
RECONCILIATION REPORT

Please complete this form to list all Safety Information (Adverse Events (AE), Serious Adverse Events (SAE), and Special Situation Reports (SSR)) sent to Gilead in accordance with the periodicity agreed for your organization/project.

Once completed please email to:  
sandcollaborationsds@gilead.com 

	Project/Programme & Reference:
	[bookmark: Text60]HCV Elimination Project 

	Dates of Reconciliation Period:
	31/06/2016 to 29/07/2016
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	Agency / Company Name:
	[bookmark: Text6]Ministry of Labour, Health and Social Affairs of the Republic of Georgia

	Telephone Number:
	[bookmark: Text7]+995 5 98 708807

	Email address:
	[bookmark: Text4]Gkhatelishvili@moh.gov.ge

	Contact’s Signature:
	[bookmark: Text9]
	[bookmark: _GoBack]Date: 30.08.2016



	The following is a summary of Safety Information submitted to Gilead’s Safety Department

	Event No.
	Respondent/ Case Number
	Product(s)
	Event Details
	Awareness date of AE
	Gilead Reference Number

	1
	[bookmark: Text10]     
	[bookmark: Text22]Sovaldi
	[bookmark: Text61]AE Anxiety, Depression 
	[bookmark: Text46]24.08.2016
	[bookmark: Text62]MCN 2016-0230323 

	2
	[bookmark: Text11]     
	[bookmark: Text23]Sovaldi
	[bookmark: Text35]SAE Varical Bleeding
	[bookmark: Text47]24.08.2016
	[bookmark: Text63]MCN 2016-0230329 

	3
	[bookmark: Text12]     
	[bookmark: Text24]Sovaldi
	[bookmark: Text36]SAE Death
	[bookmark: Text48]26.08.2016
	[bookmark: Text64]2016-0230694

	4
	[bookmark: Text13]     
	[bookmark: Text25]Sovaldi
	[bookmark: Text37]SAE Death
	[bookmark: Text49]26.08.2016
	[bookmark: Text65]2016-0230702

	5
	[bookmark: Text14]     
	[bookmark: Text26]Sof400mg/Led 90mg
	[bookmark: Text38]SAE Death
	[bookmark: Text50]26.08.2016
	[bookmark: Text66]2016-0230640

	6
	[bookmark: Text15]     
	[bookmark: Text27]Sof400mg/Led 90mg
	[bookmark: Text39]SAE Death
	[bookmark: Text51]26.08.2016
	[bookmark: Text67]2016-0230691

	7
	[bookmark: Text16]     
	[bookmark: Text28]Sof400mg/Led 90mg
	[bookmark: Text40]SAE Death
	[bookmark: Text52]26.08.2016
	[bookmark: Text68]2016-0230697

	8
	[bookmark: Text17]     
	[bookmark: Text29]Sof400mg/Led 90mg
	[bookmark: Text41]SAE Death
	[bookmark: Text53]26.08.2016
	[bookmark: Text69]2016-0230698

	9
	[bookmark: Text18]     
	[bookmark: Text30]Sof400mg/Led 90mg
	[bookmark: Text42]SAE Death
	[bookmark: Text54]26.08.2016
	[bookmark: Text70]2016-0230700

	10
	[bookmark: Text19]     
	[bookmark: Text31]Sof400mg/Led 90mg
	[bookmark: Text43]SAE Death
	[bookmark: Text55]26.08.2016
	[bookmark: Text71]2016-0230701

	11
	[bookmark: Text20]     
	[bookmark: Text32]Sof400mg/Led 90mg
	[bookmark: Text44]SAE Death
	[bookmark: Text56]26.08.2016
	[bookmark: Text72]2016-0230704

	12
	[bookmark: Text21]     
	[bookmark: Text33]Sof400mg/Led 90mg
	[bookmark: Text45]SAE Death
	[bookmark: Text57]26.08.2016
	[bookmark: Text73]2016-0230705 

	
Total number of reports:
	
[bookmark: Text74]15



For any additional events please continue to the next page – thank you.


	Event No.
	Respondent/ Case Number
	Product(s)
	Event Details
	Awareness date of AE
	Gilead Case Reference Number

	13
	     
	Sof400mg/Led 90mg
	SAE Death
	26.08.2016
	2016-0230708

	14
	     
	Sof400mg/Led 90mg
	SAE Death
	26.08.2016
	2016-0230710

	15
	     
	Sof400mg/Led 90mg
	SAE Death
	26.08.2016
	2016-0230713

	16
	     
	     
	     
	     
	     

	17
	     
	     
	     
	     
	     

	18
	     
	     
	     
	     
	     

	19
	     
	     
	     
	     
	     

	20
	     
	     
	     
	     
	     

	21
	     
	     
	     
	     
	     

	22
	     
	     
	     
	     
	     

	23
	     
	     
	     
	     
	     

	24
	     
	     
	     
	     
	     

	25
	[bookmark: Text75]     
	[bookmark: Text91]     
	[bookmark: Text107]     
	[bookmark: Text123]     
	[bookmark: Text139]     

	26
	[bookmark: Text76]     
	[bookmark: Text92]     
	[bookmark: Text108]     
	[bookmark: Text124]     
	[bookmark: Text140]     

	27
	[bookmark: Text77]     
	[bookmark: Text93]     
	[bookmark: Text109]     
	[bookmark: Text125]     
	[bookmark: Text141]     

	27
	[bookmark: Text78]     
	[bookmark: Text94]     
	[bookmark: Text110]     
	[bookmark: Text126]     
	[bookmark: Text142]     

	29
	[bookmark: Text79]     
	[bookmark: Text95]     
	[bookmark: Text111]     
	[bookmark: Text127]     
	[bookmark: Text143]     

	30
	[bookmark: Text80]     
	[bookmark: Text96]     
	[bookmark: Text112]     
	[bookmark: Text128]     
	[bookmark: Text144]     

	31
	[bookmark: Text81]     
	[bookmark: Text97]     
	[bookmark: Text113]     
	[bookmark: Text129]     
	[bookmark: Text145]     

	32
	[bookmark: Text82]     
	[bookmark: Text98]    
	[bookmark: Text114]     
	[bookmark: Text130]     
	[bookmark: Text146]     

	33
	[bookmark: Text83]     
	[bookmark: Text99]     
	[bookmark: Text115]     
	[bookmark: Text131]     
	[bookmark: Text147]     

	34
	[bookmark: Text84]     
	[bookmark: Text100]     
	[bookmark: Text116]     
	[bookmark: Text132]     
	[bookmark: Text148]     

	35
	[bookmark: Text85]     
	[bookmark: Text101]     
	[bookmark: Text117]     
	[bookmark: Text133]     
	[bookmark: Text149]     

	36
	[bookmark: Text86]     
	[bookmark: Text102]     
	[bookmark: Text118]     
	[bookmark: Text134]     
	[bookmark: Text150]     

	37
	[bookmark: Text87]     
	[bookmark: Text103]     
	[bookmark: Text119]     
	[bookmark: Text135]     
	[bookmark: Text151]     

	38
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	[bookmark: Text154]     
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Total number of reports:
	
15
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