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RCGP Research and Surveillance Centre

Data Application Form 
Making more use of RCGP RSC data
The RCGP Research and Surveillance Centre (RSC) is one of the oldest sentinel networks in Europe
,
. It is representative of the UK population
, and it is one of the freshest data sources. Data is uploaded twice each week and a weekly report is produced for Public Health England about influenza, respiratory disease and other infections, that has been published weekly for over 50 years. Sign up to receive this at www.rcgp.org.uk/rsc. 
The RCGP RSC has great potential for research. 
The RCGP RSC network is based on close relationships with practices and there is a dashboard capability that could be used for quality improvement or trials
. RCGP RSC can be used for:

· Retrospective research using its data

· Prospective research in volunteer practices, including quality improvement interventions and pragmatic trials
· Linkage studies – an approved pseudonymisation technique is used, and linking to hospital, death, or other data is possible
· Machine learning or advanced analytics can be sited within the secure network

· Creation of observatories or weekly reports about a particular illness or health area.

Scope and scale of RCGP RSC data
The following give some idea of the sale of RCGP RSC data are (as of December 2017):

· >2 million records uploaded each week

· >5 million ever patients

· 1.4 billion encounters

· 500 million prescriptions

· 50 million BP recordings

All requests for RCGP RSC data must
· Be submitted Using the RCGP RSC Data Request form 
· Include a written protocol – setting out clearly the purpose for which the data will be used
· Include full contact details of all co-applicants including a statement that they have read and fully support the intended study.
The application form includes a checklist of protocol content which must be completed prior to submission of the application. There are additional questions to be completed on the experience and expertise available within the team undertaking the proposed research.
RCGP RSC is a practice network
RCGP RSC practices are willing to administer questionnaires, take biological samples, put on focus groups, and take part in trials.  The network can participate in research, quality improvement and surveillance beyond providing data. 
The relationship with practices is key.  Links with RCGP RSC practices are through a practice liaison team.  The team own the relationship with practices over projects.  Their role is to ensure any practice taking part in a study is more likely to take part in the next one.

If you are looking to run a study that requires more than data, associated costs can be built in. 

Collaborative applications
Academics and other researchers not experienced in working with RCGP RSC data are recommended to make their initial application a collaborative one, including one or more Surrey/RCGP RSC team members as co-applicants.  RCGP RSC is looking to create long term collaborations with other academic institutions. Over time a cadre of researchers will become familiar with RCGP RSC data, how to process it effectively, and will work largely independently of RCGP RSC.  Information governance process must be followed. 
Application assessment
The assessment of your application will include an assessment of whether it clashes with existing studies.  
	Applications from Public Health England (PHE)
	For any projects outside the existing contract between PHE and RCGP RSC, a protocol needs to be submitted together with well-defined purpose of the request (Research, QI or Surveillance) and a list of the variables required.
Reporting of the findings
1. Applicants should submit a copy of all peer-reviewed publications based on RCGP RSC data to RCGP RSC (MedicalDirectorRSC@rcgp.org.uk) prior to final publication. 

2. The RCGP RSC reserves the right to audit the concordance between approved study protocols and published research.

	Applications from academic researchers with competitive peer-review funding
	It is compulsory to submit a protocol, clearly defined dataset requirements and proof of Ethical approval. If Ethical approval is not required, the researchers will provide the output provided by the Health Research Authority (HRA) Medical Research Council (MRC) decision tool: http://hra-decisiontools.org.uk/ethics/ 
(The pdf output document to be provided). 

The data extraction will be completed by the RCGP RSC data team to meet research needs. As data is pseudonymised patient level data, all the research would need to be conducted within the University of Surrey secure network. 
1. RCGP RSC provides the data extract (fee charged)
2. Applicant seconds someone/does the research. This person would need to complete the compulsory IG training and obtain an honorary contract at University of Surrey. 

