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Annex 1: Application Form 

REQUEST FOR AUTHORISATION OF A CLINICAL TRIAL!ON A MEDICINAL PRODUCT FOR 

HUMAN USE TO THE COMPETENT AUTHORITIES AND FOR OPINION OF THE ETHICS 

COMMITTEES IN THE COMMUNITY!

!
For official use: 

B<6)!+-!*)4)&(&,?!6%)!*)C7)'6!D!

!

B<6)!+-!*)C7)'6!-+*!&,-+*5<6&+,!6+!

5<E)!&6!(<3&;!D!

B<6)!+-!*)C7)'6!-+*!<;;&6&+,<3!

&,-+*5<6&+,!D!

F*+7,;'!-+*!,+,!<44)G6<,4)H!

,)?<6&()!+G&,&+,!:  ! 

F&()!;<6)!D!

B<6)!+-!(<3&;!<GG3&4<6&+,!D!

!

B<6)!+-!'6<*6!+-!G*+4);7*)D!

B<6)!+-!*)4)&G6!+-!<;;&6&+,<3!H!<5),;);!

&,-+*5<6&+,!D!

!

.76%+*&'<6&+,H!G+'&6&()!+G&,&+,!: ! 

F&()!;<6)!D!!

=+5G)6),6!<76%+*&6I!*)?&'6*<6&+,!,75>)*D!!

:6%&4'!=+55&66))!*)?&'6*<6&+,!,75>)*!D!

J&6%;*<2<3!+-!<GG3&4<6&+,!! !!

F&()!;<6)!D!

 

To be filled in by the applicant:!

$%)!C7)'6&+,'!&,!6%&'!-+*5!-+*!6%)!*)C7)'6!-+*!<76%+*&'<6&+,!-*+5!6%)!=+5G)6),6!.76%+*&6I!<*)!<3'+!

*)3)(<,6!-+*!6%)!+G&,&+,!-*+5!<,!:6%&4'!=+55&66))!K&6!*)G*)'),6'!5+;73)!0!+-!6%)!-+*5!-+*!<GG3I&,?!6+!<,!

)6%&4'!4+55&66))L!<,;!4<,!>)!7');!<'!G<*6!+-!6%<6!<GG3&4<6&+,@!M3)<')!&,;&4<6)!6%)!*)3)(<,6!G7*G+')!&,!<!

>+/!>)3+2@!

!

REQUEST FOR AUTHORISATION TO THE COMPETENT AUTHORITY: ! 

REQUEST FOR OPINION OF THE ETHICS COMMITTEE:    !!

A TRIAL IDENTIFICATION 

A.1  Member State in which the submission is being made : 

A.2   EudraCT number
1
 

A.3  Full title of the trial : 

A.4  Sponsor’s protocol code number, version, and date
2
: 

A.5  Name or abbreviated title of the trial where available: 

A.6  ISRCTN number
3
, if available 

A.7  Is this a resubmission?   yes !   no !   If yes, indicate the resubmission letter
4
 

B IDENTIFICATION OF THE SPONSOR RESPONSIBLE FOR THE REQUEST 

B.1  SPONSOR   

N@0@0 O<5)!+-!+*?<,&'<6&+,!D!

N@0@9 O<5)!+-!6%)!G)*'+,!6+!4+,6<46D!

N@0@" .;;*)''!D!

N@0@P $)3)G%+,)!,75>)*!D!

N@0@Q R</!,75>)*!D!

N@0@# )15<&3D 

 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
0!.GG),;!6%)!:7;*<=$!,75>)*!4+,-&*5<6&+,!*)4)&G6@!
9!.,I!6*<,'3<6&+,!+-!6%)!G*+6+4+3!'%+73;!>)!<''&?,);!6%)!'<5)!;<6)!<,;!()*'&+,!<'!6%+')!&,!6%)!+*&?&,<3!;+475),6@!!
"!S,6)*,<6&+,<3!T6<,;<*;!U<,;+5&');!=+,6*+33);!$*&<3!O75>)*@!TG+,'+*'!5<I!2&'%!6+!7')!<,!S,6)*,<6&+,<3!T6<,;<*;&');!

U<,;+5!=+,6*+33);!$*&<3!O75>)*!KSTU=$OL!6+!&;),6&-I!6%)&*!6*&<3!&,!<;;&6&+,!6+!6%)!:7;*<=$!,75>)*V!-+*!&,'6<,4)!&-!6%)&*!

6*&<3!&'!G<*6!+-!<!5736&,<6&+,<3!6*&<3!2&6%!'&6)'!+76'&;)!6%)!=+557,&6I@!$%)I!4<,!+>6<&,!6%)!,75>)*!<,;!?7&;<,4)!-*+5!6%)!

=7**),6!=+,6*+33);!$*&<3'!2)>'&6)!%66GDHH222@4+,6*+33);16*&<3'@4+5H&'*46,!6+!2%&4%!6%)*)!&'!<!3&,E!-*+5!6%)!:7;*<=$!;<6<><')!

2)>'&6)!%66GDHH222@)7;*<46@)5)<@)7@&,6@!J%),!<(<&3<>3)!6%)I!'%+73;!G*+(&;)!&6!&,!T)46&+,!.@#!+-!6%)!<GG3&4<6&+,!-+*5@!
P!R+*!<!*)'7>5&''&+,!-+33+2&,?!G*)(&+7'!2&6%;*<2<3!+-!<,!<GG3&4<6&+,!+*!7,-<(+7*<>3)!+G&,&+,!+-!<,!)6%&4'!4+55&66))W!+*!

G*)(&+7'!2&6%;*<2<3!+-!<,!<GG3&4<6&+,!+*!*)-7'<3!+-!<!*)C7)'6!>I!6%)!4+5G)6),6!<76%+*&6IW!),6)*!<!3)66)*!&,!6%)!')C7),4)W!.!-+*!

-&*'6!*)'7>5&''&+,W!N!-+*!')4+,;W!=!-+*!6%&*;!)6!')C@!



 

!

"X

B.2  LEGAL REPRESENTATIVE
5
 OF THE SPONSOR IN THE COMMUNITY FOR THE PURPOSE OF 

 THIS TRIAL K&-!;&--)*),6!-*+5!6%)!'G+,'+*L 

N@9@0 O<5)!+-!+*?<,&'<6&+,D!!

N@9@9 O<5)!+-!6%)!G)*'+,!6+!4+,6<46!D!

N@9@" .;;*)''!D!

N@9@P $)3)G%+,)!,75>)*!D!

N@9@Q R</!,75>)*!D!

N@9@# )15<&3D 

 

B.3  STATUS OF THE SPONSOR:! 

N@"@0 =+55)*4&<3#!!!! ! ! ! ! ! ! ! ! ! ! !!!! 

N@"@9 O+,!4+55)*4&<3!! ! ! ! ! ! ! ! ! ! ! 

C APPLICANT IDENTIFICATION, (please tick the appropriate box) 

C.1 REQUEST FOR THE COMPETENT AUTHORITY      ! 

=@0@0 TG+,'+*!! ! ! ! ! ! ! ! ! ! ! !!

=@0@9 8)?<3!*)G*)'),6<6&()!+-!6%)!'G+,'+*! ! ! ! ! ! ! ! !!

