


Who we are?

Professionals in the clinical research field since 2001 , current team

established June 2013 , developing services and skills to full scope of

services (2015 )

Coverage of services extended to neighboring countries in the region

(local team in Balkan region) or via partnering CROs (in CEE region)

Highly experienced and motivated core team in Sofia (company

management and senior operational teams)



Current focus and vision

Providing complex solutions to clients in Early Phase area (phase I/IIa and biosimilar studies) ðstarting

with study design and protocol creation (scientific advice incl) through study management till CSR

delivery

Special focuses of expertise :

ÅDevelopment /challenging PV/ HV study designs dedicated phase I unit (track record of successful
studies on file)

ÅEarly phases in Special populations (liver and kidney diseases) in early phases study designs

Providing late phase cost effective solutions - coordinating and regional management role in phase II/

III trials (competitor to large -size CROs) that brings :

Å fast and efficient start -up and regulatory CTA process

Å fast recruitment and high retention rates

Å timelines respect and task completion within planned milestones

Competitive rates and prices



Geographical coverage

Headquarter:

Sofia, Bulgaria

Branch offices:

Serbia 

Macedonia 

Albania 

Turkey

Partnering companies:

Croatia 

Romania

Moldova

Ukraine

Armenia 

Poland 

Germany 

Czech Republic

United Kingdom



Project Management

Medical Writing and Study Set -Up

CTAs and SAMs plus Regulatory Support and Solutions

Study Monitoring, Recruitment and Retention Solutions

Clinical Data Management

Software development of custom tools (EDC, IxRS, ePRO,

etc .)

Medical Monitoring and Medical Review

Statistics and Biometrics

Pharmacovigilance

Site management (all phases) and Site staff trainings



Experience in management of more than

40 phase II /III protocols . Covering over

4 to 6 countries . Respecting and

completing earlier than timelines

Drug Development Program (DDP) for a

local pharma COVID-19 trial completed

successfully by phase II. Phase III

design and scientific advice prep work

done postponed due to clientõsmarket

decision

Full service project (CSR delivery incl .)

for the first biosimilar project FIM

(phase I) in Bulgaria/ 156 Healthy

Volunteers enrolled in one month .

DDP for a generic IP successfully

placed on market (IUD) synopsis

creation through Scientific Advice and

CSR delivery . (2007 -2011 )

Success in target acquisition for 2

studies (phase I and III) with one of the

first biosimilar IP (trastuzumab) as part

of Celltrion team (2010 -2012 ) in

Bulgaria and Macedonia

Trustful and reliable partner in a

number of studies in haematology,

vascular disease, hypertensive disease,

chronic myeloid leukemia,

myeloproliferative neoplasms, non -

small cell lung cancer, acute venous

thromboembolism (VTE) and acute

deep vein thrombosis (DVT),

cardiology, psoriasis

Company achievements
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Cardiovascular Rheumatology

Neurology Respiratory

Infectious diseases and Vaccines Endocrinology

O&G Paediatrics

Gastroenterology Oncology

Oncohaematology Haematology



Core Team ðSofia/ 

Bulgaria (an EU 

member state with all 

rights as else MS like 

Germany, France etc)

A consultancy group of GxP

experienced auditors (70+ 

audits) in GCP, GcLP , GMP, 

PV and VEN audits on track 

record with geographical 

coverage EU (CEE and 

Western EU, MENA, Latin 

America, Russian Fed and 

Ukraine too)

PM and Regulatory 

Team, Med Associates 

Team, Monitoring Team 

(CRA and PA) plus DM 

team and STAT Group

Additional staff in 

Macedonia, Serbia, 

Albania, Moldova, 

Romania, Turkey 

and Greece

A consultancy group 

of KOLs/ experts in 

different therapeutic 

areas, to support PM 

and Medical 

Monitoring Teams in 

DSMB/ SMC working 

parties

Additional 

partnering teams in 

Croatia, Poland, 

Germany, Czech 

Republic, Armenia 

and UK



More than 23 

years of  

experience in 

full aspect of  

all services 

provided.

Management of  

local and 

multicoun tr y 

phase II, III and 

IV studies, 

including full 

service projects.

