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WHO 2019 Survey on 
Access to direct acting antivirals for Hepatitis C in low- and middle-income countries  
The Global Hepatitis Programme (GHP) was requested by the WHO Strategic and Technical Advisory Committee for HIV and Hepatitis to document the situation and barriers in access to Direct Acting Antivirals (DAAs) to treat Hepatitis C in low- and middle-income countries. The objective of a 2019 update Global Report on Access to Hepatitis C Treatment will be to highlight any new development in current availability, use and access strategies in order to assist countries in increasing access to affordable and quality-assured DAAs. 

As part of this exercise, we would like to update the information on the experience in the country in procuring and improving access to DAAs and solutions implemented for surmounting barriers to access.  This will be critical information that will serve hepatitis C treatment programmes worldwide.

We would be grateful if you or another relevant person could fill in the attached questionnaire and send it back to us duly completed by Friday 26 July 2019.  Kindly provide any additional written feedback which you think might be useful to this process.
Dr Marc Bulterys, Team Lead, Department of HIV and Global Hepatitis Programme, WHO-Geneva (bulterysm@who.int ) 

If you have queries concerning this questionnaire, please get in touch in the HIV and Hepatitis Department, WHO-Geneva, with Dr Françoise Renaud  (renaudf@who.int) 
Country: Georgia						Date completed:  01 / 10  / 2019
Name of person who filled in the questionnaire: Tengiz Tsertsvadze - Director General, Infectious Diseases, AIDS and Clinical Immunology Research Center; Professor, faculty of medicine, Tbilisi State University, Tbilisi, Georgia   

Ekaterine Adamia -Head of Public Health and Programms Divizion at the Ministry of IDPs from occupied territories, Labour, Health and Social affairs of Georgia 
[bookmark: _GoBack]E-mail address tt@aidscenter.ge; eadamia@moh.gov.ge
Phone: (+995) 322 39 99 22;  (+995) 577282825

In case the questionnaire was filled in by WHO Regional or Country staff, please indicate your contact and source of information at the MOH (name and position): 

Ekaterine Adamia -Head of Public Health and Programms Divizion at the Ministry of IDPs from occupied territories, Labour, Health and Social affairs of Georgia 

NATIONAL HEPATITIS TREATMENT PROGRAMME 
Question 1. Is a national treatment programme for hepatitis C coordinated by the Ministry of Health (MoH) established in the country?   
[bookmark: Check4]1.1.   	Yes  |X|  		No |_| 	 


1.2.  	If yes, is the Hepatitis C treatment programme part of a national HCV elimination plan ?  
Hepatitis C treatment program (STRATEGY 5: PROVIDE COMPREHENSIVE HCV CARE AND TREATMENT) is part of strategic plan for the elimination of hepatitis C virus in Georgia.  

The overarching goals for HCV care and treatment under the elimination program are to ensure universal access to hepatitis C treatment and achieve high cure rates. Attaining these goals is an essential step on the road to hepatitis C elimination in Georgia. Effective treatment combined with implementation of effective preventive interventions will minimize the infection reservoir and reduce the number of new cases. 

[bookmark: _Hlk11673475]Question 2. Are national HCV treatment protocols released by MoH? 
[bookmark: _Hlk11671785][bookmark: _Hlk11674929]2.1.   	Yes  |X|  		No |_|
2.2. 	If yes, specify the date of the most recent publication (month/year):   
[bookmark: _Hlk11673353]December 2018 
Considering that elimination program is public health initiative, unified treatment protocols and simplified diagnostic and monitoring algorithms are used without compromising the quality.
National treatment protocols were developed by the clinical group of national hepatitis C elimination program in collaboration with leading international experts: Dr. Nezam Afdhal (Harvard University, Boston, USA), Dr. Stefan Zeuzem (Goethe University clinic, Frankfurt, Germany), Dr. Joffrey Dusheiko (Royal Free Hospital, London, UK), Dr. Karla Thornton (University of New Mexico, Albuquerque, USA) and Dr. Sanjeev Arora (University of New Mexico, Albuquerque, USA).  
Until December 2018 Sofosbuvir and Ledipasvir/sofosbuvir were the only DAAs available for the program. Also Elbasvir/grazoprevir (Zepatier) in limited quantity was provided for HCV genotype 1 and 4 infected patients with end-stage renal diseases only. 
Exclusive decision was made for Georgia’s hepatitis C elimination program to recommend Ledipasvir/Sofosbuvir for all HCV genotypes including genotype 2 and 3. The use of Ledipasvir/Sofosvubir-based regimens for all HCV genotypes resulted in an overall cure rate of >98% and proved that abovementioned decision was correct. 
Since December 2018 Velpatasvir/sofosbuvir was introduced in Georgia.