Where funding for a project is not obtained through competitive peer review, the full protocol needs to be published in an open access Medline-listed journal, see footnote example
 
Reporting of the findings
1. Applicants should submit a copy of all peer-reviewed publications based on RCGP RSC data to RCGP RSC (MedicalDirectorRSC@rcgp.org.uk) prior to final publication. 

2. Researchers should not conduct studies beyond the purpose for which permission was obtained. The RCGP RSC reserves the right to audit the concordance between approved study protocols and published research.

	Commercial and any other applications
	For any other applications, the protocol and purpose of the data would need to be well defined and Ethics approval in place. If unsure, please run through the HRA decision tool and provide a pdf documents with the decision: http://hra-decisiontools.org.uk/ethics/.
Where funding for a project is not obtained through competitive peer review, the full protocol needs to be published in an open access Medline-listed journal 
We anticipate that the University of Surrey researchers will be included in the authorship and in the acknowledgments. Please note that it is possible that the researcher included in the protocol may not be the same one producing the data.

Reporting of the findings

1. Applicants should submit a copy of all peer-reviewed publications based on RCGP RSC data to RCGP RSC (MedicalDirectorRSC@rcgp.org.uk) prior to final publication. 

2. Researchers should not conduct studies beyond the purpose for which permission was obtained. The RCGP RSC reserves the right to audit the concordance between approved study protocols and published research.




Publications:

All publications using RSC data

· Include the standard method and use the data source (RCGP RSC) in the abstract

· Include the following standard acknowledgement:

Acknowledgements
Patients for allowing their data to be used for surveillance and research. Practices who have agreed to be part of the RCGP RSC and allow us to extract and used health data for surveillance and research. [named person / people] from RCGP and [named person / people] from University of Surrey. Apollo Medical Systems for data extraction. Collaboration with EMIS, TPP, In-Practice and Micro-test CMR supplier for facilitating data extraction. Colleagues at Public Health England.

Information governance

The RCGP RSC / University of Surrey set out to comply with all Data Protection and exceed information governance arrangements.

· The University of Surrey is the Data Controller for RCGP RSC data and agreements over data access are therefore with University of Surrey
· There must be a clear legal purpose for the use of any RCGP RSC data

· The purposes for which RCGP RSC data can be used are
· Research

· Quality improvement (QI)

· Surveillance

· All research, QI and surveillance should have a protocol published, and freely available.  Practices, patients and public should be able to be able to access information about every use made of their data that is used.
· All research, QI and surveillance that does not arise from a competitive peer review process must have its protocol published in an open access peer-review journal
· It is anticipated that all study outputs will also be published in peer review journals
· Researchers (not from Surrey) working directly on our secure network must have an honorary contract with University of Surrey. The lead time is about 6 weeks. 

· This honorary contract generates a Surrey email address
· The Surrey email must be used to log in to and pass the NHS Digital specified information governance training

· The email must be used to log on to RCGP RSC data and is the mechanism for access control

· While working on the data, data are not copied nor results exported.  This includes screen capture, photography or manual copying or transcribing of data
· Data are released through a process of statistical disclosure control (SDC) 
· All researchers working on the data should be compliant with processes for reporting and report any information governance breech as soon as feasible. 

Approval process
All RCGP RSC data requests are approved in line with RCGP policies. New requests are reviewed at the monthly RCGP RSC Operational meeting, which takes place the fourth Wednesday of each month. The requests are also reviewed at a
· monthly Information Governance meeting, where IG concerns (if any) are highlighted
· weekly technical meeting, where the variables requested are reviewed and further clarification are requested if needed
Costs
Applicants will be responsible for any costs associated with data extraction and other aspects of collaboration. Costs are kept to a minimum. However, a RCGP RSC Practice Development Fund contribution in included to develop benefits and data quality in member practices.  Broadly 10% of the value of contracts is reinvested into member practices. 

