HCV Elimination Program in Georgia
Decentralization Concepts 

Overall Objective: Provision of HCV screening, confirmation, care and treatment services at peripheral non-specialized settings nearer to patients’ homes is critical for achieving HCV elimination goals, globally. Decentralization, such as integrated service delivery at primary care or harm reduction settings, has several advantages including: lessening the wait time at specialized hospitals, reducing transportation cost, and decreasing stigma. This can result in overcoming barriers to access for HCV care and treatment.  
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Necessary Activities (per Dec. meeting)
· Create workgroups
· Simplification of treatment and diagnostics guidelines/algorithms
· Ensure Laboratory & Diagnostic integration: Lugar Core Ag, PCR nearest lab, Gx
· Legislation or decree as necessary to allow for care and treatment at decentralized sites (PHC, hospitals, harm reduction)
· Development and dissemination of Standards Operational Procedures (SOPs)
· Development of curriculum for PHC, Hospital, and Harm Reduction physicians
· Training of primary health care specialists, hospital staff, and harm reduction staff
· Using “ECHO” platform to facilitate training when applicable 
· Develop necessary information systems or modules to support decentralization projects (harm reduction sites, PHC etc.) into Elim-C data base 
· Elaborating the concept of treatment in rural areas (i.e. 69 Rayons/Districts)
· Develop minimum criteria required for facilities to provide HCV care

Working groups established to implement the above activities, and identify other important activities. Outline of proposed working groups and objectives for each are below.

Outcomes/products to be developed by Working Groups:
· Action Plan for Decentralization
· Launch of program by June 2018
· Progress report for TAG 2018

Structure of Working Groups:
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Oversight and Coordination Group
Chair:  Dr. Sergeenko
Co-Chair: Dr. Francisco Averhoff
Secretary: Irina Tskhomelidze
Objective: Coordination and management of the decentralization effort, decree/approval/dissemination of diagnostic and treatment SOPs, IT logistics, criteria for facilities and overall coordination, implementation, and evaluation of program. Primary health care and hospital work group and harm reduction work groups will present ideas/models to the oversight and coordination group. Final decisions and approvals will be made by this group.

Roles and Responsibilities:
· Oversee the other two workgroups; facilitate communication amongst all groups
· Set timeline for meetings and task completion of workgroups
· Set expectations for meetings, communication between the groups, and documents/products produced by the workgroups (meeting minutes, action plans, proposals, white papers, presentations, etc.)
· Coordinate/merge the primary health care decentralization action plan and the harm reduction action plan where possible
· Facilitate the necessary approval, decree, legislative tasks that are beyond the scope/abilities of these groups

Challenges to Address:
(1) Legislation decree as necessary to allow care and treatment at decentralized locations. 
(2) Develop simplified treatment and diagnostics guidelines/algorithms developed by work groups. Synchronize treatment and diagnostic guidelines across all locations
(3) Ensure Laboratory and Diagnostics integration
(4) Develop and disseminate SOPs
(5) Assist with rollout of continuing medical education (CME) curriculum for PHC, hospital, and harm reduction centers
(6) Provide necessary support and approval for integrating decentralized projects into national Elim-C database and other IT support
(7) Develop minimum criteria required for facilities to provide services to HCV patients. Attempt to standardize, define the lowest common denominator across PHC, Harm reductions sites

Primary Health Care Centers, Hospitals
Chair: TBD
Secretary: TBD
Objective: Develop a practical model of care to be implemented for HCV screening and treatment in primary health care centers and district hospitals that maximizes HCV screening, enrollment, and retention in the HCV program of the general population.

Roles and Responsibilities:
· Meet as a group as recommended by the oversight committee and the workgroup chair
· Adhere to timeline of task completion outlined by the oversight committee and workgroup chair
· Develop an action plan for decentralization at primary health care centers and district hospitals that addresses the challenges below
· Adhere to expectations of meetings, communication, documents/products set by the oversight workgroup (meeting minutes, action plans, white papers, proposals, etc.)
Challenges to Address:
(1) Simplified Treatment and Diagnostics guidelines/algorithms
(2) Ensure Laboratory and Diagnostic Integration
(3) Develop and Disseminate SOPs
(4) Develop Curriculum for PHC, Hospital
(5) Initial and Continued Training (CME) for PHC, Hospital staff
(6) Use of ECHO platform to facilitate training when applicable
(7) Develop necessary information systems/modules to support decentralization projects into the national Elim-C database
(8) Elaborate the concept of treatment in rural areas. Develop reasonable minimum criteria required for facilities to provide services to HCV patients
(9) Incorporate lessons, findings from primary health care center/hospital related pilot projects into practical model/action plan

Refer to Appendix A for more details regarding model goals.


