CT Form UK 1- Amendment or End of Trial Declaration for a clinical trial that was originally A CTX/DDX application
Applicants only need to fill out this form once for each trial (for the first amendment application made after 1st October 2007 or the end of trial declaration). 
TRIAL IDENTIFICATION
	EudraCT number1:      
CTA number2:      
CTX/DDX number 3:      
Your Protocol number:      
1 If you already have a EudraCT number for the trial, please provide it here
2 If you have a CTA number, please provide it here

3 Pease list all numbers the amendment/end of trial declaration relates to


INFORMATION ON the Primary4 Investigational Medicinal Product
	Product name(s)4:      
Active substance name(s)4:      
Strength(s)4:      
Pharmaceutical form:      
Route of administration:      
Maximum duration of treatment of a subject: 
Maximum dose allowed (per day or total dose): 
Does the IMP contain an active substance: 
Of chemical origin? 
yes  FORMCHECKBOX 
   no  FORMCHECKBOX 

Of biological/biotechnological origin? 
yes  FORMCHECKBOX 
   no  FORMCHECKBOX 

Is a there a placebo?
yes  FORMCHECKBOX 
   no  FORMCHECKBOX 

4 Information is only required for one IMP. If the trial involves multiple IMPs, you only need provide information on one.


Site where the qualified person certifies Batch release

	If the IMP has a marketing authorisation in the EU and 
Is sourced from the EU market and 

Is used in the trial without modification (e.g. is not overencapsulated) and
The packaging and labelling is carried out for local use only:
If all these conditions are met, tick  FORMCHECKBOX 
 and provide the marketing authorisation number : 
In all other cases, please provide information on the release site 5:

Role of organisation: 
Manufacturer









 FORMCHECKBOX 

Importer









 FORMCHECKBOX 

Name of the organisation: 
Address : 
5 Please provide information for the finished IMPs, i.e. medicinal products randomised, packaged, labelled and certified for use in the clinical trial. The release site may be your pharmacy.


MEDICAL CONDITION OR DISEASE UNDER INVESTIGATION 
	Medical condition(s) to be investigated:      
Is the condition(s) being studied a rare disease?




yes  FORMCHECKBOX 
   no  FORMCHECKBOX 

Main objective of the trial:      
Secondary objectives of the trial:      


TRIAL TYPE AND PHASE
	Please indicate phase of trial

Human pharmacology  (Phase I)







 FORMCHECKBOX 

Therapeutic exploratory  (Phase II)







 FORMCHECKBOX 

Therapeutic confirmatory (Phase III)






 FORMCHECKBOX 

Therapeutic use (Phase IV)







 FORMCHECKBOX 

Total trial duration (include follow-up): 
Single site in the UK:







yes   FORMCHECKBOX 
  no  FORMCHECKBOX 

Multiple sites in the UK:







yes   FORMCHECKBOX 
  no  FORMCHECKBOX 

Other sites in the EU: 







yes   FORMCHECKBOX 
  no  FORMCHECKBOX 



POPULATION OF TRIAL SUBJECTS

	Less than 18 years 







yes   FORMCHECKBOX 
   no  FORMCHECKBOX 

If yes specify:

Adult (18-65 years)







yes   FORMCHECKBOX 
   no  FORMCHECKBOX 

Elderly (> 65 years)







yes   FORMCHECKBOX 
   no  FORMCHECKBOX 

Female
 FORMCHECKBOX 

Male

 FORMCHECKBOX 

Number of trial subjects in UK:      


GROUP OF TRIAL SUBJECTS
	Healthy volunteers







yes   FORMCHECKBOX 
   no  FORMCHECKBOX 

Patients








yes   FORMCHECKBOX 
   no  FORMCHECKBOX 

Specific vulnerable populations






yes   FORMCHECKBOX 
   no  FORMCHECKBOX 

If yes, please specify:      


CO-ORDINATING INVESTIGATOR/PRINCIPAL INVESTIGATOR (one only) 
	Name:      
Professional address:      


Please save this document as a PDF file and submit the completed form, with a completed Notification of Amendment form or Declaration of the end of a Clinical Trial form and the relevant data as electronic documents on disk to:
Information Processing Unit, Area 6, Medicines & Healthcare products Regulatory Agency, Market Towers, 1 Nine Elms Lane, London SW8 5NQ.
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