risk Management

COVID-19 Vaccine Safety Surveillance

Signal detection and Post Market Surveilance

Tech Talk in PV

PV Evolutions and Partnerships (and Supportive Roles)
Compliance and Inspections




Sponsors - GOLD

; : ‘9,&’
<

o,
~ N
/H\% Levant

OUR
PRESENCE

North Africa

£ S

SPIMACO

o
B syt L5 LOCALPRODUCTION IN THE LAST 3 YEARS

Leseal Frocustion Snare actuss

(Value Saes Annual J0AT
P
= ‘

i
Il

R




Sponsors - SILVER

Lunch Sponsor

. & Bt
* Pharma
Courses

ACDIMA
BIOCENTER @

|
@ ot I
i ‘ :; Y i SIS 2 8
l 4 o T AL
| } é-" e e
& ACDIMA i

TE. G
ACDIMA PRU

: _.-<.\\\ N WEN’TER = Ed




Social Media Reach

GCC Regulatory Affairs Pharma Summit

GCC Regulatory Affairs Pharma Summit is an annual event for legislators,

regulatory Iegal compliance directors
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Social Media Highlights:

Mentions & Shares

Sroqubstoryattars

We are proud 10 have been part of the GOC Reguiatory Affairs Pharma Summit
2 alongsids the Ministry of Health and Prevention - UAE, GS1, and Pfizer to Pharnucetical Research Urit
discuss the Tatensan platform in & pans! titled Track and Trace GOC pole
It was a great opportunity to discuss the implementation o en, the
and trace sclution for pharmaceutizals in the SUAE which aims to sirengthen the
country's #healthcare supply cham.
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We encoursge you to visit wwwitatmeen.ae 10 leam about the full program
fizer continua to fead the conversation on Digitilization of Regulatory Processes
in the Gulf Region at GCC Regulatory Affairs Pharma Summit, addressing
partnership opportunities with health authorities for advancement of senalization/
track and trace & Pl ( Electronic Product Information). Big thank you Amani
Mansour and Lamis Youssef for your valuable and key input as moderator and

GCC Regulatory Affairs speaker #pfizerproud
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GCC Regulatory Affairs

Pharma Awards 2022
Voting Post

Votes Pre-Event T S — v DR

it ® : The Awards’ board has gone through all of the nominations submitted and
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o LS ED e
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a3 : Pharmacevigilance. Medical Affairs & Medice marketing - Sattam Al Gh
087 responses : « Safa’ Abu Gharbla
6087 Congratuletions D, Rewya for your win; you héve sared it foryour great and - Rauya Kredly "
You have 24 hours to vote for your winner, $o hesd dirsctly to the voting fink and
To the three other finalists. Dr. Sattam Al Ghodyyr Dr. Safa’ Abu Gharbia and Dr.
Hpsian choots your winner: hitps://inkd.in/dKiRwumF
e Karen Sultan, we aiss would like t6 thank you and your unique actomplishrments: 2 s a
This famm fs ro langer sccepring espanues you are all picneess n your experience and professions.

Toresd about the nominess projects: plesse visit: hitpsy/Mnkdin/d_KXfz-5
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Media Coverage

HOME ISSUES = ABOUT IJDRA ~ EDITORIAL BOARD GUIDELINES = POLICIES ~ INDEXING MEDIA |

Media Partner

Information for Media Partners

International Journal of Drug Regulatory Affairs (UDRA) is a broad-based journal giving leading international coverage of all
aspects of Pharmaceutical Sciences. It publishes high quality original research & reviews. By advertising in LIDRA, you can reach
the targeted audiences worldwide, Your product information disseminates intemationally with comparatively low cost budget.

Readership

Regulatory Affairs professionals /Scholars, Patent agents, IPR / FAD / RAD professionals, Pharmacologists: toxicologists:
Pharmaceutical researchers; Pharmacists: Clinicians, Analysts: Medical and Health Sciences stc.

Company: Powered By: PRA Consultancy | Organized by: Hubplus Events
Event: GCC Regulatory Affairs Pharma Summit 2022

Venue: March 21 & March 22, On-site Sumimit at Habtoor Grand Resort Autograph Collection, in Dubai-
UAE
Description:

GCC Regulatory Affairs Pharma Summit is an annual event that provides platform for pharmaceutical
regulatory experts and industry professionals in the GCC region to share insights and discuss about the
latest updates in the pharmaceutical regulations.

oo

This Summit is one of the first and strategic meeting place in the GCC region for lacal and international
pharmaceutical and medical industry professionals to meet and discuss on topics related to all aspects of
regulatory affairs. legal and compliance.

Over the course of two days, 50+ speakers will analyze and discuss the important factors affecting the
pharmaceutical regulatory market. A gathering of 300+ international and local experts and professionals will
come together to network and share knowledge on the specifics and initiatives in regulatory affairs in the
GCC region.

Event website: https,//www.pramagcc.com

Press Releases

Track & Trace: implementation, Impact, & Futurs i the GCC & UAE Fharma Industry
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Press release

GCC Pharma summit brings focus an efficient
drug safety and approval protocols

7" GCC Reguiatory 4Talrs brings together and
phormoceutical industry to discuss post-pandemic landscape ond competitive
regulations

Dubal — UAE, 21" & 27 March 2022 Hesithcare regulaturs In the G regan and
pharmaceuticsl induitry professionsls came together 10 discuis The increasing impomance of
expediting approval of new drags and vactines in the aftermath of COVID-19, a3 well 02
compefitive pharmaceutical regulations at the 7 GO Regubatory Alfse Pharma Summit. held
F1-23 March 2012 0 Dubai

Thie arwusl senmsl, which s the region’s Toremodt platlorm for local asd intevnational
pharmaceuticsl and medical industry professional to engage with healthcars sdminbtraton
axross GCC, plays 3 witsl role = expediting dnag regstration and doprovils, thereby imorowng
patient access b0 healincare.

