UKALL14
Site Registration Form

This form is to be completed by the Principal Investigator, for this trial, at this site.  

	Site Name: 

	Address:

Postcode:

	NHS Trust (if different from Site):

	Address of NHS Trust:

Postcode:

	National Cancer Research Network name:

	Comprehensive Local Research Network name:

	Details for Clinical Trial Site Agreement:

	Name and Full Title of Chief Executive of NHS Trust or R&D Director:

(whomever will sign the Clinical Trials Site Agreement -CTSA)



	Name and Full Title of person to receive ‘notices’ if different from above:



	Name and Full Title of person organising signing of CTSA: 



	Name and Full Title of Principal Investigator:



	Please respond to all the following questions (to be completed by the PI): Please tick each box below:

	I confirm that all patients will be under the care of a consultant haematologist
	

	I confirm that treatment will be administered in a dedicated haematology centre with consultant haematologist supervision
	

	I confirm that all patients be reviewed in an MDT meeting
	

	I confirm that all Case Report Forms (CRFs) will be completed in full for all patients entered onto the trial
	

	I confirm that we have sufficient research staff to carry out all aspects of the trial
	

	I confirm that all research staff are qualified/trained to perform the delegated research responsibilities
	

	I confirm that I and all participating Co-Investigators have completed an Investigator Registration Form 
	

	I confirm that this site has a Haematology Multidisciplinary Team (MDT), which includes a leukaemia specialist
	

	I confirm that this site is a transplant centre or has a relationship with a referring transplant centre to whom we are prepared to refer every patient for a donor search at diagnosis
	

	Transplant Centres only

	I confirm that this transplant centre is JACIE accredited or is working towards JACIE accreditation
	

	Non-Transplant Centres only

	The transplant centre(s) that this site will be using for Transplants in UKALL14 is/are listed below:

	1) 





	2) 



	Signed (by PI):


	Signed:  

	Date:  



	Main Contacts at Site:

	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	SSI Form Address:

	Name:  



	Email:  



Section A – Co-Investigators
	List of Co-Investigators (must have consultant status):

	NB the PI and each Co-Investigator must complete an Investigator Registration form

	Dr:
	Tel:

	Dr:
	Tel:

	Dr:
	Tel:

	Dr: 
	Tel:

	Dr: 
	Tel:

	Dr: 
	Tel:


Section B - Research support
	Lead Research Nurse/Contact(s)

	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	Name:  

Job Title:  

Email:  

	Tel:  

Fax:  

	Address:  




	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	Data Manager(s) responsible for sending CRFs to CTC (if not lead research nurse/contact): 

	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  

	Address:  





	Person responsible for distributing/actioning amendments at site (if not lead research nurse/contact):

	Name:  

Job Title:  

	Tel:  



	Fax:  



	E-mail:  



	Person responsible for maintaining Site File (if not lead research nurse/contact):

	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  




	Please respond to all the following questions (to be completed by the PI): Please tick each box below:

	I confirm that all personnel  listed above have read the current version of the protocol and that they agree to adhere to it and all subsequent approved versions
	

	I confirm that appropriate arrangements are in place for data collection
	

	I confirm that all CVs for staff working on the trial will be reviewed, updated, signed and dated. A copy of the PI’s CV will be sent to CTC on each annual review.
	

	I confirm that the frequency of repeat GCP training will be in accordance with the requirements of the Trust Policy, or 2 yearly where the Trust has no policy.
	


	Signed (by PI):


	Signed:  

	Date:  



Section C - Pharmacy
(If multiple pharmacies involved, complete page for each pharmacy)
	Main Pharmacist: 

	Name:  


Job Title:  


Email:  

	Tel:  


Fax:  


(fax no. for randomisations)

	Pharmacy Address: 

	Delivery address for IMP:


	Specific delivery instructions:

.




	Other trial specific pharmacy staff

	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  




	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  




	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  





	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  





	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  





	Name:  


Job Title:  

	Tel:  




	Fax:  




	E-mail:  






	Please respond to all the following questions: 
Please tick each box below:

	I confirm that a copy of the local drug destruction policy will be sent to the CTC with this form and a copy will be filed in the Pharmacy Site File. 
	

