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Health Research Ethics Committee (HREC)
ETHICS APPROVAL FOR CASE REPORTS/SERIES[footnoteRef:1] FOR CONFERENCE PRESENTATIONS: [1:  HREC distinguishes between case reports and case study methodology with case reports being “Observations are made of one patient with an interesting disease profile, before and after an intervention but with no control group.”] 

Guidance for researchers/clinicians/students


[bookmark: Why_do_we_need_ethics_approval_for_confe]Why do we need ethics approval for conference presentations?

Case reports and case series typically obtain ethics approval through expedited review of the final case report/series manuscript to be submitted for publication, accompanied by signed informed consent from the patient/s involved. However, clinicians/researchers often wish to present interesting case reports/series at scientific meetings/conferences before the publication is finalised or with no subsequent intention to publish. 

Since 2020, many conferences have moved to online or hybrid platforms, resulting in presentations being recorded and often also becoming available in the public domain, not only to conference delegates. As a result, there is a growing trend of conference organisers requiring ethics approval to ensure that patient data has appropriate consent and is presented in an ethically acceptable manner. 

To support this need, the HREC case report/case series application now provides for the submission and approval of conference presentations. This option may be of benefit to those who require ethics approval for a conference submission and to all who wish to follow good ethical principles for presenting patient data in a public forum. 


When is ethics approval for a conference presentation needed?
At present it is not compulsory to obtain ethics approval for case report/series conference presentations unless required by the conference. However, presenters are encouraged to obtain ethics approval even if it is not required by the conference organisers in the interests of good practice. Ethics approval should be sought for all case report/series conference presentations that have not yet been published or for which there is no intention to publish. 

What needs to be submitted?
The HREC office accepts new case reports/series for conference presentations at any time, in line with scheduled submission dates.

The application for ethics approval of a case report/case series for presentation at a conference will follow the same process as a case report/case series submission and should be accompanied by the following documentation:
1. Submission of an application for a case report/series, clearly marked in the application form as “for conference presentation” to the Health Research Ethics committee (HREC) via Infonetica© Ethics RM system;
2. Informed consent form for a case report/series as signed by the individual patient /participant (Kindly refer to the updated consent form template [embedded below] for case reports/case series]; 


3. A full draft of the presentation that is to be presented (either as a narrative MS Word or PowerPoint document, or both);
4. Head of Division signature;
5. A cover letter, providing details of the conference, context to presentation: the consent process, the position of the applicant (in relation to the patient(s)/participant(s), and the information to be presented at the conference (narrative – if not appended to submission).

[bookmark: Post_submission_guidance]Post submission guidance

(a) HREC can only approve a case report/series conference presentation, as submitted, as conference presenters often make edits/revisions to the final presentation and add information during the verbal presentation.
(b) Once the submission has been reviewed, a notification of HREC ethics approval will be sent to the applicant. 
(c) Kindly note that the approval of the conference presentation does not extend to the publication of the presentation. The approval of a case report as a journal publication, will require separate submission of the draft manuscript for review. Should the applicant wish to publish the case report/case series, an amendment to the original application can be submitted to HREC. 
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Consent Form For Case Reports_HREC Template_Eng May 2022.doc
CONSENT FORM FOR CASE REPORTS/CASE SERIES


[All text in red should be customised or deleted according to the relevant case report/series. 

Formatting should then be corrected to non-italic black text. Please delete this paragraph once the form has been customised. Write in plain English and use the active form; avoid passives as far as possible. This applies to all text that you add to this form.]

For your permission, as a patient, or your permission as the caregiver/guardian (in the case where the patient is a minor), to publish medical information in a research project, thesis, journal, or at a research conference presentation

· Please provide the full name of the person who will be described in the case report/case series and/or show in a photo/video/image) here. That is, your name or the name of the person you are responsible for (in the case of a minor): 

[Patient/caregiver/guardian to complete relevant name here]

__________________________________________________________________________ 

· Please provide a brief description of the text, photo, image, or other material (“the Information”) about the patient:


[Researcher/health professional to provide brief details here]

_______________________________________________________________________

· Provisional title of project/ article/ conference presentation in which Information will be included: 

[Researcher/health professional to provide title here]

__________________________________________________________________________ 


· Aim of the case report/case series

[Explain in brief, participant-friendly language what your case report aims to do and why you are doing it. Also explain why you are asking them specifically to provide information for this case report/series and if there will be other patients who participate as well (e.g., in case series)]. 

· How will my information (“the Information” as outlined above) be used?


[Add a short, simple description in lay terms of how information/photos/media will be used, stored, and shared – where and with whom. Include details on how long the information will be stored for, where the information will be stored, and who will have access to it.]