=@0@" M)*'+,!+*!+*?<,&'<6&+,!<76%+*&');!>I!6%)!'G+,'+*!6+!5<E)!6%)!<GG3&4<6&+,! ! ! ! !!

=@0@P =+5G3)6)!6%)!;)6<&3'!+-!6%)!<GG3&4<,6!>)3+2!)(),!&-!6%)I!<*)!G*+(&;);!)3')2%)*)!+,!6%)!-+*5D!

=@0@P@0 Y*?<,&'<6&+,!D!

=@0@P@9 O<5)!+-!4+,6<46!G)*'+,!D!

=@0@P@" .;;*)''!D!

=@0@P@P $)3)G%+,)!,75>)*!D!

=@0@P@Q R</!,75>)*!D!

=@0@P@# :15<&3!

=@0@Q U)C7)'6!6+!*)4)&()!<,!@/53!4+GI!+-!=$.!;<6<D! ! ! ! ! ! ! !

=@0@Q@0 B+!I+7!2<,6!<!@/53!-&3)!4+GI!+-!6%)!=$.!-+*5!;<6<!'<();!+,!:7;*<=$Z! ! ! !!I)'!!!!,+!

=@0@Q@0@0 S-!I)'!G*+(&;)!6%)!)15<&3!<;;*)''K)'L!6+!2%&4%!&6!'%+73;!>)!'),6!K7G!6+!Q!<;;*)'')'LD!

=@0@Q@0@9 B+!I+7!2<,6!6+!*)4)&()!6%&'!(&<!G<''2+*;!G*+6)46);!3&,EK'LXZ!!! ! ! !!I)'!!!!,+!

S-!I+7!<,'2)*!,+!6+!C7)'6&+,!=@0@Q@0@9!6%)!@/53!-&3)!2&33!>)!6*<,'5&66);!>I!3)''!')47*)!)15<&3!3&,EK'L!

!
C.2  REQUEST FOR THE ETHICS COMMITTEE       ! 

=@9@0 TG+,'+*!! ! ! ! ! ! ! ! ! ! ! ! !!

=@9@9 8)?<3!*)G*)'),6<6&()!+-!6%)!'G+,'+*! ! ! ! ! ! ! ! ! !!

=@9@" M)*'+,!+*!+*?<,&'<6&+,!<76%+*&');!>I!6%)!'G+,'+*!6+!5<E)!6%)!<GG3&4<6&+,@!! ! ! ! !!

=@9@P S,()'6&?<6+*!&,!4%<*?)!+-!6%)!<GG3&4<6&+,!&-!<GG3&4<>3)[D! ! ! ! ! ! ! !

! =+1+*;&,<6&,?!&,()'6&?<6+*!K-+*!5736&4),6*)!6*&<3L!! ! ! ! ! ! ! !!

! M*&,4&G<3!&,()'6&?<6+*!K-+*!'&,?3)!4),6*)!6*&<3L@! ! ! ! ! ! ! ! !!

=@9@Q =+5G3)6)!6%)!;)6<&3'!+-!6%)!<GG3&4<,6!>)3+2!)(),!&-!6%)I!<*)!G*+(&;);!)3')2%)*)!+,!6%)!-+*5D!

=@9@Q@0 Y*?<,&'<6&+,!D!

=@9@Q@9 O<5)!D!

=@9@Q@" .;;*)''!D!

=@9@Q@P $)3)G%+,)!,75>)*!D!

=@9@Q@Q R</!,75>)*!D!

=@9@Q@# :15<&3!D!

 

 

 

 

 

 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
Q!S,!<44+*;<,4)!2&6%!.*6&43)!0\!+-!B&*)46&()!9]]0H9]H:=@!
#!.!4+55)*4&<3!'G+,'+*!&'!<!G)*'+,!+*!+*?<,&'<6&+,!6%<6!6<E)'!*)'G+,'&>&3&6I!-+*!<!6*&<3!2%&4%!&'!G<*6!+-!6%)!;)()3+G5),6!

G*+?*<55)!-+*!<!5<*E)6&,?!<76%+*&'<6&+,!+-!<!5);&4&,<3!G*+;746!<6!6%)!6&5)!+-!6%)!<GG3&4<6&+,@!!
X!$%&'!*)C7&*)'!<!:7;*<8&,E!<44+7,6@!KT))!222@)7;*<46@)5)<@)7@&,6!-+*!;)6<&3'L!
[!.44+*;&,?!6+!,<6&+,<3!3)?&'3<6&+,@!



 

!

"[

D INFORMATION ON EACH IMP. 

Information on each ‘bulk product’ before trial-specific operations (blinding, trial specific packaging and 

labelling) should be provided in this section for each investigational medicinal product (IMP) being tested 

including each comparator and each placebo, if applicable. If the trial is performed with several products use 

extra pages and give each product a sequential number in D1.1 If the product is a combination product 

information should be given for each active substance.! 

 

D.1  IMP IDENTIFICATION 

S,;&4<6)!2%&4%!+-!6%)!-+33+2&,?!&'!;)'4*&>);!>)3+2W!6%),!*)G)<6!<'!,)4)''<*I!-+*!)<4%!+-!6%)!,75>)*);!

S^M'!6+!>)!7');!&,!6%)!6*&<3K<''&?,!,75>)*'!-*+5!01,LD!
D.1.1 This refers to the IMP number:   (..) 

D.1.2 IMP being tested    ! 

D.1.3 IMP used as a comparator    ! 

For placebo go directly to D7 

 

D.2  STATUS OF THE IMP.   

! S-!6%)!S^M!%<'!<!5<*E)6&,?!<76%+*&'<6&+,!&,!6%)!^)5>)*!T6<6)!4+,4)*,);!>I!6%&'!<GG3&4<6&+,!>76!6%)!6*<;)!

! ,<5)!<,;!5<*E)6&,?!<76%+*&'<6&+,!%+3;)*!<*)!,+6!-&/);!&,!6%)!G*+6+4+3W!?+!6+!')46&+,!B@9@9 

D.2.1 Has the IMP to be used in the trial a marketing authorisation?:   I)'!!!!!,+!! 

B@9@0@0 S-!I)'!6+!B@9@0W!'G)4&-I!-+*!6%)!G*+;746!6+!>)!7');!&,!6%)!6*&<3D!

B@9@0@0@0 $*<;)!,<5)\D!

B@9@0@0@9 O<5)!+-!6%)!^.!%+3;)*D\!

B@9@0@0@" ^.!,75>)*!K&-!^.!?*<,6);!>I!<!^)5>)*!T6<6)LD\!

B@9@0@0@P S'!6%)!S^M!5+;&-&);!&,!*)3<6&+,!6+!&6'!^.Z! ! ! ! ! ! I)'!!!!!,+!!!

B@9@0@0@P@0 S-!I)'W!G3)<')!'G)4&-ID!

B@9@0@9 J%&4%!4+7,6*I!?*<,6);!6%)!^.Z!!K___L!

B@9@0@9@0 S'!6%&'!6%)!^)5>)*!T6<6)!4+,4)*,);!2&6%!6%&'!<GG3&4<6&+,Z! ! ! ! I)'!!!!!,+!!!

B@9@0@9@9 S'!6%&'!<,+6%)*!^)5>)*!T6<6)Z! ! ! ! ! ! ! I)'!!!!!,+!!!

