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Study Protocol Template (Observational/Questionaire*) Delete where appropriate
· Instructions for completion of the template

The guidance for writing an observational, non-interventional or Questionnaire protocol is designed to help you write the protocol suitable for the JREO review when applying for St George’s sponsorship. 

We colour coded the template to provide you with the following:

1. Text in red is for instructions only and can be deleted when the information required for that particular section of the protocol is completed;

2. Text in blue highlights the information you should consider prior to reading instructions in red;

3. Highlighted in yellow is the information that should be included only if applicable to your particular trial; if it is not applicable simply delete
4. Information in black should be included at all times since it summarises procedures implemented by the JREO to ensure sponsorship oversight. This should not be amended.
It is important to keep all headings to enable us to conduct the review and ensure that you addressed all issues.  

Where some protocol headings are not applicable for your trial please write ‘Not applicable’ and leave the heading. 
Don’t forget to change the footer too!
Thank you
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1 List of abbreviations (Listed below are commonly used abbreviations. Please add/delete as appropriate. Please delete this sentence as well.)
AE
Adverse Event

AR
Adverse Reaction

CI
Chief Investigator

CRF
Case Report Form

GCP
Good Clinical Practice

HRA
Health Research Authority

ICF
Informed Consent Form

ISF
Investigator Site File

JREO
Joint Research and Enterprise Office

NHS R&D
National Health Service Research & Development  

PI
Principal Investigator

PIS
Participant Information Sheet

QA
Quality Assurance

QC
Quality Control

RCT
Randomised Control Trial

REC
Research Ethics Committee

SDV
Source Document Verification

SOP
Standard Operating Procedure 

SSA
Site Specific Assessment

2 Study Personnel –Please insert details of personnel involved in the design and management of this trial as applicable and requested below. This information will enable the JREO to ensure that appropriate agreements are put in place while the study is being designed and before Ethics and Regulatory approvals are granted. 
Principal Investigator (PI):  MACROBUTTON EmptyMacro [insert name and address]


E-mail:   MACROBUTTON EMPTYMACRO [add email address]
Phone:   MACROBUTTON EMPTYMACRO [tel no.]




Fax:  MACROBUTTON EMPTYMACRO [fax no.]
Statistician:                          MACROBUTTON EmptyMacro [insert name and address]


E-mail:   MACROBUTTON EMPTYMACRO [add email address]
Phone:   MACROBUTTON EMPTYMACRO [tel no.]




Fax:  MACROBUTTON EMPTYMACRO [fax no.]
3 Protocol synopsis – please insert study details in the table below 
	Official title: 
	

	Brief title /Acronym:
	

	Sponsor reference  number:
	

	Public database trial ID:
	

	Research Question
	

	Study design
	Observational non-interventional or Questionnaire * select appropriate description

	Eligibility criteria:
	Inclusion criteria:



	
	Exclusion criteria:



	Anticipated start date
	

	Anticipated end date
	

	Target number of participants
	

	Primary aim
	

	Secondary aim(s)
	

	Sources of funding
	

	Sponsor
	St George’s University of London/St George’s NHS Healthcare Trust


	Contact name
	Sponsor representative : 

Email

Tel

Fax

Chief Investigator:

Email:

Tel:

Fax:


4 Background
Provide any relevant background information to support the research area, the area to be studied and trial population.
Insert a summary why you think that the study may be of benefit or interest 

This may include findings from other clinical trials, non-clinical studies or previous clinical experience and cross references should be used – (Reference list is required in the last section of the protocol). 
5 Research Question
This should clearly describe what exactly the study sets out to answer detailing below 
5.1 Primary Aim
5.2 Secondary Aim(s)
6 Trial design

This is an observational study and no additional interventions will be performed 
6.1 Methods
Describe how/ what method will you be employing to answer the research question and satisfy the study aims.

If other sites/centres are to be included what would qualify them and why? Detail as to how this ‘qualification’ will be documented
7 Participant Selection criteria
There will be no exceptions (waivers) to eligibility criteria prior to participant inclusion into the study. Any questions raised about eligibility should be addressed prior to entering the participant.