Question 3. What Direct Acting Antiviral (DAAs) medicines are currently recommended in the national HCV treatment protocols?
|_| 	Glecaprevir/pibrentasvir  
|_| 	Sofosbuvir/daclatasvir  
|X| 	Sofosbuvir/velpatasvir  
|X| 	Sofosbuvir/velpatasvir/voxilaprevir  
|X| 	Sofosbuvir/ledipasvir  
|X| 	Sofosbuvir/ribavirin  
|_|	Others, specify: 

[bookmark: _Hlk11673338]Question 4. Specify DAA regimens and duration of treatment in number of weeks recommended in the national protocol by population -  adults, adolescents (12 – 17 years) and retreatment:
Specify N/A when not applicable in the country.  
	
	I. HCV-infected persons without cirrhosis

	Adults



	 
Ledipasvir/Sofosbuvir for 12 weeks
Velpatasvir/Sofosbuvir for 12 weeks 


	Adolescents (12 – 17 years)
 



	Ledipasvir/Sofosbuvir  for12 weeks



	
	II. HCV-infected persons with compensated cirrhosis


	
Adults




	Ledipasvir/Sofosbuvir for 12 weeks
Ledipasvir/Sofosbuvir  + Ribavirin for 12 weeks
Velpatasvir/Sofosbuvir for 12 weeks 


	Adolescents (12 – 17 years)




	Ledipasvir/Sofosbuvir for 12 weeks
Ledipasvir/Sofosbuvir  + Ribavirin for 12 weeks


	
	III. Retreatment of persons with failure of DAA therapy


	
 




	Velpatasvir/Sofosbuvir for 12 weeks 

Velpatasvir/Sofosbuvir plus Ribavirin for 24 weeks 





Question 5. What Direct Acting Antiviral (DAAs) medicines are currently included in the national list of essential medicines: 
|_| 	Glecaprevir/pibrentasvir  
|_| 	Sofosbuvir/daclatasvir  
|_| 	Sofosbuvir/velpatasvir  
|_| 	Sofosbuvir/velpatasvir/voxilaprevir  
|_| 	Sofosbuvir/ledipasvir  
|_| 	Sofosbuvir/ribavirin  
|_|	Others, specify: 
|X|	None 
If applicable, provide the date of the next revision of the list by MoH (month/year):    
 

NATIONAL HCV TESTING PROGRAMME
Question 6. Please answer the following questions regarding national HCV Testing programme: 

[bookmark: _Hlk11420008]6.1. 	In the public sector, is HCV testing provided for free to all patients? 
Yes  |X|  		No |_|
If partly, specify:   

6.2. 	Are serologic rapid diagnostic tests and POC RNA employed to decentralize testing?
 Yes  |X|  		No |_|
  6.3. 	Is disease staging (liver fibrosis) required to initiate DAA treatment?
 Yes  |_|  		No |X|
6.4. 	Is genotyping used to guide treatment selection?
 	Yes  |X|  		No |_|
Nevertheless, Georgia is on the way to switching to the use of pan-genotyping drugs only.

Question 7. Please specify the tests used to screen, diagnose, and monitor HCV infection (product name, type of assay, manufacturer, and indicative price).
Screening
Product name:  HCV Rapid Test Cassette (Serum/Plasma)
Type of assay: Rapid chromatographic immunoassay
Manufacturer: Hangzhou Biotest Biotech
Indicative price: 0.50 GEL (0.17 USD) per test
Diagnose
Product name:  HCV Real TM Qual 100 PCR
Type of assay: Real time PCR
Manufacturer: Sacace Biotechnologies
Indicative price: 25 GEL (8.5 USD) per test
Product name:  Gen-C 2.0 HCV genotyping
Type of assay:  PCR Hybridization assay
Manufacturer: Nuclear Laser Medicine srl
Indicative price:  80 GEL (27 USD) per test

Monitor 
Product name:  Cobas Ampliprep/Cobas Taqman  HCV Quantitative test. 
Type of assay: Real time PCR
Manufacturer: Roche Diagnostics
Indicative price: 50 GEL (17 USD) per test