!
D.2.2 Situations where an IMP to be used in the CT has a MA in the MS concerned, but the protocol 

allows that any brand of the IMP with a MA in that MS be administered to the trial subjects and it 

is not possible to clearly identify the IMP(s) in advance of the trial start 

B@9@9@0 S,!6%)!G*+6+4+3W!&'!6*)<65),6!;)-&,);!+,3I!>I!<46&()!'7>'6<,4)Z!! ! ! ! I)'!!!!!,+!!!

B@9@9@0@0 S-!I)'W!?&()!<46&()!'7>'6<,4)!&,!B@"@[!+*!B@"@\!!

B@9@9@9 S,!6%)!G*+6+4+3W!;+!6*)<65),6!*)?&5),'!<33+2!;&--)*),6!4+5>&,<6&+,'!+-!5<*E)6);!G*+;746'!7');!<44+*;&,?!

6+!3+4<3!43&,&4<3!G*<46&4)!<6!'+5)!+*!<33!&,()'6&?<6+*!'&6)'!&,!6%)!^TZ!! ! ! I)'!!!!!,+!!!

B@9@9@9@0 S-!I)'W!?&()!<46&()!'7>'6<,4)!&,!B@"@[!+*!B@"@\!!

B@9@9@" $%)!G*+;746'!6+!>)!<;5&,&'6)*);!<'!S^M'!<*)!;)-&,);!<'!>)3+,?&,?!6+!<,!.$=!?*+7G#! I)'!!!!!,+!!!!

B@9@9@"@0 S-!I)'W!?&()!6%)!.$=!?*+7G!+-!6%)!<GG3&4<>3)!<76%+*&');!4+;)'!&,!6%)!.$=!4+;)!-&)3;!K3)()3!"!+*!6%)!

3)()3!6%<6!4<,!>)!;)-&,);L!&,!B@"@"!!

B@9@9@P Y6%)*!D! ! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@9@9@P@0 S-!I)'W!G3)<')!'G)4&-I!D!

!

D.2.3 IMPD submitted: 

B@9@"@0 !R733!S^MB! ! ! ! !

! ! ! ! ! I)'!! !!

,+!!!

B@9@"@9 !T&5G3&-&);!S^MB0]!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@9@"@" T755<*I!+-!G*+;746!4%<*<46)*&'6&4'!KT5M=L!+,3I! ! ! ! ! I)'!!!!!,+!! 

 

D.2.4 Has the use of the IMP been previously authorised in a clinical trial conducted by the sponsor in 

the Community?         I)'!!!!!,+!!  

B@9@P@0 S-!I)'!'G)4&-I!2%&4%!^)5>)*!T6<6)'D!

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
\!.(<&3<>3)!-*+5!6%)!T755<*I!+-!M*+;746!=%<*<46)*&'6&4'!KT5M=L@!
0]!M*+(&;)!`7'6&-&4<6&+,!-+*!7'&,?!'&5G3&-&);!;+''&)*!&,!6%)!4+()*&,?!3)66)*!K'))!T)46&+,!P@0@#@9@0!<,;!6<>3)!0L@!



 

!

"\

D.2.5 Has the IMP been designated in this indication as an orphan drug in 

 the Community?           y)'!!!!!,+!!!

B@9@Q@0 S-!I)'W!?&()!6%)!+*G%<,!;*7?!;)'&?,<6&+,!,75>)*11
 : (   )!

!

D.2.6 Has the IMP been the subject of scientific advice related to this clinical trial?    I)'!!!!!,+!! 

B@9@#@0 S-!I)'!6+!B@9@#!G3)<')!&,;&4<6)!'+7*4)!+-!<;(&4)!<,;!G*+(&;)!<!4+GI!&,!6%)!=$.!*)C7)'6D 

B@9@#@0@0 R*+5!6%)!=a^M09Z             I)'!!!!!,+!!!

B@9@#@0@9 R*+5!<!^T!4+5G)6),6!<76%+*&6IZ!           I)'!!!!!,+!!!

 

D.3  DESCRIPTION OF THE IMP 

D.3.1 Product name where applicable
13

 : 

D.3.2 Product code where applicable
14

 : 

D.3.3 ATC code, if officially registered
15

: 

D.3.4 Pharmaceutical form (use standard terms) : 

D.3.5 Maximum duration of treatment of a subject according to the protocol : 

D.3.6 Maximum dose allowed (specify : per day or total dose; units and route of administration,): 

D.3.7 Route of administration (use standard terms): 

D.3.8 Name of  each active substance (INN or proposed INN if available):  

D.3.9 Other available name for each active substance (CAS
16

, current sponsor code(s), other descriptive 

name, etc ; provide all available)
 
 : 

D.3.10 Strength (specify all strengths to be used) : 

B@"@0]@0 =+,4),6*<6&+,!7,&6D!

B@"@0]@9 =+,4),6*<6&+,!6IG)!Kb)/<46!,75>)*cW!b*<,?)dW!d5+*)!6%<,c!+*!b7G!6+cL!D!

B@"@0]@" =+,4),6*<6&+,!K,75>)*L@ 

!

D.3.11 Type of IMP 

Does the IMP contain an active substance : 

B@"@00@0 Y-!4%)5&4<3!+*&?&,Z! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@9 Y-!>&+3+?&4<3!H!>&+6)4%,+3+?&4<3!+*&?&,Z0X! ! ! ! ! I)'!!!!!,+!!!

S'!6%&'!<!D!

B@"@00@" =)33!6%)*<GI!5);&4&,<3!G*+;7460X!Z! ! ! ! ! ! ! I)'!!!!!,+!
!!

B@"@00@P F),)!6%)*<GI!5);&4&,<3!G*+;7460XZ! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@Q U<;&+G%<*5<4)76&4<3!5);&4&,<3!G*+;746Z! ! ! ! ! I)'!!!!!,+!!!

B@"@00@# S557,+3+?&4<3!5);&4&,<3!G*+;746!K'74%!<'!(<44&,)W!<33)*?),W!&557,)!')*75LZ! I)'!!!!!,+!!!

B@"@00@X M3<'5<!;)*&();!5);&4&,<3!G*+;746Z! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@[ Y6%)*!)/6*<46&()!5);&4&,<3!G*+;746Z! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@\ a)*><3!5);&4&,<3!G*+;746Z!! ! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@0] a+5)+G<6%&4!5);&4&,<3!G*+;746Z! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@00 ^);&4&,<3!G*+;746!4+,6<&,&,?!?),)6&4<33I!5+;&-&);!+*?<,&'5'Z! ! ! I)'!!!!!,+!!!

S-!I)'!6+!B@"@00@00D!!

B@"@00@00@0 ! a<'!6%)!<76%+*&'<6&+,!-+*!4+,6<&,);!7')!+*!*)3)<')!>)),!?*<,6);Z!! ! ! I)'!!!!!,+!!!

B@"@00@00@9 ! S'!&6!G),;&,?Z! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@09 ! .,+6%)*!6IG)!+-!5);&4&,<3!G*+;746Z! ! ! ! ! ! I)'!!!!!,+!!!

B@"@00@09@0 ! S-!I)'W!'G)4&-I!D 

 

 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
00!.44+*;&,?!6+!6%)!=+557,&6I!*)?&'6)*!+,!+*G%<,!5);&4&,<3!G*+;746'!KU)?73<6&+,!K:=L!,e!0P0H9]]]L!D!

