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TRIAL OVERVIEW

1.
Trial Overview

Primary Research Question
Study Design

This section should include:

a. A description of the type/design of trial to be conducted e.g. twelve week, multi-centre, double-blind, randomised, placebo controlled, parallel design
b. Description of the study population e.g. Males with moderate to severe asthma
c. The expected duration of subject participation
Primary Outcome

State primary outcome

Secondary Outcome(s)

State secondary outcome(s)

Rationale

Provide details of the background and reasons for conducting the study

Schedule of Events

2.
Patient Recruitment Criteria

Study Population

Provide details of 

· Patient/participant number

· Population group

· Recruitment period
Inclusion

· List inclusion criteria e.g. Diagnosis of cystic fibroses
· Age >/= 18 years 

Exclusion

· List exclusion criteria

Recruitment

· Detail  the recruitment strategy

· The planned recruitment target rate is: 

· Year 1: n patients
· Year 2: n patients
· Year 3: n patients
The recruitment rate has been calculated on (insert details of calculation method and evidence base e.g. retrospective data, estimated referral rate and drop out rate).

· Insert a recruitment schedule spreadsheet.

· Insert recruitment review dates.

· Insert details of a recruitment promotion e.g. newsletters, websites.

· Insert details of a strategy, if known, on boosting recruitment if recruitment targets are not being met.

Section 3.
Sample Size and Data analysis 

Sample Size

· Insert details here about the sample size calculation

Statistical Analysis

· Insert details of the statistical method(s) to be used.
4.
Consent Process and Visit Schedule 

Visit 1

· Enter details of where patients will be seen and the process for booking patients into a clinic, if appropriate.

Follow-Up Visits

· Each patient will be assigned a study number; the study numbers will be allocated sequentially starting at 001.
· Visits should be scheduled and performed according to table 2.

· Trial specific procedures versus routine procedures are detailed in table 3 if appropriate to the study. The trial specific procedures can only be performed after written informed consent has been obtained. The procedures that can be performed prior to consent being obtained are detailed in table 3 (if appropriate).
Table 1
Visit Schedule

	Visit Number
	Visit n
	Visit n+1
	Visit n+2
	Visit n+3
	Visit n+4
	Visit n+5

	Time interval of Visit
	e.g. week -1
	e.g. week 0
	e.g. week 1
	
	
	

	Consent
	X
	
	
	
	
	

	Medical History
	X
	
	
	
	
	

	Physical exam
	X
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	


Table 2
Trial Specific Procedures versus Routine Procedures

	Routine Investigations
	Study Specific Procedures

	Complete if appropriate
	

	
	

	
	

	
	

	
	

	
	


Informed Consent Procedure 

· Patients will receive written and verbal information about the trial
· Written informed consent will be obtained by a member of the trial team after a suitable time has elapsed during which the patient has had ample time to read the information sheet, consider the trial and ask any questions (Consent form, appendix x).  The Investigator must explain to each patient the nature of the study, its purpose, the procedures involved, the expected duration, the potential risks and benefits involved and any discomfort it may entail (Ref. International Conference of Harmonisation of Good Clinical Practice (ICH/GCP)5 4.8.7
· The ultimate responsibility for obtaining written informed consent lies with the Investigator but this responsibility may be delegated to a suitably trained, and experienced person.

· Prior to the patient’s participation in the study, the written informed consent form must be signed and personally dated by the patient and by the clinician who conducted the informed consent discussion (Ref. ICH/GCP 4.8.8). Each box at the end of each statement on the consent form must be signed by the patient.

· Each subject must be informed that participation in the study is voluntary and that he/she may withdraw from the study at any time and that withdrawal of consent will not affect his/her subsequent medical treatment (Ref. ICH/GCP 4.8.10).
· A copy of the informed consent document will be given to the patient (Ref. ICH/GCP 4.8.11). One copy will be filed in the patient’s hospital case notes and a copy filed in the Trial Management File by the Clinical Research Nurses. 

· The Clinical Research Nurse will ensure that the patient does not have any trial specific procedures prior to giving informed consent.

· If a patient withdraws their consent a line should be drawn diagonally through the consent form and labelled ‘consent withdrawn’ and signed and dated by a member of staff (please refer to Section 8 re labelling of case notes).

