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PROTOCOL and DATA SPECIFICATION
All sections of the protocol should be completed.  Protocols that do not comply with these criteria or are of poor quality may be rejected.  
Anonymised data only will be provided.
 

1.1 Project Title

1.2 Background
Explain reason for the study and include any other essential background information, e.g. related research 

1.3 Overall Purpose (Aim)
State the study hypothesis or objective of investigation 

1.4 Research Questions

Describe the research questions you wish to answer using PCCIU data.
1.5 Study population
Define the source and study population. Provide criteria on how the study population is going to be drawn from PCCIU databases, e.g. exclusion, inclusion criteria. 

1.6 Study design 
Describe type of study, e.g. case-control, cohort or cross-sectional study 

1.7 Exposure of interest

Describe exposures e.g. Smoking, Female Gender, Age.

1.8 Outcome of interest e.g. Morbidity
Define clinical outcome of interest. Comment on how the outcome of interest is going to be ascertained, e.g. Read codes, first presentation of disease. If the researcher has knowledge and access to 5-byte Read version 2, then they may provide datasets (preferably with both Read code and term included). The PCCIU-R team will be able to advise on dataset development if required. The data management team will require a detailed specification. See below for an example.


1.9 Outcome of interest e.g. Other
Define non-clinical outcomes of interest, e.g. prescription, blood pressure measurement. A list should be provided of all other terms or drug codes of interest.


1.10 Observational period
Depending on the study design, provide information on the time period your interested in e.g. all cases of angina in year 2003 to 2004. 

1.11 Analysis

What are your proposed methods of analysis e.g. logistic regression with adjustment for confounding. Also provide brief details of who will be carrying out the analyses.

1.12 RESEARCH and INFORMATION GOVERNANCE

1.12.1 Institutional Data Protection Registration Number

Please provide this number for the institution in which you are based i.e. the institution to which the contract for this data provision will be issued.
1.12.2 Ethical Approval

	What ethical issues are associated with the use of PCCIUR data in relation to your proposed study? (Please write)
	

	Is there a risk of disclosure of an individual’s identity in this study? (For example, individuals with rare diseases) (Please circle)
	Yes  / No  /Unsure


1.12.3 Data Storage, Retention and Destruction
	How will the data be stored and where e.g. on a secure backed up PC in locked room in the Centre of Academic Primary Care in the University of Aberdeen.  
	

	For what period of time will the data be retained?  
	

	How will the data be destroyed at the end of the retention period?
	


1.13 Contact details for lead applicant
Please note, for student projects, the student cannot be lead applicant.  The student’s supervisor should be the named lead applicant.  
Title: ____

Name: ___________________________________________________________

Position: _________________________________________________________

Qualifications: ____________________________________________________

Full Postal Address:
_______________________________________________




_______________________________________________

Postcode: 
_________________

Telephone: 
_________________

Email: _______________________

If the lead applicant is not based in a Higher Education Institution, NHS organisation or Government department, they may be required to submit a one-page CV and additional supporting material.
1.14 Individuals with access to this data
The data will not be released to any other individual(s) or organisation(s) other than below not directly connected with the work specified in the protocol and specification without prior approval from PCCIU-R, except in the form of non-disclosive statistical tables or conclusions. 

	Named individuals to have access to data
	Job Title
	Organisation

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


1.15 Funding

How do you propose to fund this work (charity grant, university funding etc.)?  (The cost of processing, preparing and supplying PCCIUR data will be charged to the applicant.  It is the applicant’s responsibility to ensure that sufficient funds are available).
1.16 Timetable
Describe your timetable for your project. (Applicants should note that application process takes between three to four months from the point at which the completed protocol is submitted).

1.17 Data Transfer

Data will be supplied using FTP.

1.18 Plan for dissemination

How will the results be disseminated, e.g. conference abstracts or publication.

1.19 Data Specification

	Full Field name
	DataType
	English description
	Read group ID
	Coding of variable

	e.g. GlucocorD
	date/time
	Date/time variable
	Latest
	Missing = null

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Measurements (multiple rows per patient)

	e.g. SysBP
	Boolean
	Binary variable to denote recording of systolic blood pressure
	Where recorded – can have multiple rows 
	From carevalues (or equivalent) table Missing = null

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Suggested peer reviewers for protocol
Please list at least three suitable peer reviewers for this application.  Reviewers should not be directly involved with the proposed study and should be outside base department.
	Reviewer
	Title
	Name
	Address
	Email
	Any known conflict of interest?
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