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Study Synopsis
	Title of clinical trial
	
	

	Protocol Short Title/Acronym

	
	

	Study Phase if not mentioned in title

	
	

	Sponsor name

	
	

	Chief Investigator

	
	

	REC number

	
	

	Medical condition or disease under investigation
	
	

	Purpose of clinical trial

	
	

	Primary objective

	
	

	Secondary objective (s)

	
	

	Trial Design 

	
	

	Endpoints

	
	

	Sample Size

	
	

	Summary of eligibility criteria

	
	

	Version and date of final protocol

	
	

	Version and date of protocol amendments 
	
	


1. Background & Rationale XE "1. Background & Rationale" \b 
This should comprise a brief description of the proposed study, a description of the population to be studied, the investigational product(s), device(s) or radiation exposure, a summary of findings from non-clinical studies that potentially have clinical significance, and from previous clinical trials that are relevant to the trial. A summary of the known and potential risks and benefits to human subjects should be presented, together with a justification for the choice of route of administration, dosage, dosage regimen, and treatment period(s). This should be supported by appropriate references to the published literature on the disease or condition, its treatment and the use of the study drug for the indication. Data from previous studies as well as any other information that provides background for the trial should be cited. A statement that the trial will be conducted in compliance with the principles of the Declaration of Helsinki (specifying which amendment), the principles of GCP and all (if any) applicable regulatory requirements is essential. It should also be stated that the protocol is to be submitted for approval by an NHS Research Ethics Committee (REC). The name of the Ethics Committee must be stated if the protocol has already been submitted to the Committee.

	


2 Trial Objectives, Design and Statistics XE "2 Trial Objectives, Design and Statistics" \b 
2.1. Trial Objectives XE "2.1. Trial Objectives" \b 
This should comprise specific statements of the purpose (ie aims and objectives) of the study, together with a definition of the primary (and secondary) endpoints of the study.

 (See also 4.1.1 and 4.1.2 of this protocol)

	


2.2 Trial Design & Flowchart XE "2.2 Trial Design & Flowchart" \b 
A description of the design of trial to be conducted (eg double-blind, single-blind, open label, placebo-controlled, parallel-group, double-dummy, cross-over, etc.) should be given. Please also include a schematic diagram (flow chart) of trial procedures and stages is desirable as it is particularly useful for determining activities involved during each clinic visit (eg blood tests or scans, treatment, diary completion, adverse event monitoring, physical examination etc).

	


2.3 Trial Flowchart XE "2.3 Trial Flowchart" \b 
Please include a time/event matrix (flow chart) of trial procedures and stages. This desirable as it is particularly useful for determining activities involved during each clinic visit (eg blood tests or scans, treatment, diary completion, adverse event monitoring, physical examination etc).
	
	Screen Visit
	Pre dose
	Day 1
	
	
	
	
	
	

	Patient information and informed consent
	X
	
	
	
	
	
	
	
	

	Physical examination
	
	
	
	
	
	
	
	
	

	Demographics
	
	
	
	
	
	
	
	
	


2.4 Trial Statistics XE "2.4 Trial Statistics" \b 
A description of the measures taken to avoid, or at least minimize, bias should be given. Specifically, this normally means describing the procedure(s) for randomisation and blinding. A description of the statistical methods to be employed, including timing of any planned interim analyses should also be provided. The number of subjects to be enrolled (in multicentre trials, the numbers of subjects for each site) should be stated, together with the rationale for the sample size (the “power calculation”). The level of significance that is to be used in each trial analysis must be stipulated, together with the procedure(s) for accounting for any missing, unused, and spurious data. Procedures for reporting any deviation from the original statistical plan should be described and justified. The data set for any analysis must be clearly stipulated (eg “all subjects”, “randomised subjects”, “intent to treat”) and the population(s) should be clearly defined.

	


2.4.1 Sample Size XE "2.4.1 Sample Size" \b 
	


2.4.2 Randomisation XE "2.4.2 Randomisation" \b 
	


2.4.3 Analysis XE "2.4.3 Analysis" \b 
	


3  Selection and Withdrawal of Subjects XE "4 Selection and Withdrawal of Subjects" \b  

3.1 Inclusion Criteria XE "4.1 Inclusion Criteria" \b  

This section should contain details of age, sex, disease, prior treatment constraints etc., under which a subject is deemed to be suitable (eligible) to participate in the trial. This also includes healthy volunteers and any “control” groups etc. Each such “group” should be defined separately. Informed consent to participate (preferably written and witnessed) must be stated as an inclusion criterion. A simple list format is the preferred style.

