
ISAC APPLICATION FORM

PROTOCOLS FOR RESEARCH USING THE CLINICAL PRACTICE RESEARCH DATALINK (CPRD)
	ISAC use only:

Protocol Number

Date submitted
	.............................
.............................
	IMPORTANT

If you have any queries, please contact ISAC Secretariat: ISAC@cprd.com


	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 
     
*Please note that your ISAC application form and protocol must be copied to all e-mail addresses listed above at the time of submission of your application to the ISAC mailbox. Failure to do so will result in delays in the processing of your application.


	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. Data source  (please tick one box below)





Sponsor has on-line access

 FORMCHECKBOX 

Purchase of ad hoc dataset

 FORMCHECKBOX 

Commissioned study


 FORMCHECKBOX 

Other



 FORMCHECKBOX 
  (please specify)
      


	9. 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.


	10. 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 



	11. This study is intended for:

Publication in peer reviewed journals

 FORMCHECKBOX 

Presentation at scientific conference

 FORMCHECKBOX 

Presentation at company/institutional meetings
 FORMCHECKBOX 

Other




     



	12. Does this protocol also seek access to data held under the CPRD Data Linkage Scheme?

Yes

 FORMCHECKBOX 


No

 FORMCHECKBOX 



	13. If you are seeking access to data held under the CPRD Data Linkage Scheme*, please select the source(s) of linked data being requested.

 FORMCHECKBOX 
 Hospital Episode Statistics
               FORMCHECKBOX 
 Cancer Registry Data**

            
 FORMCHECKBOX 
 MINAP                                              FORMCHECKBOX 
 ONS Mortality Data 


 FORMCHECKBOX 
 Index of Multiple Deprivation/ Townsend Score 

 FORMCHECKBOX 
 Mother Baby Link

                FORMCHECKBOX 
 Other: (please specify)       
* As part of the ISAC review of linkages, the protocol may be shared - in confidence - with a representative of the requested linked data set(s) and summary details may be shared - in confidence - with the Confidentiality Advisory Group of the Health Research Authority.  

**Please note that applicants seeking access to cancer registry data must provide consent for publication of their study title and study institution on the UK Cancer Registry website. Please contact the CPRD Research Team on +44 (20) 3080 6383 or email kc@cprd.com to discuss this requirement further.



	14. If you are seeking access to data held under the CPRD Data Linkage Scheme, have you already discussed your request with a member of the Research team? 

Yes

 FORMCHECKBOX 


No*

 FORMCHECKBOX 

*Please contact the CPRD Research Team on +44 (20) 3080 6383 or email kc@cprd.com to discuss your requirements before submitting your application.

Please list below the name of the person/s at the CPRD with whom you have discussed your request.

      


	15. If you are seeking access to data held under the CPRD Data Linkage Scheme, please provide the following information:

The number of linked datasets requested:      
A synopsis of the purpose(s) for which the linkages are required: 

     

 FORMTEXT 
     
     

 FORMTEXT 
     
     

 FORMTEXT 
     
Is linkage to a local dataset with <1 million patients being requested? 
Yes*
 FORMCHECKBOX 

No
 FORMCHECKBOX 

* If yes, please provide further details:
      

 FORMTEXT 
     
      

 FORMTEXT 
     


	16. If you have requested linked data sets, please indicate whether the Principal Investigator or any of the collaborators listed in response to question 5 above, have access to any of the linked datasets in a patient identifiable form, or associated with a patient index. 

Yes*

 FORMCHECKBOX 


No

 FORMCHECKBOX 

* If yes, please provide further details:

     

 FORMTEXT 
     
     

 FORMTEXT 
     

	17. Does this protocol involve requesting any additional information from GPs? 

Yes*
 FORMCHECKBOX 


No

 FORMCHECKBOX 


* Please indicate what will be required: 
Completion of questionnaires by the GP(



Yes   FORMCHECKBOX 

   No   FORMCHECKBOX 

Provision of anonymised records (e.g.  hospital discharge summaries) 
Yes   FORMCHECKBOX 

   No   FORMCHECKBOX 

Other (please describe)      
( Any questionnaire for completion by GPs or other health care professional must be approved by ISAC before circulation for completion.  

	18. Does this protocol describe a purely observational study using CPRD data (this may include the review of anonymised free text)?

Yes*
 FORMCHECKBOX 


No**

 FORMCHECKBOX 

 * Yes: If you will be using data obtained from the CPRD Group, this study does not require separate ethics approval from an NHS Research Ethics Committee.

** No: You may need to seek separate ethics approval from an NHS Research Ethics Committee for this study. The ISAC will provide advice on whether this may be needed.



	19. Does this study involve linking to patient identifiable data from other sources?

Yes

 FORMCHECKBOX 


No

 FORMCHECKBOX 



	20. Does this study require contact with patients in order for them to complete a questionnaire?

Yes

 FORMCHECKBOX 


No

 FORMCHECKBOX 

N.B. Any questionnaire for completion by patients must be approved by ISAC before circulation for completion.  

	21. Does this study require contact with patients in order to collect a sample?

Yes*
 FORMCHECKBOX 


No

 FORMCHECKBOX 

* Please state what will be collected        



	22. 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 GPRD/CPRD Studies

Publications using GPRD/CPRD 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 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


     


	23.  References relating to your study

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

     

 FORMTEXT 
     
     

 FORMTEXT 
     



Protocol content checklist

In order to help ensure that protocols submitted for review contain adequate information for protocol evaluation, ISAC have produced instructions on the content of protocols for research using CPRD data. These instructions are available on the CPRD website (www.cprd.com/ISAC). All protocols using CPRD data which are submitted for review by ISAC must contain information on the areas detailed in the instructions.  IF you do not feel that a specific area required by ISAC is relevant for your protocol, you will need to justify this decision to ISAC. 

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

Please note, your protocol will be returned to you if you do not complete this checklist, or if you answer ‘no’ and fail to include justification for the omission of any required area.

	
	Included in protocol?
	

	Required area
	Yes
	No
	If no, reason for omission

	Lay Summary (max.200 words)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Background
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Objective, specific aims and rationale
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Study Type

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 

(including estimate of expected number of 

relevant patients in the CPRD) 
	 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 linked data 

(if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Data/ Statistical Analysis Plan

There is plan for addressing confounding 

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.

Voluntary registration of ISAC approved studies: 

Epidemiological studies are increasingly being included in registries of research around the world, including those primarily set up for clinical trials. To increase awareness amongst researchers of ongoing research, ISAC encourages voluntary registration of epidemiological research conducted using MHRA databases. This will not replace information on ISAC approved protocols that may be published in its summary minutes or annual report. It is for the applicant to determine the most appropriate registry for their study. Please inform the ISAC secretariat that you have registered a protocol and provide the location.

[PLEASE INSERT THE STUDY PROTOCOL DOCUMENT HERE]
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