ACCESS TO DAA-based regimens
Question 8. Are DAA-based regimens made available in the public health system:
|X| 	Yes, since (month/date): April, 2015
|_| 	No
|_|	Planned for (month/year):
Question 9. Are DAA-based regimen provided for free to patients in the public health system:
[bookmark: _Hlk11661633]|X| 	Yes, since (month/date): April, 2015
|_| 	Partly, please explain: 
|_|	Planned for (month/year):
|_| 	No and not planned 
Question 10. Indicate what DAAs are currently available in the public sector in the country:
|_|	Daclatasvir
|_| 	Glecaprevir/pibrentasvir
|X|	Sofosbuvir 
|_| 	Sofosbuvir/daclatasvir
|X|	Sofosbuvir /ledipasvir 
|X| 	Sofosbuvir/velpatasvir
|_| 	Sofosbuvir/velpatasvir/voxilaprevir  
|X| 	Ribavirin  
|_|	Others, specify: 

Question 11. If available in public sector, specify the level of care and number of sites where DAAs are currently made available in the country: 
|_|	National referral hospitals  	Number of DAA sites: 
|_| 	Provincial hospitals   		Number of DAA sites:
|_| 	District hospitals  		Number of DAA sites:
|_| 	District clinics 			Number of DAA sites: 
|X| 	Other:  
By August, 2019 a total of 42 clinical sites provide HCV diagnostics, treatment and care services throughout the country; Of them 3 sites are public clinics and remaining are private. Among 40 clinical sites, 13 clinics are located in the capital city of Tbilisi and remaining clinics  - in regions/districts of Georgia. 

Question 12.   Specify the total cumulative total number of HCV patients who received a DAA-based regimen since their introduction in the country, all sectors included, by the end of 2018: 
|X| 	Cumulative number of patients who received DAA-regimen:  
By end of 2018 a total of 53,393 HCV patients received DAA-based regimens. 
By August 2019 a total of 60,270 HCV patients received DAA-based regimens

|X| 	 If the number was not available for end 2018, specify reporting date: 
August 31, 2019

Question 13. In 2018, what were the proportions of patients receiving DAA-based regimen in the public sector, private sector or other sectors in the country? 
|_| 	Public sector (%):  practically 100% (Only Georgian citizens). Non-Georgian citizens receive treatment in private sector.  
|_| 	 Private sector (%): 
|_| 	 Other, specify (%):

Question 14. Please describe recent efforts or initiatives in your country for increasing access to DAA-based regime in the country, such as policy decisions, implementation strategies, service delivery approaches, partnerships, etc.: 
Treatment and care component has been identified as a cornerstone of elimination and it has been successfully rolled-out throughout the country. Over the first four years of the program implementation, more than 60,000 persons initiated treatment with DAAs attaining very high cure rates, particularly with ledipasvir/sofosbuvir based regimens. Nevertheless, along with success there are serious challenges as well. Analysis of programmatic data indicates that patient enrollment in treatment has been slowing down from 2018, most likely because of deficiencies in HCV testing and linkage to care. 
In response, the government took additional steps to decrease barriers by ensuring absolutely free of charge  diagnostics, including all pre-treatment and treatment monitoring diagnostic testing, and by integrating screening, care and treatment services into primary healthcare settings and harm-reduction centers throughout the country. Integration of these services allows infected individuals to receive hepatitis C care and treatment services in familiar and convenient locations, will increase diagnosis rate and especially improve linkage to care. This strategy has already proven effective. Georgia plans to expand services to every district in the country. In addition, the program provides services to the most marginalized and at-risk populations including people who inject drugs and incarcerated populations.
Besides, In 2018, Georgia started implementation of free of charge integrated HCV, HIV and TB screening at the regional level and to engage primary healthcare providers in active detection and management of all three diseases by family doctors, rural doctors and nurses at the primary healthcare level. The project was piloted in Samegrelo-Zemo Svaneti region in 2018. Based on promising results from this pilot, the project was expended in six more regions in 2019. Successful implementation of this strategy countrywide will definitely increase HCV diagnosis rate and improve linkage of patients to treatment and care services.  
PROCUREMENT OF DAAs
[bookmark: _Hlk11673126]Question 15. Indicate the sources and supply channels for each of the DAAs currently available in the country.  
Specify N/A when not applicable in the country.  
	[bookmark: _Hlk11670677]Sources
	Local production
	Importation from 
originator companies 
	Importation from 
generic companies