Harm Reduction Sites and OST Sites
Chair: TBD
Secretary: TBD
Objective: Develop a model of care to be implemented for screening and treatment in harm reduction centers that maximizes screening, enrollment, and retention of PWID

Roles and Responsibilities: 
· Meet as a group as recommended by the Oversight committee and the workgroup Chair
· Adhere to timeline of task completion outlined by the oversight committee and workgroup chair
· Develop an action plan for decentralization at Harm Reduction Centers that addresses the challenges below
· Adhere to expectations of meetings, communication, documents/products set by the oversight workgroup (meeting minutes, action plans, white papers, proposals, etc.)

Challenges to Address:
(1) Simplified Diagnostics and Treatment guidelines/algorithms
(2) Ensure Laboratory and Diagnostics integration
(3) Develop and Disseminate SOPs
(4) Develop Curriculum for Harm Reduction Centers
(5) Initial and Continued (CME) Training for Harm Reduction staff
(6) Use of ECHO platform to facilitate training when applicable
(7) Develop necessary information systems/modules to support decentralization projects into the national Elim-C database
(8) Elaborate the concept of treatment in rural areas. Develop reasonable minimum criteria required for facilities to provide services to HCV patients 
(9) Incorporate lessons, findings from harm reduction center related pilot projects into practical model/action plan. 

Refer to Appendix B for more details regarding the model goals. 





APPENDIX A: Primary Health Care Centers, Hospitals

(1) Simplify Diagnostics and Treatment (Guidelines)
a. Diagnostics
i. Necessary tests
1. Screening
a. HCV antibody test
2. Confirmatory testing
a. Core Antigen, RNA PCR (Quantitative, Qualitative), GeneExpert
b. Centralized location of confirmatory testing (Lugar Center)
3. Pre-treatment diagnostics
a. Simplify requirements
b. Minimize cost 
4. Monitoring Diagnostics
a. Simply requirements
b. Timeline of diagnostic testing
c. Minimize cost
5. Follow-up Diagnostics (SVR)
a. Simply requirements
b. Standardize interpretation of results, definition of successful treatment
ii. Location of each necessary phase of testing listed above
1. Test available on site (PHC, district hospital)
2. Test available at another site
c. Patient travels to different site
d. Sample is transported
i. Consider proper sample preparation, storage, and transport to ensure quality
iii. Consolidation
1. Consider best ways to consolidate testing and minimize the number of required patient visits, the number of sites that patients must travel to, and the cost (either to the system or to the patient)
2. Consider incorporating algorithms that have been developed by pilot projects into standardized diagnostic guidelines/algorithms
b. Treatment 
i. National standardized treatment guideline 
1. Medications, dose of medications, timeline of treatment
2. Consider incorporating algorithms that have been developed by pilot projects into standardized treatment guidelines/algorithms
ii. Standardized medication supply chain
1. Procurement
2. Transport to clinic, hospital
3. Storage of medication

(2) Ensure Lab and Diagnostics Integration
a. Screening
b. Confirmatory
i. Centralized confirmatory location
ii. Standardized interpretation of results
c. Pre-treatment Diagnostics
d. Monitoring Diagnostics
e. Follow-up Diagnostics

(3) Develop and Disseminate SOPs
a. Diagnostics
i. Using simplified diagnostics plans for 
1. Screening
2. Confirmatory
3. Pre-treatment diagnostics
4. Monitoring diagnostics
5. Follow-up diagnostics, testing
ii. Incorporate algorithms from pilot programs
b. Treatment
i. Using simplified treatment regimens 
ii. Incorporate algorithms from pilot program

(4) Develop Curriculum for PHC, Hospital
a. Curriculums/Training in following areas
i. Screening testing
ii. Confirmatory testing
iii. Pre-treatment diagnostics
iv. Treatment
v. Monitoring Diagnostics
vi. Counseling
b. Standardized curriculums necessary 
i. Identify parties to develop the curriculum or training platforms, 
ii. Curriculum modality, implementation
1. In-person, tele-conferences, online modules, webinars
iii. Identify who will need to be trained for each phase of service
iv. Proof of competency
1. Test
2. Certificate