%66GDHHG%<*5<4+'@)7;*<@+*?HR9H*)?&'6)*H+*G%*)?@%65!
09!=+55&66))!-+*!^);&4&,<3!M*+;746'!-+*!a75<,!A')!+-!6%)!:7*+G)<,!^);&4&,)'!.?),4I!
0"$+!>)!G*+(&;);!+,3I!2%),!6%)*)!&'!,+!6*<;)!,<5)@!$%&'!&'!6%)!,<5)!*+76&,)3I!7');!>I!<!'G+,'+*!6+!&;),6&-I!6%)!S^M!&,!6%)!

=$!;+475),6<6&+,!KG*+6+4+3W!SN_L@!
0P!$+!>)!G*+(&;);!+,3I!2%),!6%)*)!&'!,+!6*<;)!,<5)@!$%&'!&'!<!4+;)!;)'&?,<6);!>I!6%)!'G+,'+*!2%&4%!*)G*)'),6'!6%)!,<5)!

*+76&,)3I!7');!>I!6%)!'G+,'+*!6+!&;),6&-I!6%)!G*+;746!&,!6%)!=$!;+475),6<6&+,@!R+*!)/<5G3)W!<!4+;)!5<I!>)!7');!-+*!

4+5>&,<6&+,'!+-!;*7?'!+*!;*7?'!<,;!;)(&4)'@!
0Q!.(<&3<>3)!-*+5!6%)!T755<*I!+-!M*+;746!=%<*<46)*&'6&4'!KT5M=L@!!
0#!=%)5&4<3!.>'6*<46'!T)*(&4)@!
0X!=+5G3)6)!<3'+!')46&+,'!B@PW<,;!2%)*)!<GG3&4<>3)!')46&+,'!B@QW<,;!B@#@!



 

!

P]

D.4  BIOLOGICAL / BIOTECHNOLOGICAL INVESTIGATIONAL MEDICINAL PRODUCTS 

 INCLUDING VACCINES 

D.4.1 Type of product 

B@P@0@0 :/6*<46&()! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@P@0@9 U)4+5>&,<,6! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@P@0@" f<44&,)! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@P@0@P F^Y! ! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@P@0@Q M3<'5<!;)*&();!G*+;746'! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@P@0@# Y6%)*'!! ! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@P@0@#@0 S-!+6%)*'W!'G)4&-I!D 

!

D.5  SOMATIC CELL THERAPY INVESTIGATIONAL MEDICINAL PRODUCT (NO GENETIC 

 MODIFICATION) 

D.5.1 Origin of cells 

B@Q@0@0 .76+3+?+7'! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!! 

B@Q@0@9 .33+?),)&4! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@Q@0@" g),+?),)&4!!!! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@Q@0@"@0 S-!I)'W!'G)4&-I!'G)4&)'!+-!+*&?&,!D 

D.5.2 Type of cells 

B@Q@9@0 T6)5!4)33'! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!! 

B@Q@9@9 B&--)*),6&<6);!4)33'!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@Q@9@9@0 S-!I)'W!'G)4&-I!6%)!6IG)!K)@?@!E)*<6&,+4I6)'W!-&>*+>3<'6'W!4%+,;*+4I6)'W_L!D!

B@Q@9@" Y6%)*'!D!! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@Q@9@"@0 S-!+6%)*'W!'G)4&-I!D 

 

D.6  GENE THERAPY INVESTIGATIONAL MEDICINAL PRODUCTS 

D.6.1 Gene(s) of interest : 
D.6.2 In vivo gene therapy:          yes !   no ! 

D.6.3 Ex vivo gene therapy:         yes !   no ! 

D.6.4 Type of gene transfer product  

B@#@P@0 O743)&4!<4&;!K)@?@!G3<'5&;L!D! ! ! ! ! ! ! ! I)'!!!!!,+!!!

S-!I)'W!'G)4&-I!&-D!

B@#@P@0@0 O<E);D!! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@#@P@0@9 =+5G3)/);!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!!

B@#@P@9 f&*<3!()46+*D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@#@P@9@0 S-!I)'W!'G)4&-I!6%)!6IG)D!<;),+(&*7'W!*)6*+(&*7'W!..fW!_D!

B@#@P@" Y6%)*'!D!! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@#@P@"@0 S-!+6%)*'W!!'G)4&-I!D!

!
D.6.5 Genetically modified cells :!! ! ! ! ! ! ! ! I)'!!!!!,+!! 

S-!I)'W!'G)4&-I!1!+*&?&,!+-!6%)!4)33'!D 

B@#@Q@0 .76+3+?+7'!D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@#@Q@9 .33+?),)&4!D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@#@Q@" g),+?),)&4!D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@#@Q@"@0 S-!I)'W!'G)4&-I!'G)4&)'!+-!+*&?&,!D!

B@#@Q@P Y6%)*!6IG)!+-!4)33'!K%)5<6+G+&)6&4!'6)5!4)33'W!_L!D! ! ! ! ! I)'!!!!!,+!!!!

S-!I)'!'G)4&-ID! 

!
D.6.6 Comments on novel aspects of gene therapy investigational product if any (free text):!

 

 

 

 

 

 

 



 

!

P0

D.7  INFORMATION ON PLACEBO (if relevant; repeat as necessary) 

D.7.1 S'!<!6%)*)!<!G3<4)>+D!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

D.7.2 $%&'!*)-)*'!6+!G3<4)>+!,75>)*D!! K@@L!
D.7.3 M%<*5<4)76&4<3!-+*5!D!

D.7.4 U+76)!+-!<;5&,&'6*<6&+,!D!

D.7.5 J%&4%!S^M!&'!&6!<!G3<4)>+!-+*Z!TG)4&-I!S^M!O75>)*K'L!-*+5!B0@0D! K@@L!

B@X@Q@0 =+5G+'&6&+,W!<G<*6!-*+5!6%)!<46&()!'7>'6<,4)K'LD!

B@X@Q@9 S'!&6!+6%)*2&')!&;),6&4<3!6+!6%)!S^MZ! ! ! ! ! ! ! I)'!!!!!,+!!!

B@X@Q@9@0 S-!,+6W!'G)4&-I!5<`+*!&,?*);&),6'!D!!

 

D.8  SITE WHERE THE QUALIFIED PERSON CERTIFIES BATCH RELEASE
18

 

This section is dedicated to finished IMPs, i.e. medicinal products randomised, packaged, labelled and certified 

for use in the clinical trial. If there is more than one site or more than one IMP is certified, use extra pages and 

give each IMP its number from section D.1.1 or D.7.2  In the case of multiple sites indicate the product certified 

by each site. 

 

D.8.1 B+!,+6!-&33!&,!')46&+,!B@[@9!-+*!<,!S^M!6%<6D 
Has a MA in the EU  and !

Is sourced from the EU market and !
Is used in the trial without modification( e.g. not overencapsulated) and!
The packaging and labelling is carried out for local use only as per Article 9.2. of the Directive 

2005/28/EC (GCP Directive)   
S-! <33! 6%)')! 4+,;&6&+,'! <*)!5)6! 6&4E! !!! <,;! 3&'6! 6%)! ,75>)*K'L! +-! )<4%! S^M! &,437;&,?! G3<4)>+! -*+5!
')46&+,'!B@0@0!<,;!B@X@9!6+!2%&4%!6%&'!<GG3&)'D! ! K@@LV 

D.8.2 Who is responsible in the Community for the certification of the finished IMP?  