[Explain that the information collected will be treated as confidential and protected. If it is used in a research report, publication or presentation, the identity of the participant will be de-identified as far as possible (e.g., no names) but, given the unique nature of case reports /case series, there remains a chance that they could be identified by the details given about the case.]

· What will happen if I decide not to participate? 

Agreeing to have your Information used for this case report/series is entirely voluntary and you are free to say no. In other words, you may choose to say yes, or to say no, to having your medical history, examination findings, results and/or imaging tests used for the case report/case series. Nothing bad will happen if you say no: it will not affect you or your treatment negatively in any way whatsoever. 

You need to be aware that you are also free to withdraw your permission at any time before your Information is used in the case report publication in an academic journal or conference presentation. Once the Information has been submitted and accepted to be published, or has been presented at a conference, it will not be possible to withdraw consent at that stage. For this reason, all reasonable efforts will be made to contact you again once the final draft is ready to be submitted for publication or presented at a conference for you to review the case report/series and to give your final approval that you are happy with the Information that will be published/presented about you. Note that many edits are usually made during the publication or presentation process and the final publication or presentation may be slightly different to the first draft. 

· Other important information:

· You can phone the 

· researcher, [insert researcher’s full name here] at [insert researcher’s telephone number and email here], OR [include if relevant]:

· research supervisor, [insert supervisor’s title and full name here] at [insert supervisor’s telephone number and email here] if you have any further queries or concerns.


· You can phone the Stellenbosch University Health Research Ethics Committee at 021 938 9677/9819 if there still is something that has not been explained to you, or if you have any complaint.  


· You will receive a copy of this information and consent form for you to keep safe.


CONSENT


I_________________________________________ [INSERT FULL NAME] give my consent for this Information about MYSELF [OR MY CHILD OR WARD/MY RELATIVE [INSERT FULL NAME]:_________________________], relating to the subject matter above (“the Information”) to be used for the purpose of a research project/ thesis or presentation, or to appear in a published journal article.

I confirm that: (please tick boxes to confirm)

( I have seen the photo, image (if applicable), text or other material about me and been given the opportunity to read it and ask questions about it, or to request changes made to it.

( I have been given a copy of this completed information and consent form to keep.

I understand the following: 


1. The Information will be published or presented without my name [/child’s name/relatives name] included and every attempt will be made to ensure that my/my child’s identity is not revealed. I understand, however, that complete anonymity cannot be guaranteed. It is possible that somebody somewhere - perhaps, for example, somebody who looked after me/my child/relative, if I was in hospital, or a relative - may identify me.

2. The Information may show or include details of my/my child’s [/the patient’s] medical condition or injury and any prognosis, treatment, or surgery that I/my child has [/the patient has] had or may have in the future up to 12 months from the date of this consent form.

3. The Information may be published in a journal which is read worldwide or in an online journal which may also be read worldwide. Journals are aimed mainly at health care professionals and other researchers but may be seen by many non-doctors, including journalists. 


4. The Information may be placed on a website.

5. The Information may be presented at an academic conference where other health professionals, researchers, academics, and people in this field may be present. 


6. I [/the patient] will not receive any financial benefit from publication or presentation of the Information.

7. I can withdraw my consent at any time before online publication or date of conference presentation, but once the Information has been committed to publication or presented it will not be possible to withdraw my consent. 

8. The researcher will make all reasonable efforts to contact me to review the final draft of this case report/series before it is submitted for publication or presented at a conference for me to review it. 

9. This consent form will be retained securely and in confidence by the researcher in accordance with the law, for no longer than necessary. Personal data provided in this form will be used and retained in accordance with the Protection of Personal Information Act 4 of 2013 (POPIA).

Signed:__________________________________ Date: ______________________

If you would like the researcher/health professional to make contact with you to review the final draft of this case report/series before it is submitted for publication, please provide contact details:

Telephone number: __________________      Alternative telephone number: ________________

Email: ______________________________

Signature of person who has explained and administered the form to the patient (i.e., health professional/researcher): 

[image: image1.png]Signed:.

Position:

Institution:

Print name:

Address:_

Email address:

Date:

Telephone no:.






Signature of person who has witnessed this informed consent process and signing of the form by all parties: 

[image: image2.png]Signed:.

Position:

Institution:

Print name:

Address:_

Email address:

Date:

Telephone no:.






� Adapted from BMJ Case Reports consent form







Health Research Ethics Committee, Faculty of Medicine and Health Sciences, Stellenbosch University, South Africa. Consent form for case reports. Version2. May 2022.
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