Management of  

national and 

international early 

phase projects in 

various 

therapeutic areas, 

including leading 

full service 

projects. 

17 years of  

management 

experience in 

phase I and II 

/Healthy 

Volunteers and 

patients/, FIH/P, 

PoC, BA/BE and 

biosimilars clinical 

trials.

18 years of  

Medical Writing 

experience with 

full coverage of  

all aspects



Regulatory consultancy, application and

communication . Establishment of relationship with CA

and EC.

Management and coordination of cross functional

teams for drug development programs .

Communication management with Sponsors, CROs,

Physicians and Regulatory Authorities .

Day-to -day oversight or performance of operational

tasks related to the conduct of phase I - IV clinical

trials .

Development, maintenance of own company Standard

Operating Procedures (SOP) to support clientsõ

processes (if needed) in all aspects of projects .

Strict control and respect to project milestones and

management practices .



More than 40 projects completed ;

Phases covered : I,II, IV phase and BA/BE projects ;

Services provided :

ÅCollecting, cleaning, and analyzing clinical data ;

ÅBuilding custom applications like IWRS, EDC, DDE

and CTMS;

ÅPrepare data for regulatory submission, SDTM and

ADAM including Define .xml ;

More than 30 system and project audits performed,

only minor findings ;



Stable and predictable regulatory environment for the 

development of the clinical trials sector ensured by the 

countryõs EU membership and the harmonization of the 

national legislation with the EU regulations

EU 

regulatory 

framework

Highly efficient patient recruitment of the local clinical trials 

sector. 

Clinical trial units established in large, top -recruiting sites

Sites are private or municipality structures which are flexible, 

experienced in Clinical Trials institutions. 

This guarantees fast and straightforward start -up process

Sites are experienced in clinical trials and are highly motivated 

due to lower number of OA trials in recent years. 

Competent medical personnel ensures the quality of the 

conducted trials

Straightforward 

start -up 

process

Experience 

in Clinical 

Trials 

High quality 

study data

Highly efficient 

recruitment



Country
Parallel / 

Sequential

CA and CEC/IRB 

Review Timeline Regulatory considerations

Bulgaria

One 

submission 

for both CA 

and CEC via 

CTIS

2-3 months

Å Application via the Clinical Trials Information System (CTIS) with 

accordance to Regulation (EU) 536/2014

Å Cooperative and accessible regulatory experts

Å Digitalization & Improved Efficiency of the regulatory process

Å Increased Transparency

Å Enhanced Patient Safety

Å EU regulation for import and export of IMP, lab kits, labs samples, 

equipment



Predictable and relatively fast starting regulatory environment 

leading to short country set -up timelines for phase II and III trials 

Predictable 

timelines

Unmet medical needs to treat patients in standard setting due to 

imperfection and deficiencies in the country health care system 

which supports very good and promising recruitment level that 

may even beat some top recruiting countries depending on the 

protocol and budget

4 to 6 experienced, highly motivated and fast responsive sites 

covering the main RA patient pool in the country 

High level of experience (highest among the Balkan countries -

together with Bulgaria and Romania) in clinical research 

Low number 

of sites 

covering high 

number of 

patients

Experience 

in Clinical 

Trials

Promising 

recruitment  

levels



Country
Parallel / 

Sequential

CA Review 

Timeline

CEC/IRB 

Review 

Timeline

Regulatory considerations

Serbia Parallel 2 months 2 months

Å Predictable and relatively fast starting regulatory

environment

Å Application to EC and CA via an online portal ;

Å Enhanced regulatory framework and validated safety

guidelines under Serbian law and the Medical Devices

Agency

Å Import licenses (IMP, Lab kits, equipment) ;

Å Export licenses for lab samples ;