$%&'! '&6)! &'! *)'G+,'&>3)! -+*! 4)*6&-&4<6&+,! +-! K3&'6! 6%)! ,75>)*K'L! +-! )<4%! S^M! &,437;&,?! G3<4)>+! -*+5!

')46&+,'!B@0@0!<,;!B@X@9LD! ! ! ! K@@LV 

 

please tick the appropriate box : 

 

B@[@9@0 ^<,7-<467*)*! ! ! ! ! ! ! ! ! ! !!

B@[@9@9 S5G+*6)*! ! ! ! ! ! ! ! ! ! !!

!

B@[@9@" O<5)!+-!6%)!+*?<,&'<6&+,D!

B@[@9@"@0 .;;*)''!D!!

B@[@9@P F&()!6%)!5<,7-<467*&,?!<76%+*&'<6&+,!,75>)*!D!

B@[@9@P@0 S-!,+!<76%+*&'<6&+,W!?&()!6%)!*)<'+,'!D!

 

Where the product does not have a MA in the EU, but is supplied in bulk and final packaging and labelling for 

local use is carried out in accordance with Article 9.2. of Directive 2005/28/EC (GCP Directive) then enter the 

site where the product was finally certified for release by the Qualified Person for use in the clinical trial at D.8.2  

above.!

!

: GENERAL INFORMATION ON THE TRIAL !

This section should be used to provide information about the aims, scope and design of the trial. When the 

protocol includes a sub-study in the MS concerned section E.2.3 should be completed providing information 

about the sub-study. To identify it check the sub-study box in the ‘Objective of the trial’ question below 

E.1  MEDICAL CONDITION OR DISEASE UNDER INVESTIGATION  

E.1.1 Specify the medical condition(s) to be investigated
19

 (free text) :  

E.1.2 MedDRA version, level, term and classification code
20

(repeat as necessary) : 

E.1.3 Is any of the conditions being studied a rare disease
21

?    yes !   no ! 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
0[!S,!<44+*;<,4)!2&6%!G<*<?*<G%!"[!+-!.,,)/!0"!+-!!f+375)!P!+-!6%)!U73)'!F+()*,&,?!^);&4&,<3!M*+;746'!&,!6%)!:7*+G)<,!

A,&+,!!
0\!S,!6%)!4<')!+-!%)<36%I!(+37,6))*!6*&<3'W!6%)!&,6),;);!&,;&4<6&+,!-+*!6%)!G*+;746!7,;)*!;)()3+G5),6!'%+73;!>)!G*+(&;);@!



 

!

P9

!

E.2  OBJECTIVE OF THE TRIAL 

E.2.1 Main objective: 

E.2.2 Secondary objectives: 

E.2.3 Is there a sub-study?         yes !   no ! 

:@9@"@0 If yes give the full title, date and version of each sub-study and their related objectives: 

!

E.3  PRINCIPAL INCLUSION CRITERIA (list the most important ) 

!

!

E.4  PRINCIPAL EXCLUSION CRITERIA (list the most important) 

!

 

E.5  PRIMARY END POINT(S) : 

 

!
E.6  SCOPE OF THE TRIAL – $&4E!<33!>+/)'!2%)*)!<GG3&4<>3) 

E.6.1 Diagnosis     ! 

E.6.2 Prophylaxis     ! 

E.6.3 Therapy     ! 

E.6.4 Safety       ! 

E.6.5 Efficacy     ! 

E.6.6 Pharmacokinetic    ! 

E.6.7 Pharmacodynamic    ! 

E.6.8 Bioequivalence     ! 

E.6.9 Dose Response     ! 

E.6.10 Pharmacogenetic    ! 

E.6.11 Pharmacogenomic    ! 

E.6.12 Pharmacoeconomic    ! 

E.6.13 Others       ! 

:@#@0"@0 If others, specify: 
!

E.7  TRIAL TYPE
22

 AND PHASE 

E.7.1 Human pharmacology  (Phase I) ! ! ! ! ! ! ! ! 

S'!&6D!

:@X@0@0 R&*'6!<;5&,&'6*<6&+,!6+!%75<,'! ! ! ! ! ! ! ! ! !!

:@X@0@9 N&+)C7&(<3),4)!'67;I! ! ! ! ! ! ! ! ! ! !!

:@X@0@" Y6%)*!D! ! ! ! ! ! ! ! ! ! ! ! !!

:@X@0@"@0 S-!+6%)*W!G3)<')!'G)4&-I!

!

E.7.2 Therapeutic exploratory  (Phase II)        ! 

E.7.3 Therapeutic confirmatory (Phase III)        ! 

E.7.4 Therapeutic use
 
(Phase IV)         !!

!

!

!

!

!

!

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
9]!.GG3&4<,6'!<*)!),4+7*<?);!6+!G*+(&;)!6%)!^);BU.!3+2)*!3)()3!6)*5!&-!<GG3&4<>3)!<,;!43<''&-&4<6&+,!4+;)@!$%)')!4<,!>)!

<44)'');!-*+5!6%)!:^:.!:7;*<=$!2)>'&6)!K%66GDhh222@)7;*<46@)5)<@)7@&,6L@!!
90!M+&,6'!6+!4+,'&;)*!+,!6%)!4<3473<6&+,!<,;!*)G+*6&,?!+-!6%)!G*)(<3),4)!+-!<!4+,;&6&+,!-+*!Y*G%<,!;*7?!;)'&?,<6&+,!D!

=Y^HP"#H]0!K222@)5)<@)7@&,6H%65'H%75<,H4+5GH+*G%<<GG@%65L@!
99!$%)!;)'4*&G6&+,'!+-!6%)!6*&<3!6IG)'!G*+(&;);!<*)!6%+')!*)4+55),;);!&,!G*)-)*),4)!6+!M%<')'@!T))!G<?)!Q!+-!=+557,&6I!

?7&;)3&,)!=M^MHS=aH9\0H\Q@!$%)!;)()3+G5),6!+-!<!,)2!&,;&4<6&+,!<-6)*!&,&6&<3!<GG*+(<3!+-!<!5);&4&,)!'%+73;!>)!4+,'&;)*);!

<'!<!,)2!;)()3+G5),6!G3<,@!



 

!

P"

!

E.8  DESIGN OF THE TRIAL 

E.8.1 Controlled! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

S-!I)'W!'G)4&-ID!

:@[@0@0 U<,;+5&');! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@9 YG),!D! ! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@" T&,?3)!>3&,;!D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@P B+7>3)!>3&,;D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@Q M<*<33)3!?*+7GD! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@# =*+''!+()*!D! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@X Y6%)*!D! ! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@0@X@0 S-!I)'!6+!+6%)*!'G)4&-ID! !

E.8.2 If controlled, specify the comparatorD! ! ! ! ! ! ! !

:@[@9@0 Y6%)*!5);&4&,<3!G*+;746K'L! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@9@9 M3<4)>+!! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@9@" Y6%)*! ! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

:@[@9@"@0 S-!I)'!6+!+6%)*W!'G)4&-I!D!

E.8.3 Single site in the Member State concerned (see also section G) :   I)'!!!!!,+!! 

E.8.4 Multiple sites in the Member State concerned(see also section G) :   I)'!!!!!,+!! 

