Explanation of the State Auditor’s Report on consumption of Hep C Treatment Drugs by 2018

[bookmark: _GoBack]On Friday, January 10th of 2020, the State Audit Office of Georgia issued the Social Service Agency (SSA) Financial audit report. The report covers 2018 period and indicates that by the end of 2018 the SSA had in its stock unused expired Hepatitis C drugs. The amount of expired drugs was as follows: 
1. Interferon- 1222 units (State procurement)
2. Ribavirin-5547 units (State procurement)
3. Zepatier -2268 units (Donated by Merck)
4. Sovaldi-16834 units (Donated by Gilead)
5. Harvoni- 205003 units (Donated by Gilead)
These amount of drugs were projected for around 2033 patients to be started on treatment in 2018. 
The report refers to the following reasons which resulted in expiration of the above mentioned medicines:  Since July 2017 the program experienced reduction in the number of individuals enrolled on treatment compared to 2015 and 2016. In addition, if at the program initiation Sovaldi was the main drug in the treatment scheme, in February 2016 this had been replaced by a newer alternative-Harvoni. With introduction of Harvoni, utilization of Sovaldi, Interferon and Ribavirin reduced dramatically. Treatment interruption and death of individuals on treatment also played some role in underutilization as compared to planned. 
The supply chain management issues, experienced by the program in 2018, has been discussed with the technical advisory group (composed on local and international partners) several times. The needed amount of drugs at the initial stages of the program were based on annual estimated treatment targets reflected in the table below:
	Year
	Number of Patients -Planned
	Number of Patients Actual
	Difference

	2015
	5000
	5936
	936

	2016
	20000
	21654
	1654

	2017
	20000
	14791
	(-5209)

	2018
	20000
	10206
	(-9794)

	TOTAL
	65000
	52587
	 12413



In total, the drugs were expired for an estimated 3% of patients throughout 2015 to 2018. (2033/ estimated 65000 patients). In monetary figures the estimated cost of expired drugs (560 645 083 Gel as indicated in the state audit report) amounts to 5 % of the total estimated amount of 10,373,735,511 imported in 2015-2019. 
Please, note that in 2016 and 2017 the estimated costs for Harvoni (by the Revenue Service) was Gel 63833.54 and 75563.60 respectively. In 2018 based on the Levan Samkharauli National Forensics Bureau and amounts to Gel 3314. Therefore, the estimated cost indicated in the report can be misleading unless compared to the total amount of drugs. 
Table below indicated amount of drugs imported in the country and estimated costs in 2015-2018. 
	
	
	Sovaldi
	Harvoni
	Epclusa
	Total Estimated Monetary Value in Gel

	2015
	Amount of Drugs (bottles)
	25,000
	
	
	

	
	Estimated costs
	1,050,725,286.40
	
	
	1,050,725,286.40

	2016
	Amount of drugs(bottles)
	13,500
	84,912
	
	

	
	Estimated costs
	584,110,695.00
	5,420,233,133.00
	
	6,004,343,828.00

	2017
	Amount of drugs (bottles)
	
	42,088
	
	

	
	Estimated costs
	
	3,180,320,797.00
	
	3,180,320,797.00

	2018
	Amount of drugs (bottles)
	
	40,000
	2,048
	

	
	Estimated costs
	
	132,560,000.00
	5,785,600.00
	138,345,600.00

	Total 2015-2018
	Cost in Gel
	1,634,835,981.40
	8,733,113,930.00
	5,785,600.00
	10,373,735,511



Based in 2017-2018 enrollment experience, in 2019, the stock was projected with a minimum buffer amount that has been fully utilized.

