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Cancer patients in Georgia

• New cancer cases 10 097

• Incidence    271.5/100 000

• Mortality = no data



Lung  16.7 %

Prostate 10.0%

Bladder  9.8 %

Colorectal    9.6 %

Gastric        6.9%

Leading Sites of New Cancer Cases in 
Georgia 

NCDC. 2016



Breast    33.5%

Thyroid  14.4%

Cervical    7.1%

Uterine     6.7%

Colorectal 6.5%

Leading Sites of New Cancer Cases in 
Georgia 

NCDC. 2016



Clinical Trials in Georgia

➢ Clear regulatory requirements 

➢ Fast and smooth import/ export of study 
materials (no separate import/export license is 
required) 

➢ International medical standards in 
management of many diseases 

➢High quality of data that is accepted by the 
FDA and proved by FDA inspections

➢ Motivated patients 

➢ Political and social climate welcoming and 
supportive of clinical trials 

➢Very short start-up timelines



Start up timelines

• Document preparation/ agreement 
negotiation: 2 weeks 

• Local Ethics committee  approval: 2 
weeks

• Regulatory approval: 3 weeks 

• Total timeline: 6-7 weeks



Clinical Trials at RICM   

• 2008- First Clinical Trial (ICH-GCP 
compliance in clinical trials was 
adopted)

• 2011- Department of Clinical 
research was founded



Department of clinical 
research 

✓ 46 multi central, international  clinical trials 
from 2011 till 2018

✓ 6-7 new trials per year
✓ 17 completed studies
✓ 2 FDA Inspections – Result :  NAI
✓ Service provider for all Georgian sites in 21 

studies: 14 Radiology, 3 Lab, 2 Endoscopy, 1 
Oncogenetics, 1 RT



Phase I Trials from 2007

• Phase I trials in oncology- 23

• Ongoing- 3 
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All staff are members of Association of clinical research 
professionals(ACRP) and annually attending meetings

___ACRP supports clinical research 
professionals through membership, 
training and development. 

____ACRP’s vision is that clinical research 
is performed ethically, responsibly, and 
professionally everywhere in the world. 
ACRP’s mission is to promote excellence in 
clinical research.

*



The Institute is the University clinic. 

On the base of the Institute are functioning: 
❑ Department of Medical Radiology and Endoscopy, 
❑ Postgraduate scientific courses for PhD degree, 
❑ Residency programs in Radiology, Oncology and Radiation 
Therapy
❑ Computed and Magnetic Resonance Tomography Training 
Center
❑ Doctors qualification training Center 

Since its foundation 85 theses for the degree of PhD  were defended; 
more than 300 radiologists have been trained here. Number of 
scientists of the Institute have been awarded State and National  
prizes, 21 inventions  received patents. 
A number of scientists of the Institute has been awarded 4 State, 5 
National and 9 prizes of the National Academy of Georgia.
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1. Primary Surgery followed by Chemotherapy versus 
definitive concurrent Chemoradiotherapy in locally advanced 

non-small-cell lung cancer (LAD-NSCLC) 
Ivane Kiladze, Vladimer Kuchava, Natia Joxadze , Lika Katselashvili, Tamar Melkadze (Tbilisi, 

GE)

2. Optimal chemotherapy regimen for concurrent 
chemoradiation in locally advanced unresectable non-small-

cell lung cancer 
Natia Jokhadze, Ivane Kiladze, Lika Katselashvili, Margarita Kacharava, Natalia 

Jankarashvili,Irakli Zumbadze, Nugzar Kalandarishvili, Tamar Melkadze, Elene Gogua (Tbilisi, 
GE)



Clinical Trials in Oncology
Field Phase N of Patients Start date 

End date

Breast Cancer III 6 2004-2006

Breast Cancer I 10 2005-2006

Breast Cancer II 28 2006-2007

Breast Cancer II 26 2006-2007

Solid Tumors I 3 2007-2008

Acute Myeloid Leukemia I 12 2007-2010

Lung Cancer II 5 2008-2010

Lung Cancer II 6 2008-2009

Solid Tumors II 17 2008-2009

Breast Cancer II 13 2008-2010

Breast Cancer II 36 2009-2011

AML III 4 2010-2011

Lung Cancer III 12 2010-2012

Lung Cancer III 4 2010-2012



Field Phase N of Patients Start date 
End date

GI and Breast Cancer III 5 2012-2012

Breast Cancer Bioeq. 23 2012-2012

Breast Cancer III 65 2009-ongoing

GI and Breast Cancer Gioeq. 18 2012-ongoing

Lung Cancer III Initial 2014

Breast Cancer III Initial 2014

Breast Cancer III Initial 2014

NHL III Initial 2014

GI III Initial 2014

Pancreatic Cancer II Initial 2013

Thoracotomy II 11 2013

HEC II 21 2013

MEC II 17 2014

Breast Cancer II 3 2014



Field Phase N of Patients Start date 
End date

Breast Cancer III 11 2014-ongoing

Breast Cancer III 8 2014-ongoing

Breast Cancer II 11 2014-2015

Breast Cancer II 5 2014-2015

Colon II 6 2014-ongoing

Clinical Trials in Oncology (cont.)
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