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1. Title of project: 
Simplification of pretreatment diagnostic evaluation and on-treatment monitoring procedures within HCV Elimination Project
2.  Date of proposal: 
15/Sep/2017
3. Project Lead: 
Medical Center Mrcheveli – hepatology/gastroenterology unit
4. Collaborators: 
Clinic Neolab
5. Rationale/Background for project:  
The main goal of the HCV Elimination Project is to treat and eliminate hepatitis C virus. This project does not mean to care of patient’s liver health in general. From this point of view, the pretreatment diagnostic evaluation and on-treatment monitoring plan, even in the setting of availability only Sofosbuvir/Ledipasvir containing regimens, can be simplified. 
6. Objectives/Specific Aims: 
Primary aims:

1. Reduce the patient’s unnecessary clinical visits. 
2. Reduce the patient’s unnecessary visits to HCV Elimination Service Center. 

3. Remove the unnecessary laboratory investigations. 
4. Reduce the financial expanses per patient. 

5. Reduce the budget of the Project. 

Secondary aims:

1. Simplified algorithm should not influence on the treatment outcome.

2. Decrease the lost to follow up rates. 
3. Make participation in HCV Elimination Project more comfortable. 

7. Methods 
Two clinical site will be involved in this pilot project – medical center Mrcheveli and clinic Neolab. All patients who come to these centers during sample selection period will automatically start with simplified pretreatment diagnostic algorithm, what means:

1. After confirmation of current HCV infection (at this moment with PCR HCV-RNA quantitative test) patient will not be referred to Service Center for registration. All necessary documentations (personal ID, contact information, lab. result) will be sent from treatment site. 

2. After receiving results of final investigations, done by simplified algorithm, patient will not be referred to Service Center and all necessary documentations (medical report, lab. and imaging results) will be sent from treatment site to there. 
After completing pre-treatment evaluation with simplified algorithm, on-treatment monitoring schedule should also be simplified:

1. Medication control will be done monthly instead of every two weeks.

2. Patient should undergo on-treatment laboratory control by simplified algorithm. 

3. At the end of treatment (EOT) quality of life (QOL) questionnaire should be conducted. 

Also QOL questionnaire should be conducted in those patients, who were treated in selected treatment site outside of this pilot project according to HCV Elimination Project diagnostic and monitoring guidelines.

Coordination within two clinics will be scheduled monthly and all necessary data will be sent by email. For data extraction Elim C database will be used.

After receiving post-treatment results for all study participants, statistical analysis should be done and manuscript should be prepared.

8. Roles and Responsibilities
David Metreveli (medical center Mrcheveli) – PI.

Maia Butsashvili (clinc Neolab) – co-PI.

Jaba Zarkua, Mamuka Zakalashvili (medical center Mrcheveli), Maia Qajaia (clinic Neolab) – sample selection, data management and analysis, preparation of manuscript.
9. Proposed timeline
	Activity
	January
2018
	February
2018
	March 2018
	April 2018
	May 
2018
	June 2018
	July 2018
	August 2018
	September
2018

	Sample Selection
	X
	X
	
	
	
	
	
	
	

	Study Period
	
	
	X
	X
	X
	X
	X
	X
	

	Data Aanalysis
	
	
	
	
	
	
	
	
	X


10. Expected outcomes 
1. Simplified algorithm should not influence on the treatment outcome.

2. Increase the motivation of patients to participation in HCV Elimination Project. 
11. Algorithms:
Pretreatment diagnostic and on-treatment monitoring of patients according current guidelines (RBV-containing regiments 12 week regimens):

	Procedures
	Pretreatment
	2 
	4 


	6 
	8 


	10 
	12 
	Follow Up

	Drug Control
	
	X
	X
	X
	X
	X
	X
	

	Physicians Consultation
	XX
	
	X
	
	X
	
	X
	X

	HCV RNA PCR
	X
	
	X
	
	
	
	
	X

	HCV Genotype
	X
	
	
	
	
	
	
	

	CBC
	X
	
	X
	
	X
	
	X
	

	ALT
	X
	
	X
	
	X
	
	X
	

	AST
	X
	
	
	
	
	
	
	

	Creatinine
	X
	
	
	
	
	
	X
	

	Bil (tot., dir.)
	X
	
	
	
	
	
	X
	

	Albumin
	X
	
	
	
	
	
	
	

	PT, INR
	X
	
	
	
	
	
	
	

	ALP
	X
	
	
	
	
	
	
	

	GGT
	X
	
	
	
	
	
	
	

	Glucose (f.)
	X
	
	
	
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	
	
	
	

	Ultrasound
	X
	
	
	
	
	
	
	

	Fibroscan
	If needed
	
	
	
	
	
	
	


Proposed simplified pretreatment diagnostic and on-treatment monitoring of patients (RBV-containing 12 week regiments):

