


Our experience working with Korean Sponsors

HungaroTrial is a market leading regional CRO based in Central and
Eastern Europe (CEE). Since 1999, we have helped healthcare
organizations around the world - including pharmaceutical,
biotechnology, and medical device companies - drive effective
clinical development. In addition to our Sponsors in the United
States and Western Europe, HungaroTrial has partnered with several
Korean Sponsors, as well.

Since our first project on behalf of a Korean pharmaceutical
company, we have been contracted by Korean Sponsors to manage
several important initiatives, including the fast start-up of COVID-19
trials, an oncology trial, and a rare disease study in Central and
Eastern Europe.

One of our Korean Sponsors, who is working with a global CRO,
selected us to manage their trial in the CEE region. This honor was
the result of a productive partnership to date, as well as HungaroTrial’s
understanding of Korean culture and expectations.

HungaroTrial provides its Korean clients full-service coverage. We are
fully capable of reviewing IB and IMPD documentation and adapting
these documents to EU standards.

Our Director of Business Development, who is a native Korean speaker,
ensures clear communication and a high level of responsiveness to
time sensitive requests.
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HungaroTrial is founded by Dr. Lajos Sarosi as CRO operating
in the CEE region

Performs the first multi-country clinical trial

Opens offices in Romania, Slovakia and Serbia

Expands reach to include Ukraine and Russia

Begins operations in Poland and Bulgaria

Begins operations in Bosnia

Opens office in Bulgaria

Establishes Client Relations Office in London, United Kindom
Opens office in Czech Republic

Begins operations in North Macedonia

Opens offices in Bosnia, North Macedonia and Poland



Scope of services

Protocol writing & ICF preparation

IMPD preparation
Feasibility study & Advice Preparation
- Identification of countries, sites and + Study documentation
motivated investigators + RA & EC submissions
* Recruitment potential - Team training
» Pre Study Visit (PSV) - Site visits
+ Regulatory strategy advice - Qualification of Sites & Vendors

HungaroTrial is the Regional Expert in CEE

For over twenty years, HungaroTrial has been working in the region
of Central and Eastern Europe through local staff based in dedicated
local offices.

If you are searching for:
- the best trial sites for your study
- quality solutions for IP importation, storage and distribution
- a pathway through complex regulatory environments

... then we're ready to help.

Study management

* Monitoring

- Project management

= Medical Monitoring

« Coordination of all actions & Vendors

- Data management - Statistics < CSRwriting <PV

Since its inception, HungaroTrial has maintained a robust clinical trial
site database in CEE. Our local team has rich experience working with
the region’s premiere trial sites and Key Opinion Leaders, as well as
third-party service providers such as laboratories, IP distributors, and
home nursing services.

Every service provider is hand-picked by our leadership team and
represents the region’s most capable institutions.

We select only the best for you!

Meanwhile, our Regulatory Team closely monitors changes to clinical
trial regulations and application procedures in each country
comprising the region.

We collect and update our catalogue of relevant regulatory acts and
provide routine training to our entire Clinical Staff.



Assistance in obtaining EU GMP Certificate

- EU QP available
If your manufacturing facility can not provide an EU
GMP certificate, we will assist in finding an EU QP,
organize an on-site or remote audit, and secure the
appropriate EU GMP Certificate available for your
Clinical Trial Application process.

In Non-EU countries in the CEE region, QP declaration
is not required, so time and cost can be saved.

Supporting EMA Scientific Advice Process:

- If you would like to get the EMA scientific advice to see if your
development strategy is acceptable to EU standards, we can provide
support for your application process.

- HungaroTrial has Small and Medium-size Enterprise (SME)
accreditation at EMA, 90% of EMA SA cost reduction is available for
you through us.



COVID-19 medication study for a Korean Sponsor

HungaroTrial successfully managed a phase II./Ill. clinical trial for a
Korean Sponsor researching a new COVID-19 medication. The trial was
based in Serbia and Macedonia.

Upon initiation, HungaroTrial managed to enroll 103 patients in just 11
days, ensuring a timely completion of the study.

Additionally, HungaroTrial was able to:
- secure fast track approvals in both countries
- ensure a quick start-up, including fast contract signature
- select excellent sites with proven enrolment potential
- conduct fast data base cleaning for interim analyses (85% of the
study data coming from our patients were generated in 28 days
and cleaned in less than 1 month).
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Locations and Contact

HungaroTrial is always ready to help you complete your clinical trial
program on time and to the highest standards.

Contact our Team at: info@hungarotrial.com

Headquarters
HungaroTrial CRO
Fehervari ut 89-95,

1119 Budapest,
Hungary

Phone: +36 1 203 21 34
Fax: +36 1203 3985
https://hungarotrial.com

Remote operations
Croatia Estonia
Georgia Latvia

Lithuania  Russia

Slovenia Ukraine

Client Relations Office
Birchin Court, 20 Birchin Lane
EC3V 9DU London,

United Kingdom

Subsidiary offices

Banja Luka, Bosnia and Herzegovina
Belgrade, Serbia

Bucharest, Romania

Komarno, Slovakia

Skopje, North Macedonia

Sofia, Bulgaria

Subotica, Serbia

Prague, Czech Republic

Warsaw, Poland
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