(5) Continuing Medical Education
a. Areas of Potential Initial Training
i. Screening testing
ii. Confirmatory testing 
iii. Pre-treatment diagnostics
iv. Treatment
v. Monitoring Diagnostics
vi. Counseling
b. Continued Education/Support/Mentorship
i. Regular meetings/conferences/didactics/modules
1. Mode of conference
a. In person vs. teleconference vs. webinars vs. online modules
ii. Access to specialists for complicated patients
1. Refer patient to centralized treatment center
2. Primary care physician or hospitalist can consult with specialists via designated platform

(6) Role of ECHO platform to facilitate training
a. Curriculum development
b. Initial training
c. Continued education
i. Regular meetings/conferences/didactics
ii. Access to specialists for complicated patients 

(7) Develop necessary information systems/modules 
a. Method of data collection and storage
b. Integration into national Elim-C database
c. Standardized data collection

(8) Develop reasonable minimum criteria required for facilities to provide services to HCV patients 

(9) Incorporate lessons, findings from pilot projects into model


































APPENDIX B: Harm Reduction Sites and OST Sites

(1) Simplify Diagnostics and Treatment (Guidelines)
a. Diagnostics
i. Necessary tests
1. Screening
a. HCV antibody test
2. Confirmatory testing
a. Core Antigen, RNA PCR (Quantitative, Qualitative), GeneExpert
b. Centralized location of confirmatory testing (Lugar Center)
3. Pre-treatment diagnostics
a. Simplify requirements
b. Minimize cost 
4. Monitoring Diagnostics
a. Simply requirements 
5. Define standardized timeline
a. Minimize cost 
6. Follow-up Diagnostics (SVR)
a. Simply requirements
b. Standardize interpretation of results, definition of successful treatment
ii. Location of each necessary phase of testing listed above
1. Test available on site (PHC, district hospital)
2. Test available at another site
a. Patient travels to different site
b. Sample is transported
c. Consider proper sample preparation, storage, and transport to ensure quality
iii. Consolidation
1. Consider best ways to consolidate testing and minimize the number of required patient visits, the number of sites that patients must travel to, and cost (to either the system of the patient)
2. Consider incorporating algorithms that have been developed by pilot projects into standardized diagnostic guidelines/algorithms
b. Treatment 
i. National standardized treatment guideline 
1. Medications, dose of medications, timeline of treatment
2. Consider incorporating algorithms that have been developed by pilot projects into standardized treatment guidelines/algorithms
ii. Standardized medication supply chain
1. Procurement
2. Transport to clinic, hospital
3. Storage of medication

(2) Ensure Lab and Diagnostics Integration
a. Screening
b. Confirmatory
i. Centralized confirmatory location
ii. Standardized interpretation of results
c. Pre-treatment Diagnostics
d. Monitoring Diagnostics
e. Follow-up Diagnostics

(3) Develop and Disseminate SOPs
a. Diagnostics
i. Using simplified diagnostics plans for 
1. Screening
2. Confirmatory
3. Pre-treatment diagnostics
4. Monitoring diagnostics
5. Follow-up diagnostics, testing
ii. Incorporate algorithms from pilot programs
b. Treatment
i. Using simplified treatment regimens 
ii. Incorporate algorithms from pilot programs

(4) Develop Curriculum for PHC, Hospital
a. Curriculums/Training necessary for 
i. Screening testing
ii. Confirmatory testing
iii. Pre-treatment diagnostics
iv. Treatment
v. Monitoring Diagnostics
vi. Counseling
b. Standardized curriculums necessary 
i. Identify parties to develop the curriculum or training platforms, 
ii. Curriculum modality, implementation
1. In-person, tele-conferences, online modules, webinars
iii. Identify who will need to be trained for each phase of service
iv. Proof of competency
1. Test
2. Certificate

(5) Continuing Medical Education
a. Areas of Potential Initial Training
i. Screening testing
ii. Confirmatory testing 
iii. Pre-treatment diagnostics
iv. Treatment
v. Monitoring Diagnostics
vi. Counseling
b. Continued Education/Support/Mentorship
i. Regular meetings/conferences/didactics/modules
1. Mode of conference
a. In person vs. teleconference vs. webinars vs. online modules
ii. Access to specialists for complicated patients
1. Refer patient to centralized treatment center
2. Primary care physician or hospitalist can consult with specialists via designated platform

(6) Role of ECHO platform to facilitate training
a. Curriculum development
b. Initial training
c. Continued education
i. Regular meetings/conferences/didactics
ii. Access to specialists for complicated patients 

(7) Develop necessary information systems/modules 
a. Method of data collection and storage
b. Integration into national Elim-C database
c. Standardized data collection

(8) Develop reasonable minimum criteria required for facilities to provide services to HCV patients 

(9) Incorporate lessons, findings from pilot projects into model
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