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This form enables your trial proposal to be registered with the NCRI Lung Clinical Studies Group.  Registration will mean that your proposal will be reviewed by a relevant clinical sub-group.  This is essential if you are planning to submit a trial to CTAAC/FSC committees for funding or endorsement.  

The intention of this process is:
- that the proposer(s) of new trial ideas retains ownership,

- to avoid unwanted ‘overlap’ in trials being developed

- to ensure a comprehensive portfolio of lung trials can be established and maintained. 
NB Registration and review in itself does not constitute NCRN adoption of your trial.
Registration Process
Please complete the form below and email to the CSG Chairperson (Tim Eisen) at tgqe2@cam.ac.uk and to Natalie Billington, Project Officer at n.billington@ctc.ucl.ac.uk.

Proposals should be no more than 1 page (those that are may be returned!)
Please use size 10 font.  Boxes will expand as necessary when typing.

Development Process

1. The lung group project officer will issue a registration id no. (YY/NNN) and add details of the proposal to the register of proposals for new lung trials.

2. The Chair or project officer will forward the synopsis to the relevant clinical sub-group(s).

3. The clinical sub-group(s) will consider the idea and the chair (or representative) will discuss the idea with the proposer(s) and provide feedback from the sub-group.

4. Feedback from the clinical sub-group chairs will be copied to the CSG Chair and project officer.

5. The clinical subgroup or project officer will send supported proposals to the chairs of the Translational and CTU representative subgroups for comments and input into the trial design, if required.
6. The proposer(s) will form a Protocol Development Group (PDG).  The CTU representatives sub-group can, if required, advise which CTU may be able to run the trial.  A representative of that CTU should be on the PDG.

7. The clinical sub-group will request an update from the PDG for each of the sub-group meetings, at approximately quarterly intervals.

8. The clinical sub-group will report to the main lung CSG at each of the 6 monthly meetings.

9. The PDG will finalise a CTAAC outline which should be sent before submission to the CSG Chairperson for a letter of support to accompany the CTAAC Outline Application.

10. Where CTAAC ask a proposer(s) to submit a Full Application, the proposer(s) are strongly advised to pass on CTAAC’s comments relating to the Outline to the sub-group Chairs before proceeding with the Full Proposal.

11. Each clinical subgroup will provide a summary report of the outcome of all registered ideas at the BTOG and/or NCRI annual meetings.

It is the proposer(s) responsibility to maintain momentum with the development of new trials. 

	Proposer’s Name:      
	email:      
	Phone no.:      

	 Tumour type:  all lung FORMCHECKBOX 
     NSCLC FORMCHECKBOX 
     SCLC FORMCHECKBOX 
      Mesothelioma  FORMCHECKBOX 
   Other  FORMCHECKBOX 
  specify      

	Trial ID e.g Brief title
	     

	Status of proposed trial:
	Protocol available?  FORMCHECKBOX 
 Y  FORMCHECKBOX 
 N
	PDG formed?  FORMCHECKBOX 
 Y  FORMCHECKBOX 
 N

(PDG=Protocol Development Group)
	CTU involved?  FORMCHECKBOX 
 Y  FORMCHECKBOX 
 N

Name:      

	Names of current collaborators:
	     

	Give a brief summary of background & justification for trial.
	     

	Trial design - include: 

Main inclusion/exclusion criteria.

Summary of treatment(s)

Identify control arm & justify choice of experimental arm/s.

For complex designs please attach separate trial flowchart/ diagram.
	     

	How does this proposal fit in with previous or ongoing trials in this area?
	     

	Feasibility of trial and potential impact. 

(include population size i.e.  how many patients p.a. would be eligible for this trial)
	

	Primary end-point and sample size (approx) – where available
	     

	CSG use only: 
	Date proposal received:
	     

	CSG Clinical sub-group
	SCEPTRE  FORMCHECKBOX 
     LORD   FORMCHECKBOX 
    Advanced disease   FORMCHECKBOX 
   Mesothelioma  FORMCHECKBOX 
     Rare     FORMCHECKBOX 
             

	Lead CSG clinician/member:
	     
	Date sent to clinical sub-group:
	     

	Decision of clinical sub-group:
	Supported   FORMCHECKBOX 
     Supported with modification  FORMCHECKBOX 
      Not supported  FORMCHECKBOX 


	(where applicable) 

Date to Translational group:
	     
	(where applicable)
Date to CTU reps group:
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