Any potential costs will be discussed at the monthly RSC Operational meeting, held the fourth Wednesday of each month, and researchers will be contacted as soon after the meeting as possible, once these costs have been through a University approval process.
For studies requiring active participation of General Practices, a contribution to cover practice staff members’ time and expenses will be expected.  This is set broadly in line with National Institute for Health Research (NIHR) levels of charges for practice time.
RCGP RSC Practice development fund
The RCGP RSC network is the practices. We value and seek to develop practices in the network. Investments are made in training time, dashboard-based feedback, online learning etc.  Please try to think how any findings from your study might be fed back to practices, possibly as a quality improvement tool. 
Data Controller
The Data Controller is the University of Surrey, who provide a secure data and analytics hub for the RCGP RSC.  Hence, contracts relating to data will generally be with the University of Surrey or require an RCGP-Surrey sub-contract.  The information governance policies that apply to users of these data are those of the University of Surrey. 

By proceeding with this data request, you confirm that you have read, understood and accept the conditions listed above, and that you are a person authorised to do so.
Title:

Name:

Role:

Contact address:

Phone:

Mobile:

Email:

Signature:






Date:
Relationship to investigator, if not the chief investigator (e.g. Head of Department): 

Alternative contact:

Title:

Name:

Role:

Contact address:

Phone:

Mobile:

Email:

Application Form
	RCGP use only:

Protocol Number

Date submitted
	.............................

.............................
	IMPORTANT

Questions/queries, please contact MedicalDirectorRSC@rcgp.org.uk 


	1. Study Title 

     

	2. Principal Investigator (full name, job title, organisation & e-mail address for correspondence regarding this protocol)

     

	3. Affiliation (full address)

     

	4. Protocol’s Author (if different from the principal investigator)

     

	5. List of all investigators/collaborators (please list the names, affiliations and e-mail addresses* of all collaborators, other than the principal investigator)
     

 FORMTEXT 
     
     

 FORMTEXT 
     
     

 FORMTEXT 
     
     

 FORMTEXT 
     


	6. Type of Institution (please tick one box below)

Academia
 FORMCHECKBOX 

Research Service Provider
 FORMCHECKBOX 

Pharmaceutical Industry
 FORMCHECKBOX 

NHS

 FORMCHECKBOX 

Government Departments
 FORMCHECKBOX 

Others


 FORMCHECKBOX 



	7. Financial Sponsor of study

Pharmaceutical Industry (please specify) 
 FORMCHECKBOX 
      
Academia(please specify)
 FORMCHECKBOX 
      
Government / NHS (please specify) 

 FORMCHECKBOX 
      
None


 FORMCHECKBOX 

Other (please specify) 


 FORMCHECKBOX 
      


	8. Has this protocol been peer reviewed by another Committee?

Yes*

 FORMCHECKBOX 


No

 FORMCHECKBOX 

* Please state in your protocol the name of the reviewing Committee(s) and provide an outline of the review process and outcome.



	9. Type of Study (please tick all the relevant boxes which apply)

Adverse Drug Reaction/Drug Safety  FORMCHECKBOX 

Drug Use

 FORMCHECKBOX 

Disease Epidemiology
 FORMCHECKBOX 

Drug Effectiveness

 FORMCHECKBOX 

Pharmacoeconomic
 FORMCHECKBOX 
         Other


 FORMCHECKBOX 



	10. This study is intended for:

Publication in peer reviewed journals

 FORMCHECKBOX 

Presentation at scientific conference

 FORMCHECKBOX 

Presentation at company/institutional meetings
 FORMCHECKBOX 

Other




     



	11. Experience/expertise available 

Please complete the following questions to indicate the experience/expertise available within the team of researchers actively involved in the proposed research, including  analysis of data and interpretation of results

	
Previous RCGP RSC Studies

Publications using RCGP RSC data

None
 FORMCHECKBOX 




 FORMCHECKBOX 

1-3

 FORMCHECKBOX 




 FORMCHECKBOX 

> 3

 FORMCHECKBOX 




 FORMCHECKBOX 


	 








Yes                             
No

Is statistical expertise available within the research team?