The eligibility criteria have been carefully considered and are standards used to ensure the trial results can be appropriately used to make future treatment decisions for other people with similar disease or medical condition. It is therefore vital exceptions are not made to the following detailed selection criteria. 
All participants that are screened for inclusion into the study must be entered onto the Sponsor screening log JREOLOG0001 and will be assigned a sequential number. Participants will be considered eligible for enrolment into this trial if they fulfil all of the inclusion criteria and none of the exclusion criteria as defined below. 

Eligible participants will be entered onto the Sponsors Subject ID log JREOLOG0002 and assigned a Trial specific Identification number in a pre-agreed format in accordance with Site identifier and next sequential numerical value e.g. SG001
7.1 Inclusion criteria

This section should contain details of age, sex, etc., under which a participant 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 or bullet points is the preferred style.

7.2 Exclusion criteria

Any criteria which would exclude a potential participant from participating in your study. 
7.3 Discontinuation/withdrawal of participants 

Please insert procedures specifying:

· When and how to withdraw subjects/patients from the study?

· The type and timing of the data to be collected for withdrawal of subjects 
· Whether and how subjects/patients are to be replaced?

8 Participant Recruitment process
Participant recruitment at a site will only commence once evidence of the following approval/essential documents are in place: 

1. REC approval, if applicable HRA approval
2. Final sponsorship and host site permission Confirmation of Capacity and Capability statement,
All sites participating in the trial will also be asked to provide a copy of the following: 

1. Signed Clinical Trial Site Agreement (CTSA),

2. Host site permission/ Confirmation of Capacity and Capability
All participants who wish to enter the study will be fully screened and consented by the Chief Investigator, or one of the qualified clinicians involved in the study as Clinical Co-investigator.  

Describe recruitment methods such as the use of adverts, websites and the involvement of different centres.
9 Study procedures 
9.1 Informed consent

Please note for questionnaire studies a separate signed consent form may not be necessary. The completion and return of the completed questionnaire would be accepted as implied consent. You would need to ensure that the Information accompanying the questionnaire fully explained the purpose of the research and what the data collected would be used for and details regarding how long any personal information will be stored. If implied consent is to be considered for your questionnaire study then please remove the text below and replace with: The return of the completed questionnaire to the researcher will be assessed as ‘implied consent’. No separate documented study consent will be sought.
Please note, it is essential that all trial personnel/staff undertaking the informed consent process has signed the Sponsor’s Delegation of Responsibilities Log JREOLOG0004 to ensure that the person has been delegated the responsibility by the study CI/PI. All personnel taking informed consent should be GCP trained. Refer to Sponsor SOP JREOSOP0027

Informed consent from the participant, legally authorised representative or the parents/guardians/person with legal responsibility for children must be obtained following explanation of the aims and methods of the trial and before any participant specific data is collected. 
For potential participants who lack decisional capacity and a legally authorised proxy was obtained explain how the participants informed agreement will be obtained should they regain decisional capacity. Consent will also be re-sought for children where the legal guardian may change. Despite the consent being given on behalf of a child, the child or adolescent must be asked to assent or agree. If assent is not given or refused trial participation should not commence.

This section of the protocol should specify the following:

· Who will take informed consent? (I.e. Senior Research Nurse taking consent. It must be clearly stated in this section to ensure that the main REC approves it. 

· How and when will it be taken? Base on the information provided in the PIS. 

The Investigator or designee will explain that the patients are under no obligation to enter the trial and that they can withdraw at any time during the trial, without having to give a reason.

A copy of the signed Informed Consent Form (ICF) along with a copy of the most recent approved Patient Information Sheet (PIS) will be given to the study participant.  An original signed & dated consent form will be retained in the medical notes and a copy will be placed in the ISF.

10 Data management and quality assurance
Provide details of all data collection points where information will be recorded and when. If there are going to be multiple data collection points, it is easiest to list the details per time-point.
10.1 Confidentiality 

All data will be handled in accordance with the Data Protection Act 1998.

The Case Report Forms (CRFs) will not bear the participant’s name or other directly identifiable data. The participant’s trial Identification Number (ID) only, will be used for identification. The sponsor Subject ID log JREOLOG0002 can be used to cross reference participant’s identifiable information.

10.2 Data collection tool 

Case Report Forms will be designed by the CI. All data will be entered legibly in black ink with a ball-point pen.  If the Investigator makes an error, it will be crossed through with a single line in such a way to ensure that the original entry can still be read. The correct entry will then be clearly inserted. The amendment will be initialled and dated by the person making the correction immediately. Overwriting or use of correction fluid will not be permitted.