Alowg with temillatiorg, professonals on the Cutrent prchities in pharmasteuticsl regulaton
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E-Mail Campaigns

i GC REGULATORY
AFFAIRS PHARMA

. 2022 summiT | DUBA

122 MARCH215" & 22" #GCCPharmaSummi

« Venue - Habtoor Grand Resort, Dubai

L
o

Interactive Rates

EEELRL
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E-shot 1

E-shot 2

E-shot 3

E-shot 4

E-shot 5

Opens

4,668
3107
2717
2300

2849

Clicks

322

636

235

306

555




Social Media Highlights:

Mentions & Shares

GOC Regulstory Affairs Pharma Susmmit

- GLC Regulatory Affairs Phamma Surmmit

Wie're very delighted to announc
Pharmacist at the Pharmacy & Drug Control Department, Minestr t
4 Jatar (MoPH). a5 our speakey for this year's Pharmacovigilance Training,

Dr. Emad Bidin Munsour has completed his PhD in pharmacy practice from

thie bust g desine for

THURSDAY

His professional experience started as a drug mformation and dinical pharm
at Sri Rarmar 2 Hospitak Lechurer of Pharmacy Practice Department at
L Te MST) and Regubstc

of the me :

" E )
nd currenitly the Manager (Ea Hharm

Don't forget to sign up now 1o be a part of GCC Pharmacovigilance wraining
by registering at wi 3

Dr. Jaber
M. Jaber

Dr. Emad Eldin
Munsour

Jodlle
Issa-Blok

& wnih Jabes labser and 1 other

e Phaceems St

v,

G

.I?f%’w?; 2 harma ; o . e M. Syed ':;.a::::lz

Zaferuddin

Day 2:
Compliance &
Inspections

Day 1.
Vigilance Systems &
Risk Management

Day 2:
Signal Detection &
4 \ Post Marketing
A 5 Surveillance

&3 waith Synd Zuloarudiin s 1 other

Dav 1+



GCC Regulatory Affairs
Pharma Awards 2022

e L-s-:-.'---"n

Posts & Reshares

0 Mona Al Moussli - 151 en Genpharm

We are extremely proud to announce that ki Kati, our Regeonal
’rwmsumq!.nL Mrumr has been awarded the lhmw\u ce Avard of

2 nmunity in the
M*‘JA Hegion. A I:Iq mr\jr'l'.i;nnn and to mary more o comel

eguiatory Affars Pharma Summit

Winner
Dr_Domeniki Katy

right wanner for Pharmacosgilance.

> - ' Votes On Event Day 1
:ner March 21st, 2022

Supiorting the Rare Dissaie

Community in the MENA region
o Beaponses () Senings

GCC GC PHARMA
2022 REGULATORY AFFAIRS &

J PHARMACOVIGILANCE
wmn 2022 waros

Vote For the Candidate That You Want to Win

\ihvern Yirir Achisverrae! Rscaives n THUE RECOGHITION

For the Achievement:

$ Kame| Ghammachi -

PV Awards - GOC Pharma Summit - 2022 - Nominees - ... -5
REGULATORY AFFAIRS &

PHARMACOVIGILANCE
2022 n\.v‘.l"ﬂf-ll]b -

MEET & VOTE the Chosen
Nominees
for Pharmacovigilance
Award Category

Supporting the Rare Disease
in the MENA region

Votes Pre-Event

usponsas (@ED  Semings

GCC REGULA
REGULATORY AFFAIRS &

PHARMACOVIGILANCE
—C 2 0 2 2 AWARDS

Vote For the Candidate That You Want to Win

Where Your Achiesement Ruceives 8 TRUE BECOGHITION



Conclusion

7th GCC REGULATORY
AFFAIRS PHARMA SUMMIT
2022

The first onsite Summit after the COVID Pandemic was exceptional.

With the support of Ministry of Health UAE, Oman MoH, Bahrian’s NHRA,
Jordon Federal Drug Authority, Kurdistan Medical Control Agency, lrag’s
MoH, Qatar MOH and visiting countries Ethiopia, Tunisia and the United
Kingdom and the Pharma Industry it created a buzz of discussions, creating

improved the relationships between Authority and Industry.

Authorities not only discussed updates, but collaborated in open forum
discussions to implement improvements, support the industry
understanding and learnt from each other about their processes.

Exciting sessions like e- labeling was discussed in length from Industry and
Authority’s point of view with time lines and processes forged. Moderators
drove the Speakers discussions chairing and mediating between the

Audience and Panels.

Outside the Auditorium in the Lobby, sponsors successfully connected and

networked with Pharma Industry companies and individuals, and even had

oppertunities to speak to MoH’s to discuss business within the Ministries,

successfully meeting their ROI Targets.

We are Proud to support the growth of the Pharma Industry in our region
and are looking forward to the future of the GCC Regulatory Affairs Pharma
Summit to connect Pharma Industry leaders and developers and

Authorities in 2023.

Madre Wilson
Conference Manager

hubplus-events

hubyplus
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