	Procedures
	Pretreatment
	4 

week
	8 

week
	12 week
	Follow Up

	Drug Control
	
	X
	X
	X
	

	Physicians Consultation
	XX
	X
	X
	X
	X

	HCV RNA PCR
	X
	X
	
	
	X

	HCV Genotype
	X
	
	
	
	

	CBC
	X
	X
	X
	X
	

	ALT
	X
	X
	
	X
	

	AST
	X
	
	
	
	

	Creatinine
	X
	
	
	
	

	Bil (tot.)
	X
	
	
	
	

	Albumin
	X
	
	
	
	

	PT, INR
	X
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	

	Ultrasound
	X
	
	
	
	

	Fibroscan
	If needed
	
	
	
	


Summary (12w + RBV): 

From pretreatment diagnostic scheme further tests are removed – Bil (dir), GGT, ALP, Glucose (f.).

From on-treatment monitoring scheme further tests and procedures are removed – Medication control (on week 2, 6, 10); ALT (on week 8); Creatinine (on week 12); Bil (tot) (on week 12); Bil (dir) (on week 12). 

Reduced costs: Pretreatment – 20 GEL; On-treatment – 20 GEL.

Pretreatment diagnostic and on-treatment monitoring of patients according current guidelines (RBV-free regiments 12 week regimens):

	Procedures
	Pretreatment
	2 
	4 


	6 
	8 


	10 
	12 
	Follow Up

	Drug Control
	
	X
	X
	X
	X
	X
	X
	

	Physicians Consultation
	XX
	
	X
	
	X
	
	X
	X

	HCV RNA PCR
	X
	
	X
	
	
	
	
	X

	HCV Genotype
	X
	
	
	
	
	
	
	

	CBC
	X
	
	X
	
	
	
	X
	

	ALT
	X
	
	X
	
	X
	
	X
	

	AST
	X
	
	
	
	
	
	
	

	Creatinine
	X
	
	
	
	
	
	X
	

	Bil (tot., dir.)
	X
	
	
	
	
	
	X
	

	Albumin
	X
	
	
	
	
	
	
	

	PT, INR
	X
	
	
	
	
	
	
	

	ALP
	X
	
	
	
	
	
	
	

	GGT
	X
	
	
	
	
	
	
	

	Glucose (f.)
	X
	
	
	
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	
	
	
	

	Ultrasound
	X
	
	
	
	
	
	
	

	Fibroscan
	If needed
	
	
	
	
	
	
	


Proposed simplified pretreatment diagnostic and on-treatment monitoring of patients (RBV-free 12 week regiments):

	Procedures
	Pretreatment
	4 

week
	8 

week
	12 week
	Follow Up

	Drug Control
	
	X
	X
	X
	

	Physicians Consultation
	XX
	X
	X
	X
	X

	HCV RNA PCR
	X
	X
	
	
	X

	HCV Genotype
	X
	
	
	
	

	CBC
	X
	X
	
	
	

	ALT
	X
	X
	
	X
	

	AST
	X
	
	
	
	

	Creatinine
	X
	
	
	
	

	Bil (tot.)
	X
	
	
	
	

	Albumin
	X
	
	
	
	

	PT, INR
	X
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	

	Ultrasound
	X
	
	
	
	

	Fibroscan
	If needed
	
	
	
	


Summary (12w w/o RBV): 

From pretreatment diagnostic scheme further tests are removed – Bil (dir), GGT, ALP, Glucose (f.).

From on-treatment monitoring scheme further tests and procedures are removed – Medication control (on week 2, 6, 10); ALT (on week 8); CBC (on week 12); Creatinine (on week 12); Bil (tot) (on week 12); Bil (dir) (on week 12). 

Reduced costs: Pretreatment – 20 GEL; On-treatment – 29 GEL.

Pretreatment diagnostic and on-treatment monitoring of patients according current guidelines (RBV-containing regiments 24 week regimens):

	Procedures
	Pretreatment
	2 
	4 


	6 
	8 


	10 
	12 
	14
	16
	18
	20
	22
	24
	Follow Up

	Drug Control
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	

	Physicians Consultation
	XX
	
	X
	
	X
	
	X
	
	
	
	
	
	X
	X

	HCV RNA PCR
	X
	
	X
	
	
	
	
	
	
	
	
	
	
	X

	HCV Genotype
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	CBC
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	

	ALT
	X
	
	X
	
	X
	
	X
	
	
	
	
	
	X
	

	AST
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Creatinine
	X
	
	
	
	
	
	X
	
	X
	
	X
	
	X
	

	Bil (tot., dir.)
	X
	
	
	
	
	
	X
	
	
	
	
	
	X
	

	Albumin
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	PT, INR
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	ALP
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	GGT
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Glucose (f.)
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Ultrasound
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Fibroscan
	If needed
	