It is the Investigator’s responsibility to ensure the accuracy of all data entered and recorded in the CRFs. The Staff Delegation of Responsibilities Log JREOLOG0004 will identify all trial personnel responsible for data collection, entry, handling and managing the database.

You should also consider the following information in this section:

· Describe procedures for data collection and recording. Please specify if   data is to be recorded directly onto the CRF and/or firstly into source documents (i.e. medical notes).  If data will be recorded in the CRF and medical notes, you must specify what data will be recorded in either of the documents and why. Please identify source documentation, and define if this is to be transcribed into the CRF.

· Describe whether the data is from a standardised tool (e.g. McGill pain score) or involves a procedure (in which case full details should be supplied). If a non-standard tool is to be used, detail on reliability and validity should be given. 

Please describe methods used to maximise completeness of data (i.e. telephoning subjects who have not returned postal questionnaires).

10.3 Incidental findings 

Establish the capacity for inadvertent/incidental data that are of potential relevance for participants or their families.  

Feedback mechanisms?  Revert to REC? Consider the risk:  benefit of what the incidental findings reveal to the individual, their family and the wider public and whether disclosure of those findings will be adequately resourced and whether a framework exists for the ongoing management should it be required

10.4 Data handling and analysis

Describe what software (e.g. Access, MACRO) is to be used for data entry. The JREO will be able to advice on the use of a database widely used within St Georges.

 Refer to the Sponsor SOP on Data Management JREOSOP0038

Quality Control should be applied at each stage of data handling to ensure that all data are reliable and have been processed correctly. 

There should be an agreement between the data management function and the vendor responsible for the provision of the data to cover the detailed technical requirements e.g.: 

· Data base format e.g. Excel

· Provision- email or portal

· Data security arrangements (including maintaining the blind)

· Number of datasets, how they are named and their structure

· Formats and codes applied e.g. 1 = High, 2 +Low

· Process for transfer/mapping

· Validation requirements

· Data query resolution procedures

11 Archiving arrangements

The trial essential documents along with the trial database will be archived in accordance with the sponsor SOP JREOSOP0016. The agreed archiving period for this trial will be 10 years. This will include any study databases
Each PI at any participating site will archive the trial essential documents generated at the site for the agreed archiving period in accordance with the signed Clinical Trial Site agreement
12 Statistical design

It is important to ensure that you have the input of a suitably qualified statistician in the design and analysis of the trial. You are strongly advised to consult a statistician as early as possible in the project development. The statistician must have received relevant GCP training and should have awareness of and/or training in relevant guidance e.g. ICH Topic E9- ‘Statistical principles for Clinical Trials’.  You should name the statistician and the person responsible for data analysis in this section of the protocol.

12.1 Endpoints

12.1.1  
Primary endpoints

Provide a full description of the primary endpoint; it’s definition, when it is measured, any rules, references or programs for calculation of derived values and what form it will take for analysis (e.g. continuous, categorical, ordinal).

12.1.2  
Secondary endpoints

Provide details for each secondary endpoint as above.

12.2 
Statistical analysis plan

12.2.1  
Summary of baseline data and flow of patients

Detail of the variables to be used to assess baseline comparability of the randomised groups for the following factors: a definition, any rules, references or programs for calculation of derived values, what form it will take for analysis (e.g. continuous, categorical, and ordinal) and how it will be reported (e.g. means, standard deviations, medians, proportions).

Detail of the number of eligible patients for the trial, the number consenting and the number randomised. Also a breakdown for each group of the numbers of participants assigned, receiving the intended treatment, completing the study protocol, and analysed for the primary outcome. This information should be displayed as a flow diagram (http://www.consort-statement.org/).

12.2.2  
Primary endpoint analysis

Plans for statistical analyses of the primary outcome including:

· Summary measures to be reported

· Method of analysis (justified with consideration of assumptions of the method, structure of the data (e.g. unpaired, paired, hierarchical) etc.)

