	
	
	



CASE STUDY GOVERNANCE TEMPLATE
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Case Study / Report / Series Governance Guidance 

This governance form should be completed and submitted to the Trust’s Governance and Ethics Committee for Studies and Evaluations (GECSE) for any case study, report, or series intended for public dissemination.

What is a Case Study / Report / Series?
The illustrative 'grand round', 'case report' and 'case series' have a long tradition in clinical practice and research. A case study[footnoteRef:1] can be described as an in-depth, detailed examination of a specific instance (individual, situation, or event) to understand it thoroughly within its real-life context.    [1:  For ease of reference, this guidance generally uses the term ‘case study’ but applies equally to case reports and case series.] 


For the purposes of ELFT’s governance review, our remit is limited to case studies related to the clinical care of patients[footnoteRef:2]. We are often looking to develop patient stories as case studies, and these will use qualitative methods such as interviews to find specific details and descriptions of how your subject is affected. [2:  360 reviews or case studies developed solely for professional development purposes fall outside this scope and do not require assessment by the GECSE.] 


[bookmark: Case_series]A case series is a collection of case reports involving multiple patients who have received similar treatment or have similar characteristics. These patients are observed over time and usually include detailed information including demographics, treatment received and outcomes. Importantly, a case series is an observation worth reporting; it does not involve recruiting participants to test a question or hypothesis about an existing service. That type of activity falls under the remit of a service evaluation and a submission should be made to the GECSE on the ELFT service evaluation template (found here). 

Further guidance can be found using the links below: 
· Which study type is that? A guide to case reports, case studies, and case series 
· NHS Evaluation Toolkit: Guide to Case Studies
· Distinguishing Case Study as a research method from case reports as a publication type
· Guidance on writing a case report

If in doubt, our 1:1 Design Support Sessions can help you determine and / or confirm the methodology that best describes your intentions (book a session by emailing: elft.gecse@nhs.net). 

Documenting the Governance
To facilitate audit, a record of Appendix A, the signed consent form and the GECSE outcome should be retained in the electronic medical record of the case study’s subject. Where part of an educational or training programme, copies should also be retained by the supervisor with all related documentation for the student on placement at the local site. 

Any case study needs to conform to standard Trust policies including (but not limited) to data security, confidentiality and informed consent. 

Further considerations for publication
· Please advise the ELFT Communications Team of any article that is to be published.
· When publishing the manuscript reporting this patient’s details should state that ‘Written informed consent for publication of their clinical details and/or clinical images was obtained from the patient or in the case of a child a parent / carer with parental responsibility. A copy of the consent form is available for review by the Editor of this journal’.

Appendix A: Case Study Governance form

	Case Study Title:
	

	Author(s) Name(s):
	

	Is the lead author:
	☐ An internal staff member    ☐ External to ELFT    

	Locality:
	☐ City & Hackney    ☐ Tower Hamlets    ☐ Newham 
☐ Luton (city)    ☐ Bedfordshire    ☐ Trust wide

	In which clinical service is the case study set?
	

	Is this part of a student / trainee project?
	☐ Yes    ☐ No

	If yes, has your academic supervisor reviewed and approved this submission?
	☐ Yes    ☐ No

	Who is / are the subject/s of the case study?
	☐ Individual Service User / Patient 
☐ Instance or event e.g. Focus Group session 
☐ Case Series (see definition above)
☐ Other ____________________________

	Case Study Overview / Context 

	
Maximum word limit: 400. Please write for a lay audience in plain English.



	Will written consent be sought? If not, what is the justification?

	
The default assumption is that you will require consent for any case that is publically disseminated. 



	How will you anonymise the report to ensure the subject is not identifiable?

	
Examples include: removing organisation names, logos, patient identifiable data




	Where will it be publically disseminated?

	






[bookmark: _GoBack]Please submit your completed form to elft.gecse@nhs.net. 

Appendix B: Exemplar Consent Form
[image: ]
CASE STUDY PATIENT INFORMED CONSENT
Provisional title of the case study: _____________________________________________________________________________ _____________________________________________________________________________ 
[bookmark: _Int_HkH8Awli]I,___________________________________________________________ [PRINT FULL NAME] have been treated by ___________________________________________ [PRINT FULL NAME] ______________________________________________________________ [PRINT ADDRESS] ________________________________________________________________ [PRINT EMAIL] 
I confirm that I: (please check the box to confirm)
☐ am legally entitled to give this consent.
In signing this consent form, I authorize this practitioner and other co-authors to write a case study about my treatment. I understand the following: 
I will not directly benefit from participating in this case study. The information that can be shared with other health care professionals, however, may improve the care that is received by others in the future. 
Signing this consent form does not remove my rights to privacy. My name and protected health information (PHI) will not be shared, unless my authorship is requested and consented, however, I understand that complete anonymity cannot be guaranteed. It is possible that somebody somewhere - for example, somebody who looked after me or a relative - may recognize me.
My information being used for this case study includes relevant to this case disease history, laboratory findings, photographs and prescribed treatment protocols. 
A summary of my treatment will be presented for evaluation by a panel of experts and researchers and may be published in a medical journal under open access license (everybody can see and read such publication freely online) and/or presented at a medical conference, and I give permission for such publication or presentation. The summary of my treatment and the case study will not contain any personal data. If any personal data are affected, they will be published in anonymized form. 
Allowing my information to be used in this case study will not involve any additional costs to me. I will not receive any compensation. 
My participation is entirely voluntary, and I may withdraw permission to participate in this case study at any time. However, once the case study is written and published (containing any personal data in anonymized form), it will not be possible for me to withdraw it. My decision will not result in any penalty or loss of benefits to which I am entitled including the quality of care I receive. The withdrawal can be sent to the treating practitioner (please see contact data above). 
I may be asked to contribute a “patient’s perspective” on the treatment that I have received. I can voluntarily decide to provide this perspective or decline. 
By signing this form, I confirm that:
· I have agreed to participate in this case study.
· I authorize access to my personal health information (medical record) as explained in this form.
· I have been informed that I do not have to participate in this case study. 
· I have been informed of the risks and benefits, if any, of allowing my information to be used in this case study.
· I have read each page of this form. 
· I have seen a version of a case study to be submitted or published (including photographs) and I agree to it. 
· The case study has been fully explained to me and all of my questions have been answered to my satisfaction. 


	To sign for the patient or legally entitled caregiver 
	To sign for the treating practitioner, who has explained and administered the form to the patient


Date _______________________________		Date _______________________________ 
Print name __________________________		Print name ___________________________
Signature ___________________________		Signature ___________________________ 

Please keep this consent form in the patient’s case files. The manuscript reporting this patient’s details should state that ‘Written informed consent for publication of their clinical details and/or clinical images was obtained from the patient or in the case of a child a parent / carer with parental responsibility. A copy of the consent form is available for review by the Editor of this journal’

Optional
· I have seen a version of a case study to be submitted or published (including photographs) and I agree to it.



Chair: Eileen Taylor	                                                              Chief Executive: Lorraine Sundanza OBE
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