
Substantial Amendment Notification Form 
	NOTIFICATION OF A SUBSTANTIAL AMENDMENT TO A CLINICAL TRIAL ON A MEDICINAL PRODUCT FOR HUMAN USE TO THE MHRA 


To be filled in by the applicant:

This form is to be used for a request to the MHRA for authorisation of a substantial amendment when the HRA Amendment Tool is not appropriate (for example for bulk amendments)
A TRIAL IDENTIFICATION (When the amendment concerns more than one trial, repeat this form as necessary.)
	A.1 Does the substantial amendment concern several trials involving the same IMP?
yes (  no (



	A.2 Eudract numbers:

A.3 Full title of the trial:
A.4 Sponsor’s protocol code number, version, and date:


B IDENTIFICATION OF THE SPONSOR RESPONSIBLE FOR THE REQUEST

	B.1 
Sponsor 

	B.1.1 Organisation:

B.1.2 Name of person to contact:

B.1.3 Address:
B.1.4 Telephone number:
B.1.5 Fax number:
B.1.6 e-mail:


	B.2 
Legal representative of the sponsor or the purpose of this trial (if different from the sponsor)

	B.2.1 Organisation:

B.2.2 Name of person to contact:

B.2.3 Address:
B.2.4 Telephone number:
B.2.5 Fax number:
B.2.6 e-mail:


C APPLICANT IDENTIFICATION (please tick the appropriate box)

	C.1 
Request for the MHRA

	C.1.1 Sponsor 










(
C.1.2 Legal representative of the sponsor







(
C.1.3 Person or organisation authorised by the sponsor to make the application. 


(
C.1.4 Complete below:

C.1.4.1 Organisation:
C.1.4.2 Name of person to contact:
C.1.4.3 Address:
C.1.4.4 Telephone number:
C.1.4.5 Fax number:
C.1.4.6 E-mail


D SUBSTANTIAL AMENDMENT IDENTIFICATION

D.1 
Sponsor’s substantial amendment code number, version, date for the clinical trial concerned:   (   )
	D.2 
Type of substantial amendment

	D.2.1 Amendment to information in the CT application form



yes (  no (
D.2.2 Amendment to the protocol







yes (  no (
D.2.3 Amendment to other documents appended to the initial application form

yes (  no (
D.2.3.1 If yes specify:

D.2.4 Amendment to other documents or information:




yes (  no (
D.2.4.1 If yes specify:
D.2.5 This amendment concerns mainly urgent safety measures already implemented
yes (  no (
D.2.6 This amendment is to notify a temporary halt of the trials


             yes ( no  (
D.2.7 This amendment is to request the restart of the trials


                          yes ( no  (


	D.3 
Reasons for the substantial amendment:

	D.3.1 Changes in safety or integrity of trial subjects




yes ( no  (
D.3.2 Changes in interpretation of scientific documents/value of the trial 


yes ( no  (
D.3.3 Changes in quality of IMP(s) 







yes ( no  (
D.3.4 Changes in conduct or management of the trial




yes ( no  (
D.3.5 Other change









yes ( no  (
D.3.5.1 If yes, specify:

D.3.6  Other case









yes ( no  (
D.3.6.1 If yes, specify


	D.4 
Information on temporary halt of trial

	D.4.1 Date of temporary halt

(YYYY/MM/DD)

D.4.2 Recruitment has been stopped
yes ( no  (

D.4.3 Treatment has been stopped
yes ( no  (

D.4.4 Number of patients still receiving treatment at time of the temporary halt in the UK
     (  )

D.4.5 Briefly describe (free text):

· Justification for a temporary halt of the trial

· The proposed management of patients receiving treatment at time of the halt (free text).
The consequences of the temporary halt for the evaluation of the results and for overall risk benefit assessment of the investigational medicinal product (free text).


E DESCRIPTION OF EACH SUBSTANTIAL AMENDMENT (free text):

	Previous and new wording in track change modus
	New wording
	Comments/explanation/reasons for substantial amendment

	
	
	


F 
SIGNATURE OF THE APPLICANT 

	F.1 
I hereby confirm that/ confirm on behalf of the sponsor that (delete which is not applicable)
· The above information given on this request is correct,
· The trial will be conducted according to the protocol, national regulation, and the principles of good clinical practice; and

· It is reasonable for the proposed amendment to be undertaken.


	F.2 
APPLICANT OF THE REQUEST FOR THE MHRA (as stated in section D.1):(

	F.2.1 Signature:

F.2.2 Print name:
F.2.3 Date:
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