	


3.2 Exclusion Criteria XE "4.2 Exclusion Criteria" \b  

This section should contain details of age, sex, disease, prior treatment constraints etc., under which a subject is considered to be unsuitable for inclusion into the study population. (Examples frequently include exposure to prior radiotherapy in cancer trials, and participation in a trial with an investigational product within the previous three months in pharmacokinetics trials). A simple list format is the preferred style.

	


3.3 Withdrawal of Subjects XE "4.3 Withdrawal of Subjects" \b  

Please provide details of when and how to withdraw subjects from the trial or investigational product treatment. It is essential that you specify the type and timing of the data to be collected for withdrawn subjects and indicate whether (and if so, how) withdrawn subjects are to be replaced, as well as arrangements for safety assessment follow-up of any subjects withdrawn from the trial as a result of (Serious) Adverse Events.
	


4 Assessment of Efficacy XE "5 Assessment of Efficacy" \b  

4.1 Efficacy Parameters XE "5.1 Efficacy Parameters" \b 
Describe the measures that will be used to determine the efficacy of treatment (eg glucose, blood pressure, tumour reduction etc). Primary efficacy parameters should be stated first, then any secondary parameters and “surrogate markers” listed in 4.1.2. 

4.1.1 Primary Efficacy Parameters XE "5.1.1 Primary Efficacy Parameters" \b 
	


4.1.2 Secondary Efficacy Parameters XE "5.1.2 Secondary Efficacy Parameters" \b 
	


4.2 Procedures for Assessing Efficacy Parameters XE "5.2 Procedures for Assessing Efficacy Parameters" \b 
Describe here the procedures for determining the primary (and secondary) efficacy parameters (eg venepuncture, 25 mls to be drawn 12 hrs post treatment for full blood count, SMAC and glucose, or CT scan at 6 months, etc). State also here what is to be recorded in the CRF (eg WBC, Hb, Urea, Glucose etc rather than “FBC” or “SMAC”) – ie stipulate the parameters that are actually to be used for the analysis of efficacy. (See also Safety Parameters, 5.1 below)

	


5 Assessment of Safety XE "6 Assessment of Safety" \b  

5.1 Specification, Timing and Recording of Safety Parameters. XE "6.1 Specification, Timing and Recording of Safety Parameters." \b  

Describe the measures that will be used to determine subject safety during the study. These will include physical examination, blood tests and adverse event reporting. Obviously, there will be close correlation with efficacy testing intervals and efficacy blood tests etc. In this section the tests that to be performed for assessing the safety of the subject should be appropriate to the treatment (eg WBC and platelets in chemotherapy, LFTs if there is a known or suspected risk of hepatotoxicity, U&Es if there is a risk of renal problems etc), although “general” assessments from FBC or SMAC would be acceptable. As with efficacy measures, please stipulate (ie repeat even if given above) the times at which safety evaluations will be conducted (Please do not write “see above” in this section; please copy & paste from 4.2 as and where appropriate).

	


5.2  Procedures for Recording and Reporting Adverse Events
	


6. Trial Steering Committee XE "7. Trial Steering Committee" \b  
Define function of committee and list names etc
	


7. Direct Access to Source Data and Documents XE "8. Direct Access to Source Data and Documents" \b 
The sponsor should ensure that it is specified in the protocol (or reference is made to another written agreement) that the investigator(s) and the institution(s) will permit trial-related monitoring, audits, REC review, and regulatory inspections (where appropriate) by providing direct access to source data and other documents (ie patients’ case sheets, blood test reports, X-ray reports, histology reports etc). 

	


8. Ethics & Regulatory Approvals XE "9. Ethics & Regulatory Approvals" \b 
A statement that the trial will be conducted in compliance with the principles of the Declaration of Helsinki (specifying which amendment), the principles of GCP and any applicable regulatory requirements (specify current legislation) is essential. State the name and address of the REC to which the study protocol and other documentation will be submitted (eg Liverpool Adult Research Ethics Committee or Liverpool Children’s Research Ethics Committee). You should also state that any subsequent protocol amendments will submitted to the REC, and that you provide the REC with progress reports, and a copy of the Final Study Report

	


9. Quality Assurance, Data Handling, Publication Policy and Finance XE "10. Quality Assurance, Data Handling, Publication Policy and Finance" \b 
Give details as to how QC will be maintained, data handling procedures, publication policy and finance.
	


10. Signatures XE "11. Signatures" \b 
To be signed by Chief Investigator minimum and statistician if applicable.
______________________________________


_________________________

Chief Investigator





Date

Print name

______________________________________


_________________________

Statistician






Date

Print name
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