:@[@P@0 O75>)*!+-!'&6)'!!<,6&4&G<6);!&,!^)5>)*!T6<6)!4+,4)*,);! K!!L! ! ! !  

E.8.5 Multiple Member States:!! ! ! ! ! ! ! ! I)'!!!!!,+!! 

:@[@Q@0 O75>)*!+-!'&6)'!!<,6&4&G<6);!&,!6%)!=+557,&6I! K!!L!

E.8.6 Does this trial involve countries outside the EU? ! ! ! ! I)'!!!!!,+!! 

E.8.7 Does this trial have a data monitoring committee?!! ! ! ! ! I)'!!!!!,+!! 

E.8.8 Definition of the end of trial, and justification in the case where it is not the last visit of the last 

subject undergoing the trial :
23

 

E.8.9 Initial estimate of the duration of the trial
24

(years ,months and days):  

:@[@\@0 S,!6%)!^T!4+,4)*,);! ! ! I)<*'! ! 5+,6%'!! ;<I'!

:@[@\@9 S,!<33!4+7,6*&)'!4+,4)*,);!>I!6%)!6*&<3! I)<*'! ! 5+,6%'!! ;<I'!

F POPULATION OF TRIAL SUBJECTS 

F.1  AGE SPAN 

F.1.1 Less than 18 years!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!!

S-!I)'!'G)4&-ID!

R@0@0@0 S,!A6)*+! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

R@0@0@9 M*)6)*5!O)2>+*,!S,-<,6'!K7G!6+!?)'6<6&+,<3!<?)!!!"X!2))E'L! ! ! ! I)'!!!!!,+!!!

R@0@0@" O)2>+*,!K]19X!;<I'L!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

R@0@0@P S,-<,6!<,;!6+;;3)*!K9[!;<I'!1!9"!5+,6%'L!! ! ! ! ! ! I)'!!!!!,+!!!

R@0@0@Q =%&3;*),!K9100!I)<*'L! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

R@0@0@# .;+3)'4),6!K0910X!I)<*'L! ! ! ! ! ! ! ! I)'!!!!!,+!!!

F.1.2 Adult (18-65 years)! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

F.1.3 Elderly (> 65 years)! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

!
F.2  GENDER 

F.2.1 Female ! ! 

F.2.2 Male! ! ! 

!

!

!

!

!

!

!

!

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
9"!S-!,+6!G*+(&;);!&,!6%)!G*+6+4+3@!
9P!R*+5!6%)!-&*'6!&,437'&+,!7,6&3!6%)!3<'6!(&'&6!+-!6%)!3<'6!'7>`)46@!



 

!

PP

!

F.3  GROUP OF TRIAL SUBJECTS 
F.3.1 Healthy volunteers! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

F.3.2 Patients! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

F.3.3 Specific vulnerable populations! ! ! ! ! ! ! I)'!!!!!,+!!!

R@"@"@0 J+5),!+-!4%&3;!>)<*&,?!G+6),6&<3! ! ! ! ! ! ! I)'!!!!!,+!!!

R@"@"@9 J+5),!+-!4%&3;!>)<*&,?!G+6),6&<3!7'&,?!4+,6*<4)G6&+,! ! ! ! ! I)'!!!!!,+!!!

R@"@"@" M*)?,<,6!2+5),! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

R@"@"@P O7*'&,?!2+5),!! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

R@"@"@Q :5)*?),4I!'&67<6&+,! ! ! ! ! ! ! ! ! I)'!!!!!,+!!!

R@"@"@# T7>`)46'!&,4<G<>3)!+-!?&(&,?!4+,'),6!G)*'+,<33I! ! ! ! ! I)'!!!!!,+!!!

R@"@"@#@0 S-!I)'W!'G)4&-I!D!

R@"@"@X Y6%)*'!D!! ! ! ! ! ! ! ! ! ! I)'!!!!!,+!
!!

R@"@"@X@0 S-!I)'W!'G)4&-I!

!

F.4  PLANNED NUMBER OF SUBJECTS TO BE INCLUDED : 

F.4.1 In the Member State! ! ! K!!L!

F.4.2 For a multinational trial:   

R@P@9@0 S,!6%)!=+557,&6I!! ! ! K!!L!

R@P@9@9 S,!6%)!2%+3)!43&,&4<3!6*&<3!! ! K!!L 

 

F.5  PLANS FOR TREATMENT OR CARE AFTER A SUBJECT HAS ENDED HIS/HER 

 PARTICIPATION IN THE TRIAL
25

. If it is different from the expected normal treatment of that 

 condition, please specify K-*))!6)/6LD 

!

G CLINICAL TRIAL SITES/INVESTIGATORS IN THE MEMBER STATE CONCERNED BY THIS 

REQUEST 

G.1  CO-ORDINATING INVESTIGATOR (for multicentre trial) and principal investigator (for single 

centre trial)  

G.1.1 Given name 

G.1.2 Middle name, if applicable 

G.1.3 Family name 

G.1.4 Qualification (MD……….) 

G.1.5 Professional addressD!

!

!

G.2  PRINCIPAL INVESTIGATORS (for multicentre trial ; where necessary, use additional forms) 

G.2.1 Given name 

G.2.2 Middle name, if applicable 

G.2.3 Family name 

G.2.4 Qualification (MD…….) 

G.2.5 Professional address 

 

 

G.3  CENTRAL TECHNICAL FACILITIES TO BE USED IN THE CONDUCT OF THE TRIAL 

 Laboratory or other technical facility, in which the measurement or assessment of the main 

 evaluation criteria are centralised K*)G)<6!<'!,)););!-+*!5736&G3)!+*?<,&'<6&+,'L@ 

G.3.1 OrganisationD!

G.3.2 Name of contact person!D!

G.3.3 Address D!

G.3.4 Telephone number!D!

G.3.5 Duties subcontracted!D  

!

!

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
9Q!S-!,+6!<3*)<;I!G*+(&;);!&,!6%)!G*+6+4+3@!



 

!

PQ

!

G.4  ORGANISATIONS TO WHOM THE SPONSOR HAS TRANSFERRED TRIAL RELATED 

 DUTIES AND FUNCTIONS K*)G)<6!<'!,)););!-+*!5736&G3)!+*?<,&'<6&+,'L 

G.4.1 Has the sponsor transferred any major or all the sponsor’s trial related duties and functions to 

another organisation or third party?! ! ! ! ! ! ! I)'!!!!,+!!!

U)G)<6!<'!,)4)''<*I!-+*!5736&G3)!+*?<,&'<6&+,'D!!

F@P@0@0 Y*?<,&'<6&+,!D!

F@P@0@9 O<5)!+-!4+,6<46!G)*'+,!D!

F@P@0@" .;;*)''!D!

F@P@0@P $)3)G%+,)!,75>)*!D!

!

F@P@0@Q ! .33!6<'E'!+-!6%)!'G+,'+*! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@# ! ^+,&6+*&,?! ! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@X ! U)?73<6+*I!K)@?@!G*)G<*<6&+,!+-!<GG3&4<6&+,'!6+!=.!<,;!)6%&4'!4+55&66))L!! I)'!!!!,+!! 