	
	
	Public medical store
	Private distributor
	Public
 medical store
	Private distributor

	Daclatasvir

	N/A
	N/A
	N/A
	N/A
	N/A

	Glecaprevir/
pibrentasvir
	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir

	N/A
	
	N/A
	N/A
	N/A

	Sofosbuvir/daclatasvir

	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir/ledipasvir

	N/A
	
	N/A
	N/A
	N/A

	Sofosbuvir/velpatasvir

	N/A
	
	N/A
	N/A
	N/A

	Sofosbuvir/velpatasvir/ voxilaprevir

	N/A
	N/A
	N/A
	N/A
	N/A

	Others (Add rows) 


	N/A
	N/A
	N/A
	N/A
	N/A



Question 16. Indicate the prices or range of prices paid for the most recent procurements of DAAs:  
Specify N/A when not applicable in the country.  
	[bookmark: _Hlk11670878]Prices
	Manufacturers 
	Price paid
US$ ex-work prices, per bottle or pack 
	Quantities purchased in 2018  
Number of packs 

	Daclatasvir

	N/A 
	N/A 
	N/A 

	Glecaprevir/
pibrentasvir

	N/A 
	N/A 
	N/A 

	Sofosbuvir

	Gilead Sciences
	Free of charge
	

	Sofosbuvir/daclatasvir

	N/A 
	N/A 
	N/A 

	Sofosbuvir/ledipasvir

	Gilead Sciences
	Free of charge
	

	Sofosbuvir/velpatasvir

	Gilead Sciences
	Free of charge
	

	Sofosbuvir/velpatasvir/ voxilaprevir
	N/A 
	N/A 
	N/A 

	Others (Add Rows) 

	N/A 
	N/A 
	N/A 



[bookmark: _Hlk11671279]Question 17. Provide updated information on the registration status of in your country. Indicate dates.
17.1. From originator companies. Specify N/A when not applicable in the country.  
	Registration of originator DAAs
	Approved
Month/year
	Filed but not yet approved
Month/year
	Planned filing
Month/year

	Daclatasvir
	N/A 
	N/A 
	N/A 
	N/A 
	N/A 

	Glecaprevir/
pibrentasvir
	N/A 
	N/A 
	N/A 
	N/A
	N/A

	Sofosbuvir

	05.02.2015

	
	
	
	

	Sofosbuvir/daclatasvir

	N/A 
	N/A 
	N/A 
	N/A
	N/A

	Sofosbuvir/ledipasvir

	07.07.2015

	
	
	
	

	Sofosbuvir/velpatasvir

	13.10.2016
	
	
	
	

	Sofosbuvir/velpatasvir/ voxilaprevir

	N/A 
	N/A 
	N/A 
	N/A
	N/A

	Others

	N/A 
	N/A 
	N/A 
	N/A
	N/A



Question 18. From generic companies in your country. Indicate dates. 
Specify N/A when not applicable in the country.  
	Registration
of generic DAAs
	Approved
Month/year
	Filed but not yet approved
Month/year
	Planned filing
Month/year

	Daclatasvir
	N/A
	N/A
	N/A
	N/A
	N/A

	Glecaprevir/
pibrentasvir
	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir

	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir/daclatasvir

	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir/ledipasvir

	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir/velpatasvir

	N/A
	N/A
	N/A
	N/A
	N/A

	Sofosbuvir/velpatasvir/ voxilaprevir
	N/A
	N/A
	N/A
	N/A
	N/A

	Others

	N/A
	N/A
	N/A
	N/A
	N/A





Question 18. What mechanisms and standards are used to assure quality for generic DAA importation and /or local production, please develop: 
Quality, safety and effectiveness as well as circulation of imported generic DAAs and/or locally produced DAAs are under state control on the basis of Georgia regulation. 
Market is protected from generics entry during 6 year after first approval in EU (Association agreement with EU). 


Question 19. Describe the main barriers to procurement and supply of DAAs in the country, strategies used for overcoming barriers, progress made and remaining challenges.
No barriers exist regarding access to DAAs in Georgia. All available DAAs within national hepatitis C elimination program are provided free of charge to all HCV-infected Georgian citizens (with valid Georgian ID card) with no restriction (regardless of HCV genotype, stage and severity of liver disease, geographical location etc.). 

Question 20. Are there any other factors that may influence the future access in the country?
No barriers exist regarding access to DAAs in Georgia. 
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