· Plans for handling multiple comparisons, missing data, non-compliers, spurious data and withdrawals in analysis

· Plans for predefined subgroup analyses

· Statement regarding use of intention to treat (ITT) analysis

· Detail of any non-statistical methods that might be used (e.g. qualitative methods)

12.2.3  
Secondary endpoint analysis

Please outline plans for statistical analysis of each secondary outcome. Note that use of hypothesis tests may not be appropriate if the study has not been powered to address these. Secondary analyses should be considered as hypothesis generating rather than providing firm conclusions.

13 Direct access to source data

The Investigator(s)/institution(s) will permit trial-related monitoring, audits, REC review, and regulatory inspection(s), providing direct access to source data/documents. Trial participants are informed of this during the informed consent discussion. Participants will consent to provide access to their medical notes.
14 Ethics and regulatory requirements

Before any site can enrol patients into the trial, the Principal Investigator must ensure written permission to proceed has been granted from that Trust Research & Development (R&D). If conducting the study at St Georges contact the governance team within the JREO for any assistance. 
The site must conduct the trial in compliance with the protocol as agreed by the Sponsor and, which was given favourable opinion by the Research Ethics Committee (REC). 

The Chief Investigator will be provided (via the Sponsor) with file indexes E.G. JREODOC0003 TMF index and JREODOC0004 ISF index for use with SOP JREOSOP0019 ‘Preparation and Maintenance of the TMF’ The CI will be responsible for the maintenance of the TMF and may delegate the responsibility of ISF file maintenance to the PI at each participating site.

It is the responsibility of the Principal Investigator at each site to ensure that all subsequent amendments gain the necessary approval. Refer to JREOSOP0011 ‘Management of Amendments’.

Within 90 days after the end of the trial, the CI and Sponsor will ensure that the REC is notified that the trial has finished.  If the trial is terminated prematurely, those reports will be made within 15 days after the end of the trial. Refer to JREOSOP0015 ‘End of study declaration’

The CI will supply an End of Study report of the clinical trial to the REC within one year after the end of the trial. The sponsor can provide JREODOC0059 End of study Report template

14.1 Definition of the End of Trial

This is defined as the Last data entry point

14.2 Annual Progress Reports (APRs)

The Chief Investigator will prepare the APR for non CTIMPs. It will be reviewed by the JREO and sent to the main REC by the CI within 30 days of the anniversary date on which the favourable opinion was given by the Ethics committee, and annually until the trial is declared ended.
15 Finance

Insert information/statement highlighting how you propose to finance the trial such as source and type of financial, material and other support 

16 Insurance and indemnity

Please insert the following statement for St George’s University of London sponsored research:

St George’s University of London holds insurance to cover participants for injury caused by their participation in the clinical trial. Participants may be able to claim compensation if they can prove that St George’s has been negligent. This includes negligence in the writing of the protocol, or selection of trial resources. 

Where the Trial is conducted in a hospital, the hospital has a duty of care to participants. St George’s University of London will not accept liability for any breach in the hospital’s duty of care, or any negligence on the part of hospital employees.  Hospitals selected to participate in this clinical trial shall provide clinical negligence insurance cover for harm caused by their employees and a copy of the relevant insurance policy or summary shall be provided to St George’s University of London, upon request.

Participants may be able to claim compensation for injury caused by participation in this Trial without the need to prove negligence on the part of St George’s University of London or another party. 

If a participant indicates that they wish to make a claim for compensation, this needs to be brought to the attention of St George’s University of London immediately.  

Failure to alert St George’s University of London without delay and to comply with requests for information by the sponsor or any designated Agents may lead to a lack of insurance cover for the incident.  

Please insert the following statement for St George’s University Hospitals NHS Foundation Trust sponsored research:

NHS bodies are liable for clinical negligence and other negligent harm to individuals covered by their duty of care. NHS Institutions employing researchers are liable for negligent harm caused by the design of studies they initiate.. 

17 IP and development policy 

Unless otherwise specified in agreements, the following guidelines shall apply: All Intellectual Property Rights and Know How (IP) related to the Protocol and the Trial are and shall remain the property of the Sponsor excluding 

1) pre-existing IP related to clinical procedures of any Hospital.

2) pre-existing IP related to analytical procedures of any external laboratory .