	
	
	
	
	
	
	
	
	
	
	
	


Proposed simplified pretreatment diagnostic and on-treatment monitoring of patients (RBV-containing 24 week regiments):

	Procedures
	Pretreatment
	4 


	8 


	12 
	16
	20
	24
	Follow Up

	Drug Control
	
	X
	X
	X
	X
	X
	X
	

	Physicians Consultation
	XX
	X
	X
	X
	
	
	X
	X

	HCV RNA PCR
	X
	X
	
	
	
	
	
	X

	HCV Genotype
	X
	
	
	
	
	
	
	

	CBC
	X
	X
	X
	X
	X
	X
	X
	

	ALT
	X
	X
	
	X
	
	
	X
	

	AST
	X
	
	
	
	
	
	
	

	Creatinine
	X
	
	
	X
	
	
	
	

	Bil (tot., dir.)
	X
	
	
	
	
	
	
	

	Albumin
	X
	
	
	
	
	
	
	

	PT, INR
	X
	
	
	
	
	
	
	

	ALP
	X
	
	
	
	
	
	
	

	GGT
	X
	
	
	
	
	
	
	

	Glucose (f.)
	X
	
	
	
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	
	
	
	

	Ultrasound
	X
	
	
	
	
	
	
	

	Fibroscan
	If needed
	
	
	
	
	
	
	


Summary (24w + RBV): 

From pretreatment diagnostic scheme further tests are removed – Bil (dir), GGT, ALP, Glucose (f.).

From on-treatment monitoring scheme further tests and procedures are removed – Medication control (on week 2, 6, 10, 14, 18, 22); ALT (on week 8); Creatinine (on week 16, 20, 24); Bil (tot) (on week 12, 24); Bil (dir) (on week 12, 24). 

Reduced costs: Pretreatment – 20 GEL; On-treatment – 40 GEL.

Pretreatment diagnostic and on-treatment monitoring of patients according current guidelines (RBV-free regiments 24 week regimens):

	Procedures
	Pretreatment
	2 
	4 


	6 
	8 


	10 
	12 
	14
	16
	18
	20
	22
	24
	Follow Up

	Drug Control
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	

	Physicians Consultation
	XX
	
	X
	
	X
	
	X
	
	
	
	
	
	X
	X

	HCV RNA PCR
	X
	
	X
	
	
	
	
	
	
	
	
	
	
	X

	HCV Genotype
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	CBC
	X
	
	X
	
	
	
	X
	
	
	
	
	
	X
	

	ALT
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	

	AST
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Creatinine
	X
	
	
	
	
	
	X
	
	
	
	
	
	X
	

	Bil (tot., dir.)
	X
	
	
	
	
	
	X
	
	
	
	
	
	X
	

	Albumin
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	PT, INR
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	ALP
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	GGT
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Glucose (f.)
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Ultrasound
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Fibroscan
	If needed
	
	
	
	
	
	
	
	
	
	
	
	
	


Proposed simplified pretreatment diagnostic and on-treatment monitoring of patients (RBV-free 24 week regiments):

	Procedures
	Pretreatment
	4 


	8 


	12 
	16
	20
	24
	Follow Up

	Drug Control
	
	X
	X
	X
	X
	X
	X
	

	Physicians Consultation
	XX
	X
	X
	X
	
	
	X
	X

	HCV RNA PCR
	X
	X
	
	
	
	
	
	X

	HCV Genotype
	X
	
	
	
	
	
	
	

	CBC
	X
	X
	
	X
	
	
	X
	

	ALT
	X
	X
	
	X
	
	
	X
	

	AST
	X
	
	
	
	
	
	
	

	Creatinine
	X
	
	
	
	
	
	
	

	Bil (tot., dir.)
	X
	
	
	
	
	
	
	

	Albumin
	X
	
	
	
	
	
	
	

	PT, INR
	X
	
	
	
	
	
	
	

	ALP
	X
	
	
	
	
	
	
	

	GGT
	X
	
	
	
	
	
	
	

	Glucose (f.)
	X
	
	
	
	
	
	
	

	HBsAg, anti-HBc (tot)
	X
	
	
	
	
	
	
	

	Ultrasound
	X
	
	
	
	
	
	
	

	Fibroscan
	If needed
	
	
	
	
	
	
	


Summary (24w w/o RBV): 

From pretreatment diagnostic scheme further tests are removed – Bil (dir), GGT, ALP, Glucose (f.).

From on-treatment monitoring scheme further tests and procedures are removed – Medication control (on week 2, 6, 10, 14, 18, 22); ALT (on week 8, 16, 20); Creatinine (on week 12, 24); Bil (tot) (on week 12, 24); Bil (dir) (on week 12, 24). 

Reduced costs: Pretreatment – 20 GEL; On-treatment – 45 GEL.
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