5.
Follow-up Visits and Travel Expenses
Follow up Visits

The follow up visits will be in accordance with the visit schedule in table 1. The patients will be seen by insert details as appropriate
Travel Expenses

Insert details re patients’ travel expenses, i.e. mileage amount, claiming method

6.
Data Collection
Data Collection Form Completion

· The Investigator should ensure the accuracy, completeness, legibility and timeliness of the data recorded in the data collection forms (DCFs) and in all required reports to e.g. the Sponsor, Funder, R&D, REC

Source Documentation

· The investigator/clinical research nurses must maintain source documents (patient’s hospital case notes) for each patient in the study, consisting of all demographic and medical information, including laboratory data, and radiology results. A copy of the consent form and patient information sheet will also be filed in the patient’s case notes. All information in the DCFs, apart from the questionnaires, must be traceable to and consistent with the source documents in the patient’s hospital case notes (Ref. ICH/GCP 4.9.2).

Errors and Corrections

· Any change or correction to the DCF should be dated, initialled, and explained (if necessary) and should not obscure the original entry (i.e. an audit trail should be maintained.

Storage of Documents

· DCFs should be kept in a locked filing cabinet or a locked room.

Retention of Documents

· All study documentation should be stored for 15 years after the last patient has completed their last visit.

Monitoring and Audit

· Upon request of the monitor, auditor, Sponsor, R&D, REC, MHRA or other regulatory authority, the Investigator should make available for direct access all requested study-related records.

The project data will monitored by the Research Officer (insert time interval e.g. monthly). The first two (or insert an appropriate number) patients will be monitored in full. Thereafter fifty percent of the data will be monitored every month  (or insert an appropriate time interval) during the recruitment phase. After recruitment is complete ten percent of the data will be monitored. (These details can be altered if necessary

Section 7.
 Adverse and Serious Adverse Events 

The definition of an adverse event is: ‘Any untoward medical occurrence in a patient which does not necessarily have a causal relationship with this treatment’. This includes ‘any unfavourable and unintended sign (including an abnormal laboratory finding), symptom or disease temporally associated with the study drug’. This may include, for example, a cold or an accident.

The definition of a serious adverse event is one that fulfils at least one of the following criteria:

· Is fatal- results in death 

· Is life threatening

· Requires inpatient hospitalisation or prolongation of existing hospitalisation

· Results in persistent or significant disability/incapacity

OR

· Is a congenital anomaly/birth defect

The definition of a suspected unexpected serious adverse reaction (SUSAR) is a serious adverse event that is thought to be possibly or definitely related to the study drug.

Recording and Reporting

· State the AEs which need to be recorded. 
· List all expected AEs and SAEs
· All research staff in contact with patients are responsible for noting adverse events that are reported by the patient and making them known to the Principal Investigator.

· At each visit or study assessment, adverse events that have occurred since the previous visit should be elicited from the patient. The event should be detailed in the patient’s notes, as source document verification, including the start date (if known) and the end date. 

· The action taken regarding the study procedure should be documented 

· Document any treatment/medication given for the event, including the dates the treatment/medication was commenced and the date it was stopped/changed, if applicable ( an example of an AE form is in section 10 of the site file section). Documenting of adverse events is the responsibility of the Principle Investigator, Co-Investigator and Clinical Research Nurse/Assistant

· Events, which are ongoing at the final study visit, should be followed up as clinically indicated.
· All serious adverse events (SAEs) and suspected unexpected serious adverse reactions (SUSARS) will be documented as above using the appropriate reporting documentation in section 10 of the site file documents.

·  SUSARS must be reported to the Sponsor within 48 hours of the Chief / Principle Investigator/Clinical Research Nurse being aware.

· All Unexpected SAEs and SUSARs should be reported to the hospital R&D department and may be require analysis through the hospital incident reporting system. 

· SUSAR reports to be submitted to the main REC (timelines to be specified)
· Expected SAEs need to be reported to the Main REC in the annual REC report; the REC who performed the locality assessment does not need to be informed.

· Store all completed SAE forms with the patient’s study documentation
8.
Amendments

Substantial amendments will be submitted to the Research Ethics Committee for review and approval.
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