F@P@0@[ ! S,()'6&?<6+*!*)4*7&65),6!! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@\ ! SfUT9#!i!6*)<65),6!*<,;+5&'<6&+,! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@0] B<6<!5<,<?)5),6! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@00 :1;<6<!4<G67*)! ! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@09 TAT.U!*)G+*6&,?! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@0" j7<3&6I!<''7*<,4)!<7;&6&,?! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@0P T6<6&'6&4<3!<,<3I'&'! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@0Q ! ^);&4<3!2*&6&,?!! ! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@0# ! Y6%)*!;76&)'!'7>4+,6*<46);! ! ! ! ! ! ! I)'!!!!,+!! 

F@P@0@0#@0 S-!I)'!6+!+6%)*!G3)<')!'G)4&-ID!

 

H COMPETENT AUTHORITY / ETHICS COMMITTEE IN THE MEMBER STATE CONCERNED 

BY THIS REQUEST 

H.1  TYPE OF APPLICATION 

S-! 6%&'! <GG3&4<6&+,! &'! <;;*)'');! 6+! 6%)! =+5G)6),6! .76%+*&6IW! G3)<')! 6&4E! 6%)! :6%&4'! =+55&66))! >+/! <,;! ?&()!

&,-+*5<6&+,!+,!6%)!:6%&4'!4+55&66))!4+,4)*,);@!S-!6%&'!<GG3&4<6&+,!&'!<;;*)'');!6+!6%)!:6%&4'!=+55&66))W!! G3)<')! 6&4E!

6%)!=+5G)6),6!.76%+*&6I!>+/!<,;!?&()!6%)!&,-+*5<6&+,!+,!6%)!=+5G)6),6!.76%+*&6I!4+,4)*,);@!

H.1.1 Competent authority         !! 

H.1.2 Ethics Committee         ! 

!
H.2  INFORMATION ON COMPETENT AUTHORITY/ETHICS COMMITTEE 

H.2.1 Name and address : 
H.2.2 Date of submission : 

!
H.3  AUTHORISATION/ OPINION : 

H.3.1 To be requested! ! ! ! ! ! ! ! ! !!

H.3.2 Pending! ! ! ! ! ! ! ! ! ! !!

H.3.3 Given !!! ! ! ! ! ! ! ! ! ! !!!

S-!kF&(),lW!'G)4&-ID!

a@"@"@0 B<6)!+-!<76%+*&'<6&+,!H!+G&,&+,D!

a@"@"@9 .76%+*&'<6&+,!<44)G6);!!H!+G&,&+,!-<(+7*<>3)! ! !!

a@"@"@" O+6!<44)G6);!H!,+6!-<(+7*<>3)! ! ! !!

S-!,+6!<44)G6);!H!,+6!-<(+7*<>3)W!?&()!D!

a@"@"@"@0 $%)!*)<'+,'!

a@"@"@"@9 $%)!)(),67<3!<,6&4&G<6);!;<6)!+-!*)'7>5&''&+,!D!

!

 

 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
9#!S,6)*<46&()!f+&4)!U)'G+,')!TI'6)5D!4+55+,3I!7');!-+*!*<,;+5&'<6&+,!+-!6*)<65),6!<,;!4+,6*+33&,?!6%)!'%&G5),6!+-!'6+4E!

+-!G*+;746@!



 

!
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I SIGNATURE OF THE APPLICANT IN THE MEMBER STATE 

I.1 ! S!%)*)>I!4+,-&*5!6%<6!H4+,-&*5!+,!>)%<3-!+-!6%)!'G+,'+*!K;)3)6)!2%&4%!&'!,+6!<GG3&4<>3)L!6%<6D 

! $%)!<>+()!&,-+*5<6&+,!?&(),!+,!6%&'!*)C7)'6!&'!4+**)46V!

! $%)! 6*&<3! 2&33! >)! 4+,;746);! <44+*;&,?! 6+! 6%)! G*+6+4+3W! ,<6&+,<3! *)?73<6&+,! <,;! 6%)! G*&,4&G3)'! +-! ?++;!

43&,&4<3!G*<46&4)V!

! S6!&'!*)<'+,<>3)!-+*!6%)!G*+G+');!43&,&4<3!6*&<3!6+!>)!7,;)*6<E),V!!

! S!2&33!'7>5&6!*)G+*6'!+-!'7'G)46);!7,)/G)46);!')*&+7'!<;()*')!*)<46&+,'!<,;!'<-)6I!*)G+*6'!<44+*;&,?!6+!

<GG3&4<>3)!?7&;<,4)V!

! S!2&33! '7>5&6! <! '755<*I!+-! 6%)! -&,<3! '67;I! *)G+*6! 6+! 6%)!4+5G)6),6! <76%+*&6I!<,;! 6%)!)6%&4'! 4+55&66))!

4+,4)*,);!2&6%&,!<!5</&575!0!I)<*!;)<;3&,)!<-6)*!6%)!),;!+-!6%)!'67;I!&,!<33!4+7,6*&)'@!

!
I.2  APPLICANT OF THE REQUEST FOR THE COMPETENT AUTHORITYK<'!'6<6);!&,!')46&+,!=@0L!D 

I.2.1 B<6)!D!

I.2.2 T&?,<67*)9X!D!

I.2.3 M*&,6!,<5)D!

!
I.3  APPLICANT OF THE REQUEST FOR THE ETHICS COMMITTEE!K<'!'6<6);!&,!')46&+,!=@9L!D 

I.3.1 B<6)!D!

I.3.2 T&?,<67*)!9[D!

I.3.3 M*&,6!,<5)D!

 

 

 

 

 

 

 

 

 

 

 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
9X!Y,!<,!<GG3&4<6&+,!6+!6%)!=+5G)6),6!.76%+*&6I!+,3IW!6%)!<GG3&4<,6!6+!6%)!=+5G)6),6!.76%+*&6I!,));'!6+!'&?,@!
9[!Y,!<,!<GG3&4<6&+,!6+!6%)!:6%&4'!=+55&66))!+,3IW!6%)!<GG3&4<,6!6+!6%)!:6%&4'!=+55&66))!,));'!6+!'&?,@!



 

!
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J. CHECK LIST OF INFORMATION  

(Information that the concerned Member State’s Competent Authority and Ethics 

Committees (CA & EC
1
) require according to the table in Attachment 1) 

CA EC  INFORMATION PROVIDED 

! ! 1 ! General 

"! "! 1.1 ! U)4)&G6!+-!4+,-&*5<6&+,!+-!:7;*<=$!,75>)*!

"! "! 1.2 ! =+()*&,?!3)66)*!

"! "! 1.3 ! .GG3&4<6&+,!-+*5!!

"! "! 1.4 ! 8&'6!+-!=+5G)6),6!.76%+*&6&)'!2&6%&,!6%)!=+557,&6I!6+!2%&4%!6%)!<GG3&4<6&+,!
%<'!>)),!'7>5&66);!<,;!;)6<&3'!+-!;)4&'&+,'!

"! "! 1.5 ! =+GI!+-!)6%&4'!4+55&66))!+G&,&+,!&,!6%)!^T!4+,4)*,);!2%),!<(<&3<>3)!

"! "! 1.6 ! =+GIH'755<*I!+-!<,I!'4&),6&-&4!<;(&4)!

"! "! 1.7 ! S-!6%)!<GG3&4<,6!&'!,+6!6%)!'G+,'+*W!<!3)66)*!+-!<76%+*&'<6&+,!),<>3&,?!6%)!
<GG3&4<,6!6+!<46!+,!>)%<3-!+-!6%)!'G+,'+*!

