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Annex 3: Declaration of the end of trial form 
 

NOTIFICATION OF THE END OF A CLINICAL TRIAL OF A MEDICINE FOR HUMAN USE 

TO THE COMPETENT AUTHORITY AND THE ETHICS COMMITTEE 
!

For official use!

$%&'!()!*'+',-&!.!

!

/(0-'&'1&!%2&3(*,&4!*'5,6&*%&,(1!1207'*!.!

8&3,+6!+(00,&&''!*'5,6&*%&,(1!1207'*.!
 

To be filled in by the applicant 

A MEMBER STATE IN WHICH THE DECLARATION IS BEING MADE : 

B TRIAL IDENTIFICATION 

B.1 EudraCT number :   (..) 

B.2 Sponsor’s protocol code number:  (..) 

B.3 Full title of the trial : 

C APPLICANT IDENTIFICATION!9-:'%6'!&,+;!&3'!%--*(-*,%&'!7(<= 

C.1  DECLARATION FOR THE COMPETENT AUTHORITY    ! 
/>?>? @-(16(*!! ! ! ! ! ! ! ! ! ! !!

/>?>A B'5%:!*'-*'6'1&%&,C'!()!&3'!6-(16(*! ! ! ! ! ! ! !!

/>?>D E'*6(1!(*!(*5%1,6%&,(1!%2&3(*,6'F!74!&3'!6-(16(*!&(!0%;'!&3'!%--:,+%&,(1>!! ! !!

/>?># Complete below.!

/>?>#>? G*5%1,6%&,(1!.!

/>?>#>A H%0'!()!-'*6(1!&(!+(1&%+&!.!

/>?>#>D IFF*'66!.!

/>?>#># J':'-3(1'!1207'*!.!

/>?>#>" K%<!1207'*!.!

/>?>#>L 8M0%,:!
!
C.2  DECLARATION FOR THE ETHICS COMMITTEE    ! 
/>A>? @-(16(*!! ! ! ! ! ! ! ! ! ! !!

/>A>A B'5%:!*'-*'6'1&%&,C'!()!&3'!6-(16(*! ! ! ! ! ! ! !!

/>A>D E'*6(1!(*!(*5%1,6%&,(1!%2&3(*,6'F!74!&3'!6-(16(*!&(!0%;'!&3'!%--:,+%&,(1>!! ! !!

/>A># N1C'6&,5%&(*!,1!+3%*5'!()!&3'!%--:,+%&,(1!,)!%--:,+%7:'?.! ! ! ! ! !

! /(M(*F,1%&,15!,1C'6&,5%&(*!9)(*!02:&,+'1&*'!&*,%:=.!! ! ! ! ! !!

! E*,1+,-%:!,1C'6&,5%&(*!9)(*!6,15:'!+'1&*'!&*,%:=.! ! ! ! ! ! !!

/>A>" Complete below!.!

/>A>">? G*5%1,6%&,(1.!

/>A>">A H%0'!.!

/>A>">D IFF*'66!.!

/>A>"># J':'-3(1'!1207'*!.!

/>A>">" K%<!1207'*!.!

/>A>">L 8M0%,:!.!
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D END OF TRIAL 

D.1  Is it the end of the trial in this Member State?!! ! ! ! ! 4'6!!!!!1(!! 

$>?>? N)!4'6O!5,C'!F%&'!9PPPPQRRQ$$=.!

!
D.2  Is it the end of the complete trial in all countries concerned by the trialS! ! 4'6!!!!!1(!!!

$>A>? N)!4'6O!5,C'!F%&'!! 9PPPPQRRQ$$=.!

!

D.3  Is it a premature ending of the trial?! ! ! ! ! ! ! 4'6!!!!!1(!! 

$>D>? N)!4'6O!5,C'!F%&'!! 9PPPPQRRQ$$=.!

$>D>A T3%&!,6!9%*'=!&3'!*'%6(196=!)(*!&3'!-*'0%&2*'!'1F,15S!

$>D>A>? @%)'&4! ! ! ! ! ! ! ! ! ! ! 4'6!!!!!1(!!!

$>D>A>A B%+;!()!')),+%+4! ! ! ! ! ! ! ! ! 4'6!!!!!1(!!!

$>D>A>D J3'!&*,%:!3%6!1(&!+(00'1+'F! ! ! ! ! ! ! ! 4'6!!!!!1(!!!

$>D>A># G&3'*!! ! ! ! ! ! ! ! ! ! ! 4'6!!!!!1(!!!

$>D>D N)!4'6!&(!%14!()!&3'!%7(C'!U2'6&,(16O!7*,'):4!F'6+*,7'!,1!%1!%11'<!9)*''!&'<&=..!

$>D>D>? J3'!V26&,),+%&,(1!)(*!-*'0%&2*'!'1F,15!()!&3'!&*,%:W!

$>D>D>A H207'*!()!-%&,'1&6!6&,::!*'+',C,15!&*'%&0'1&!%&!&,0'!()!-*'0%&2*'!&'*0,1%&,(1!,1!&3'!R@!+(1+'*1'F!74!&3'!

F'+:%*%&,(1!%1F!&3',*!-*(-(6'F!0%1%5'0'1&W!

$>D>D>D J3'! +(16'U2'1+'6! ()! '%*:4! &'*0,1%&,(1! )(*! &3'! 'C%:2%&,(1! ()! &3'! *'62:&6! %1F! )(*! (C'*%::! *,6;! 7'1'),&!

%66'660'1&!()!&3'!,1C'6&,5%&,(1%:!0'F,+,1%:!-*(F2+&>!!

E SIGNATURE OF THE APPLICANT IN THE MEMBER STATE  

E.1 ! N!3'*'74!+(1),*0!&3%&Q+(1),*0!(1!7'3%:)!()!&3'!6-(16(*!&3%&!9F':'&'!X3,+3!,6!1(&!%--:,+%7:'=. 

! J3'!%7(C'!,1)(*0%&,(1!5,C'1!(1!&3,6!F'+:%*%&,(1!,6!+(**'+&W!%1F!

! J3%&!%!6200%*4!()!&3'!+:,1,+%:!&*,%:!*'-(*&!X,::!7'!6270,&&'F!&(!&3'!+(0-'&'1&!%2&3(*,&4 %1F!'&3,+6!

+(00,&&''!+(1+'*1'F!%6!6((1!%6!%C%,:%7:'!%1F!X,&3,1!%!?!4'%*!F'%F:,1'!%)&'*!&3'!'1F!()!&3'!&*,%:!,1!

%::!+(21&*,'6>!

!

E.2 ! APPLICANT TO THE COMPETENT AUTHORITY!9%6!6&%&'F!,1!/>?=! ! ! !!

8>A>? $%&'!.!

8>A>A @,51%&2*'!.!

8>A>D E*,1&!1%0'.!

!

E.3  APPLICANT TO THE ETHICS COMMITTEE!9%6!6&%&'F!,1!/>A=!:    ! 

8>D>? $%&'!.!

8>D>A @,51%&2*'!.!

8>D>D E*,1&!1%0'.!

 

 

2021/09/18

2021/09/18

2021/09/18

29.09.2021

PD Dr. Sonja Karst

Annex: 
The trial was ended prematurely due to the Covid-19 pandemic. Since our study patients are at risk of severe disease, we wanted
to avoid monthly visits. Hence, all patients received treatment following standard of care in our subspecialty unit of diabetic retinopathy.
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