Straightforward contracting process that would not delay the 

study planning

Clear and predictable regulatory process and timelines

Predictable 

timelines

The sites that will be approached have very good recruitment 

potential (including good track records) and are highly 

experienced in clinical trials due to the healthcare deficiencies on 

national level especially when it comes to treating patients with 

OA

The country has a favorable centralized health system and most of 

the patients are handled in one or two sites (usually University 

hospital or large municipal hospital), thus the client will have a 

reliable milestones and enrolment goals achieved within 

planned timelines

The low number of sites and regulatory environment leads to low 

costs as an overall budget for the country

Low number 

of sites 

covering high 

number of 

patients

Experience 

in Clinical 

Trials

Promising 

recruitment  

levels



Country
Parallel / 

Sequential

CA Review 

Timeline

CEC/IRB 

Review 

Timeline

Regulatory considerations

North 

Macedonia
Sequential 1-2 months 1-2 months

Å Expert review by the Macedonian Drug Agency required before 

EC submission ðRisk benefit expert assessment and Country 

specific CoA (certificate of analysis) assessment;

Å Risk benefit expert assessment has to be included in the 
submission package to EC;

Å CoA assessment and Risk Benefits Expert assessment have to be 

included together with EC approval in the submission package to 

CA (MALMED); 

Å Choice of investigator to support ethical review;

Å Quarter Import licenses (IMP, Lab kits, equipment) after CA 

approval;

Å Quarter Export licenses for lab samples 

Å Official monthly timelines for submission to CA and EC guarantee 

swift and timely review of applications; 

Å Predictable timelines for iCTA and SA approvals

Å Cooperative and accessible regulatory experts

Å Regular yearly inspections guaranteeing GCP compliance of sites 

and local CRO

Å Low taxes for iCTA and SA review



DAŬ2 <6(.%3 Kȃ21-
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CA 
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Benefit 
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EC 
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CA 
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Approval

IL 

IMP/ Lab kits/ 
Equipment

EL

Lab samples



Relatively low expenses on regulatory fees, investigator grants 

and local procedures 
Low costs

Thehealthcare s ystem of the country does not provide enough 

care for RA and OA patient in addition to many patients not being 

covered by national insurance funds at all and are searching for 

treatment options

Large number of regional and university hospitals that are 

handling very large patient population 

Sites are experienced in clinical trials and are highly motivated 

due to low number of RA and OA trials. 

Large number 

of sites 

covering high 

number of 

patients

Experience 

in Clinical 

Trials

Promising 

recruitment  

levels



Country
Parallel / 

Sequential

CA Review 

Timeline

CEC/IRB 

Review 

Timeline

Regulatory considerations

Turkey Parallel 2 months 2 months

Å E-portal for submission to CA with accessible history of all submission 

documentation;

Å Possibility for parallel and sequential submission to CA and EC;
Å Sequential approval; CA approval after positive decision from EC; 

Å Annual Import license (IMP) issued from MoH;

Å Import License not required for lab kits and trial equipment;
Å Export License not required for lab samples; 



Located in a private hospital, 2 floors and

equipped with standard and state -of-the -art

devices

36- beds Phase I, FIM,BE/ BA unit plus 4

intensive care beds

24/7 monitoring for in-house subjects

Dedicated medical team, physician available

24/7

Reanimation and resuscitation team at days

with IP administration

In-house Intensive Care Unit



115 phase I, II and BA/BE studies

150+ phase III stuies

40 phase IV studies

1%

31%

4%

8%
6%

24%

4%

6%

1% 1%
2% 7% 5%

Vaccines BE/BA
Paediatrics Respiratory
HI/RI studies Rheumatology
Dermatology Neurology
Ophthalmology Cardiology
Oncology Nephrology and Dialysis
Obstetrics & Gynecology



Manager  unit 

with 14+ 

years 

research 

experience

7 Study Nurses with 

9+ years research 

experience

4 Study 

coordinators 

with 9+  and 5+ 

years research 

experience

Full therapeutic coverage of 

specialists - 4 Pulmonology, 3         

Rheumatology (incl a KOL), 3 

Neurology (incl a KOL), 2 

Pharmacology, 2 Cardiology, 2 

Nephrology, 1 Dermatology, 4 

Orthopedic Specialists (incl a 

KOL), 2 Gastroenterology, 1 

Ophthalmology, 1 O&G, a 

General Lab plus another 

Microbiology Lab Specialist

4 Anesthesiology 

Specialists, plus 

2 X-RAY/ Ultrasound 

Specialists and 

2 Pharmacists

2 Laboratory 

Technicians 

with 8+ years 

research 

experience

Developed and proven 

network for healthy 

volunteers and patient 

volunteers enrolment 

supply