All contributors 

shall assign their its rights in relation to all Intellectual Property Rights and in all Know How, not excluded above to the Sponsor and at the request and expense of the Sponsor, shall execute all such documents and do all such other acts as the Sponsor may reasonably require in order to vest fully and effectively all such Intellectual Property Rights and Know How in the Sponsor or its nominee. 

shall promptly disclose to the Sponsor any Know How generated pursuant to this Protocol and not excluded above and undertake treat such Know How as confidential information jointly owned between it and the Sponsor 

Nothing in this section shall be construed so as to prevent or hinder and medical professional from using Know How gained during the performance of the Trial in the furtherance of its normal business activities, to the extent such use does not result in the disclosure or misuse of Confidential Information or the infringement of any Intellectual Property Right of the Sponsor. 

18 Publication policy

Publication: “Any activity that discloses, outside of the circle of trial investigators, any final or interim data or results of the Trial, or any details of the Trial methodology that have not been made public by the Sponsor including, for example, presentations at symposia, national or regional professional meetings, publications in journals, theses or dissertations.”

All scientific contributors to the Trial have a responsibility to ensure that results of scientific interest arising from Trial are appropriately published and disseminated. The Sponsor has a firm commitment to publish the results of the Trial in a transparent and unbiased manner without consideration for commercial objectives. 

To maximise the impact and scientific validity of the Trial, data shall be consolidated over the duration of the trial, reviewed internally among all investigators and not be submitted for publication prematurely. Lead in any publications arising from the Trial shall lie with the Sponsor in the first instance. 

18.1 Before the official completion of the Trial, 

All publications during this period are subject to permission by the Sponsor. If an investigator wishes to publish a sub-set of data without permission by the Sponsor during this period, the Steering Committee/the Funder shall have the final say. 

Exempt from this requirement are student theses that can be submitted for confidential evaluation but are subject to embargo for a period not shorter than the anticipated remaining duration of the trial.     

18.2 Up to 180 days after the official completion of the Trial 

During this period the Chief Investigator shall liaise with all investigators and strive to consolidate data and results and submit a manuscript for peer-review with a view to publication in a reputable academic journal or similar outlet as the Main Publication. 

· The Chief Investigator shall be senior and corresponding author of the Main Publication. 

· Insofar as compatible with the policies of the publication outlet and good academic practice, the other Investigators shall be listed in alphabetic order. 

· Providers of analytical or technical services shall be acknowledged, but will only be listed as co-authors if their services were provided in a non-routine manner as part of a scientific collaboration. 

· Members of the Steering Group shall only be acknowledged as co-authors if they contributed in other capacities as well.  

· If there are disagreements about the substance, content, style, conclusions, or author list of the Main Publication, the Chief Investigator shall ask the Steering Group to arbitrate.    

18.3 Beyond 180 days after the official completion of the Trial 

After the Main Publication or after 180 days from Trial end date any Investigator or group of investigators may prepare further publications.  In order to ensure that the Sponsor will be able to make comments and suggestions where pertinent, material for public dissemination will be submitted to the Sponsor for review at least sixty (60) days prior to submission for publication, public dissemination, or review by a publication committee. Sponsor’s reasonable comments shall be reflected. All publications related to the Trial shall credit the Chief and Co-Investigators as co-authors where this would be in accordance with normal academic practice and shall acknowledge the Sponsor and the Funders.   

19 Statement of compliance

The trial will be conducted in compliance with the protocol, Sponsor’s Standard Operating Procedures (SOPs), GCP and the applicable regulatory requirement(s).

The study conduct shall comply with all relevant laws of the EU if directly applicable or of direct effect and all relevant laws and statutes of the UK country in which the study site is located including but not limited to, the Human Rights Act 1998, the Data Protection Act 1998, the Human Medicines Regulations 2012, ICH GCP, the World Medical Association Declaration of Helsinki entitled 'Ethical Principles for Medical Research Involving Human Subjects' (2008 Version), the UK Policy Framework for Health and Social Care Research (Version 3.2, October 2017).   

This study will be conducted in compliance with the protocol approved by the REC, HRA and according to GCP standards. No deviation from the protocol will be implemented without the prior review and approval of the Sponsor and REC except where it may be necessary to eliminate an immediate hazard to a research subject.  In such case, the deviation will be reported to the Sponsor and REC as soon as possible.

20 List of Protocol appendices

Appendix 1
Protocol Amendment/Revision History (chronological order) or a statement “There are currently no amendments”
Appendix 2 
Please insert appendix title

References
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