	I confirm that 
· summary details of temperature monitoring system(s) in pharmacy relevant for the IMP(s) will be sent to the CTC with this form
(OR)
· temperature monitoring will be carried out using the template forms issued by the CTC 
(delete as appropriate) 
and a copy will be filed in the Pharmacy Site File. 
	

	I confirm that

· accountability will be recorded out using the template forms issued by the CTC 
(OR)
· local accountability forms will be used to record trial drug accountability and a copy of these will be sent to the CTC with this form 
(delete as appropriate)
 and a copy will be filed in the Pharmacy Site File.
	


	The Main Pharmacist will also be asked to sign the pharmacy appendix of the CTSA.

	Signed (by main pharmacy contact):  
	

	Signed:  

	Date:  



Please send this completed document (plus Investigator Registration Forms) to: 
UKALL14 Trial Coordinator

Tel: 020 7679 9869
Cancer Research UK & UCL Cancer Trials Centre
Fax: 020 7679 9861
90 Tottenham Court Road
London W1T 4TJ

E-mail: ukall14@ctc.ucl.ac.uk 

UKALL14
A randomised trial for adults with newly diagnosed acute lymphoblastic leukaemia

SITE DELEGATION LOG

Guidance Notes for Site Delegation Log (see next page)

The purpose of the Site Delegation Log is to identify site staff members who have taken on trial tasks during the lifetime of the trial.  The Log will capture staff members’ names, initials and signatures as needed for identification and monitoring purposes.

It contains a delegation section to clarify which tasks the Principal Investigator (PI) has delegated to each site staff member.

1. All trial staff working on the trial at any point during the trial must complete their details on the log.

2.
The PI must initial each line to confirm the member of staff’s responsibilities and that the individual is authorised and adequately trained to perform those tasks.  The PI will sign at the bottom of each page to confirm the listed task codes for the trial.

3.
Additional pages should be added as necessary and the page number should be added to each page in the bottom right hand corner.

4. Sites should keep this document in the Investigator Site File and forward a copy to the UCL CTC prior to the site being open for recruitment.

5. Sites should update the log with any staff changes and send the log to UCL CTC.


Site Delegation Log

	Site:
	
	Principal Investigator:
	


	Name
	Trial Role
	Signature
	Initials
	Date started on trial

(dd/mm/yyyy)
	Date finished on trial

(dd/mm/yyyy)
	Tasks

Use codes below

(as many as applicable)
	PI Initials*

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Please make all entries in BLACK ink. Any errors should be crossed out with a single pen stroke, initialled and dated.

	CODING
	A = Obtain local approval for trial
	G = Patient’s medical care (physician)
	M = Trial specific sample collection

	
	B = Inform patient of trial
	H = Patient’s medical care (nursing) 
	N  = Site File maintenance (ISF or PSF)

	
	C = Obtain patient informed consent
	I = Prescribe trial medication
	O = Overseeing trial medication handling

	
	D = Confirm patient eligibility
	J = SAE reporting
	P = Trial medication handling

	
	E = Patient registration/randomisation
	K = Perform causality assessment on SAEs
	Q  = Other ……………………………..

	
	F = Oversee patient’s medical care (Investigator)
	L = CRF and DCF completion
	R = Other ……………………………..


* By initialising each entry I confirm that the person completing the entry is authorised to perform the trial procedures documented in the tasks section and that the person is qualified to undertake these tasks. I also confirm that the person is appropriately informed about the latest version of the trial protocol and relevant trial procedures.

	Principal Investigator Signature:
	
	Initials: 
	
	Date:
	


Please return completed form to:


UKALL14 Team


Haematology Trials Group


CR UK & UCL Cancer Trials Centre


90 Tottenham Court Road


London


W1T 4TJ


FAX: 020 7679 9861





(Telephone number for enquiries: 020 769 9860)


























UKALL14


A randomised trial for adults with newly diagnosed acute lymphoblastic leukaemia


SITE DELEGATION LOG











Modified for UKALL14 v1.0; 04.07.2011 - Site Registration Form

Template 3 -T25 Site Registration Form V3 25/Aug/2010   Page 5 of 9