! ! 2 ! Subject related 

"! "! 2.1 ! S,-+*5);!4+,'),6!-+*5!

" " 2.2  T7>`)46!&,-+*5<6&+,!3)<-3)6!!

"! "! 2.3 ! .**<,?)5),6'!-+*!*)4*7&65),6!+-!'7>`)46'!

  3  Protocol related 

" " 3.1  =3&,&4<3!6*&<3!G*+6+4+3!2&6%!<33!47**),6!<5),;5),6'!

"! "! 3.2 ! T755<*I!+-!6%)!G*+6+4+3!&,!6%)!,<6&+,<3!3<,?7<?)!

" " 3.3  M))*!*)(&)2!+-!6*&<3!2%),!<(<&3<>3)!

"! "! 3.4 ! :6%&4<3!<'')''5),6!5<;)!>I!6%)!G*&,4&G<3H4++*;&,<6&,?!&,()'6&?<6+*W!&-!,+6!
?&(),!&,!6%)!<GG3&4<6&+,!-+*5!+*!G*+6+4+3!

! ! 4 ! IMP related 

"! "! 4.1 ! S,()'6&?<6+*m'!>*+4%7*)!

" " 4.2  S,()'6&?<6&+,<3!^);&4&,<3!M*+;746!B+''&)*!KS^MBL!

"! "! 4.3 ! T&5G3&-&);!S^MB!-+*!E,+2,!G*+;746'!K'))!6<>3)!0L 

"! "! 4.4 ! T755<*I!+-!M*+;746!=%<*<46)*&'6&4'!KT5M=L!K-+*!G*+;746'!2&6%!5<*E)6&,?!
<76%+*&'<6&+,!&,!6%)!=+557,&6IL!

"! "! 4.5 ! Y763&,)!+-!<33!<46&()!6*&<3'!2&6%!6%)!'<5)!S^M!

! ! 4.6 ! S-!S^M!5<,7-<467*);!&,!:@A@!<,;!&-!,+!5<*E)6&,?!<76%+*&'<6&+,!&,!:AD!

" " 4.6.1 =+GI!+-!6%)!5<,7-<467*&,?!<76%+*&n<6&+,!*)-)**);!6+!&,!.*6@!0"@0@!+-!6%)!

B&*)46&()!'6<6&,?!6%)!'4+G)!+-!6%&'!<76%+*&n<6&+,!!

! ! 4.7 ! S-!S^M!,+6!5<,7-<467*);!&,!:@A@!<,;!&-!,+!5<*E)6&,?!<76%+*&'<6&+,!&,!:AD!

"! "! 4.7.1 =)*6&-&4<6&+,!+-!6%)!jM!6%<6!6%)!5<,7-<467*&,?!'&6)!2+*E'!&,!4+5G3&<,4)!2&6%!

F^M!<6!3)<'6!)C7&(<3),6!6+!:A!F^MW!+*!6%<6!)<4%!G*+;746&+,!><64%!%<'!

7,;)*?+,)!<33!*)3)(<,6!<,<3I')'W!6)'6'!+*!4%)4E'!,)4)''<*I!6+!4+,-&*5!!&6'!

C7<3&6I!

"! "! 4.7.2 =)*6&-&4<6&+,!+-!F^M!'6<67'!+-!<46&()!>&+3+?&4<3!'7>'6<,4)!

"! "! 4.7.3 =+GI!+-!6%)!&5G+*6)*'!5<,7-<467*&,?!<76%+*&n<6&+,!*)-)**);!6+!&,!.*6@!0"@0@!+-!

6%)!B&*)46&()!'6<6&,?!6%)!'4+G)!+-!6%&'!<76%+*&n<6&+,!

! ! 4.8 ! =)*6&-&4<6)!+-!<,<3I'&'!-+*!6)'6!G*+;746!&,!)/4)G6&+,<3!4<')'!D!

"! "! 4.8.1 J%)*)!&5G7*&6&)'!<*)!,+6!`7'6&-&);!>I!6%)!'G)4&-&4<6&+,!+*!2%),!7,)/G)46);!

&5G7*&6&)'!K,+6!4+()*);!>I!'G)4&-&4<6&+,L!<*)!;)6)46);!

"! "! 4.9 ! f&*<3!'<-)6I!'67;&)'!2%),!<GG3&4<>3)@!

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
0!$&4E!<33!>+/)'!6+!'%+2!&,-+*5<6&+,!G*+(&;);!6+!6%)!)6%&4'!4+55&66))!4+,4)*,);!K:=L!<,;!6%)!4+5G)6),6!<76%+*&6I!K=.L@!



 

!
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CA EC  INFORMATION PROVIDED 

"! "! 4.10 .GG3&4<>3)!<76%+*&'<6&+,'!6+!4+()*!6*&<3'!+*!G*+;746'!2&6%!'G)4&<3!

4%<*<46)*&'6&4'!K&-!<(<&3<>3)L!!)@?@!F^Y'W!*<;&+G%<*5<4)76&4<3'!!

"! "! 4.11 $T:!=)*6&-&4<6)!2%),!<GG3&4<>3)!

"! "! 4.12 :/<5G3)'!+-!6%)!3<>)3!&,!6%)!,<6&+,<3!3<,?7<?)!

  5  Facilities & staff related 

"! "! 5.1 ! R<4&3&6&)'!-+*!6%)!6*&<3!

"! "! 5.2 ! =f!+-!6%)!4++*;&,<6&,?!&,()'6&?<6+*!&,!6%)!^T!4+,4)*,);!K-+*!5736&4),6*)!
6*&<3'L!

"! "! 5.3 ! =f!+-!)<4%!&,()'6&?<6+*!*)'G+,'&>3)!-+*!6%)!4+,;746!+-!<!6*&<3!&,!<!'&6)!&,!6%)!
^T!4+,4)*,);!KG*&,4&G<3!&,()'6&?<6+*L!

"! "! 5.4 ! S,-+*5<6&+,!<>+76!'7GG+*6&,?!'6<--!

! ! 6 ! Finance related 

"! "! 6.1 ! M*+(&'&+,!-+*!&,;)5,&6I!+*!4+5G),'<6&+,!&,!6%)!)(),6!+-!&,`7*I!+*!;)<6%!
<66*&>76<>3)!6+!6%)!43&,&4<3!6*&<3!

"! "! 6.2 ! .,I!&,'7*<,4)!+*!&,;)5,&6I!6+!4+()*!6%)!3&<>&3&6I!+-!6%)!'G+,'+*!+*!&,()'6&?<6+*!

"! "! 6.3 ! =+5G),'<6&+,!6+!&,()'6&?<6+*'!!

"! "! 6.4 ! =+5G),'<6&+,!6+!'7>`)46'!!

"! "! 6.5 ! .?*))5),6!>)62)),!6%)!'G+,'+*!<,;!6%)!6*&<3!'&6)!

"! "! 6.6 ! .?*))5),6!>)62)),!6%)!&,()'6&?<6+*'!<,;!6%)!6*&<3!'&6)'!

"! "! 6.7 ! =)*6&-&4<6)!+-!<?*))5),6!>)62)),!'G+,'+*!<,;!&,()'6&?<6+*!2%),!,+6!&,!6%)!
G*+6+4+3!

!

!