 FORMCHECKBOX 



 FORMCHECKBOX 

                           If yes, please outline level of experience


     
Is experience of handling large data sets (>1.25 million records) 

available within the research team? 





 FORMCHECKBOX 



 FORMCHECKBOX 

                           If yes, please outline level of experience


     
Is UK primary care experience available within the research team? 

 FORMCHECKBOX 



 FORMCHECKBOX 

                           If yes, please outline level of experience


     


	12.  References relating to your study

Please list up to 3 references (most relevant) relating to your proposed study.

     

 FORMTEXT 
     
     

 FORMTEXT 
     



Protocol content checklist

Applicants must complete the checklist below to confirm that the protocol being submitted includes all the areas required by RCGP RSC, or to provide justification where a required area is not considered to be relevant for a specific protocol. Protocols will not be circulated to RCGP RSC for review until the checklist has been completed by the applicant. 

Your protocol should be no more than 5 A4 pages in length.

Please note, your protocol will be returned to you if you do not complete this checklist.

	
	Included in protocol?
	

	Required area
	Yes
	No
	If no, reason for omission

	Abstract – structured –  

Background  - Objective – Method – Cases included, any comparator groups, outcome measures (max.300 words)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Plain English Lay Summary (max.200 words)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Background – including why this study is needed
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Objective, specific aims and rationale
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Study Type – specify whether:

· - Descriptive

· - Hypothesis Generating

· - Hypothesis Testing
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	     
     

	Study Design
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Sample size/power calculation 

(Please provide justification of 

sample size in the protocol)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Study population  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Selection of comparison group(s) or controls
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Exposures, outcomes and covariates

Exposures are clearly described 

Outcomes are clearly described
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	     
     

	Use of any linked data / plans to link RCGP data

(if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Data/ Statistical Analysis Plan

There is plan for addressing confounders

There is a plan for addressing missing data
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	     
     

	Patient/ user group involvement †
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Limitations of the study design, data sources 

and analytic methods
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Plans for disseminating and communicating study results
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


† It is expected that many studies will benefit from the involvement of patient or user groups in their planning and refinement, and/or in the interpretation of the results and plans for further work. This is particularly, but not exclusively true of studies with interests in the impact on quality of life. Please indicate whether or not you intend to engage patients in any of the ways mentioned above.

The protocol should include all investigators and collaborators

 [PLEASE INSERT THE STUDY PROTOCOL DOCUMENT HERE]

� Royal College of General Practitioners (RCG) Research and Surveillance Centre (RSC): � HYPERLINK "http://www.rcgp.org.uk/rsc" �http://www.rcgp.org.uk/rsc�    


� de Lusignan S, Correa A, Smith GE, Yonova I, Pebody R, Ferreira F, Elliot AJ,  Fleming D. RCGP Research and Surveillance Centre: 50 years' surveillance of influenza, infections, and respiratory conditions. Br J Gen Pract. 2017 Oct;67(663):440-441. doi: 10.3399/bjgp17X692645.


� Correa A, Hinton W, McGovern A, van Vlymen J, Yonova I, Jones S, de Lusignan S. Royal College of General Practitioners Research and Surveillance Centre (RCGP RSC) sentinel network: a cohort profile. BMJ Open. 2016 Apr 20;6(4):e011092. doi: 10.1136/bmjopen-2016-011092.


� Pathirannehelage S, Kumarapeli P, Byford R, Yonova I, Ferreira F, de Lusignan 


S. Uptake of a Dashboard Designed to Give Realtime Feedback to a Sentinel Network About Key Data Required for Influenza Vaccine Effectiveness Studies. Stud Health Technol Inform. 2018;247:161-165.


� Example of a commercially funded study protocol: McGovern A, Feher M, Munro N, de Lusignan S. Sodium-glucose co-transporter 2 (SGLT2) inhibitor: comparing trial data and real-world use. Diabetes Therapy. 2017 Apr 1;8(2):365-76).
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