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Gaining ethical consent from patients for content released as OER

Background
There is not much information readily available in the OER world that tackles how to go about releasing OER that involves patients. The following guide is therefore based on ethical principles that guide medical practice, research, and publications. One of the central ethical principles in medical practice is respect for patient autonomy. This has two related implications for the use of patient information – obtaining informed consent and addressing the issue of confidentiality.

Usually patient information (and images taken in the medical context) that medical practitioners obtain in the course of their clinical work is confidential. Medical practitioners generally obtain patients’ consent before sharing that information with others beyond the healthcare team, particularly if the individual might be identifiable from that information.

Thus, it follows that any information regarding a patient that will be released for teaching or other purposes requires the informed consent of the patient. In instances where confidentiality cannot be guaranteed, patients need to be made aware and consent to this.

The following ethical guidelines are generally followed when obtaining consent for patients to participate in a project:

· Potential recruits to the project must be given sufficient information to allow them to decide whether or not they want to take part.

· The exact nature of how the patient information will be used will need to be disclosed to the patient.

· A patient needs to give their informed consent to participate. Informed consent involves giving detailed written and verbal explanation to a patient to what exactly he/she is agreeing.
In instances where patient information is used for publications, the following guidelines are usually followed:

· For publication in some health journals, informed consent forms may need to accompany any article submissions.

· If authors include any personal identifying images within a resource, the following is recommended:

· Provide written permission from each patient or actor granting permission to incorporate their personally identifying information in the submission

· Ensure all personally identifying information (i.e. picture of patient’s face, identifying scars, name, date of birth, hospital number, identity or social security number, address etc) have been removed or blacked out from any photos, imagery, charts, graphs, lab values, radiographs or medical/dental records included in the submission (although it has been questioned whether simply blacking out a patient’s eyes successfully disguises identity).

Some argue that, in instances where the subject is not identifiable, there may not be a need for patient consent. In such cases, effort is taken to preserve the patient’s anonymity by removing any identifying characteristics (as noted above). This involves not only removing visible information but also removing such information that may be encoded in the data structure of the image file.

What does this mean for creating and releasing content as OER?

· Any OER that contains personal medical information about an identifiable living individual requires the patient’s explicit consent.

· If one is creating a new resource using video or images, it is highly recommended that the patient’s informed consent is obtained for all medical images and the subsequent use of their images whether or not they can be identified by the picture. This includes using images such as x rays, laparoscopic images, ultrasound images, pathology slides, or images of indistinctive parts of the body.

· It is recommended that the consent be obtained in writing. If you are planning to publish the work or areas of the work in a journal, it may be useful to get signed consent forms as most journals require these. 

· The patient has a right to know how this information will be used, by whom and for what purposes. The patient must be fully aware that the information will be placed on the Internet and will be publicly available indefinitely. It is therefore important the patient is made aware of the possible forms of the lack of control that it is possible to exercise over who will see and use the images. Thus, it is recommended that all identifying characteristics be removed. 

· NOTE: If patients have given consent for text publication only, this does not necessarily cover publication in electronic formats and on the Internet.

· It is vital that patients are aware that the information will be released on an Open platform and therefore people around the world will have access to that information. This has limits for the patients right to withdraw for a project - for example, participants can have the option of withdrawing at any time DURING the process, but once this is over, the content will be released openly.

· In the case of images, if consent cannot be obtained because the patient cannot be traced, then the OER should only be published if the information can be sufficiently ‘anonymized’ – this means that neither the patient nor anyone else could identify the patient with certainty. If a patient has passed away, the authors should seek permission from a relative (as a matter of courtesy and medical ethics).

The OER should indicate whether consent was obtained – for example, ‘The patients who appear in this programme freely gave their consent for the authors to use their images for educational purposes. Where real patients were filmed or photographed, we have not shown their faces or other identifiable features.’

In instances where actors have been used in the production of a video in lieu of patients (e.g. basic mental or physical exams), this should also be noted – for example, ‘No real patients were filmed in the production of the programme. The patients portrayed are actors and their identities are listed at the end of the video.’

A good research practice (which can also be applicable in the OER context) is storing data anonymously. After obtaining the necessary consent and obtaining the required information, it is recommended to hold the data anonymously as this cannot be traced back to individual participants. However, participants need to be informed that the data is being retained in this way so that they can give their consent to this.
Obtaining Consent
Consent is usually obtained via a consent form. It is essential that consent forms be written in simple, non-technical language that project participants can understand. They should be translated into the language of the participating subject in instances where English is not understood. In addition, the consent form should not contain any exculpatory language. That is, patients should not be asked to waive (or appear to waive) any of their legal rights, nor should they be asked to release the investigator, donor, or institution from liability for negligence.

There may be occasions/situations where obtaining the signature of a patient is not a common practice (for example in certain countries where it is the norm to only sign legally binding documents) and thus the requirement to sign the consent form may be treated with suspicion by patients. In such instances, it is advisable to consider an alternate form of recording patients’ consent, such as audio or video recording their consent, or obtain verbal consent with the signatures from witnesses testifying that informed consent was provided. Whichever method is deployed, it is imperative that the patient’s right to autonomy be respected and they need to explicitly consent to the process.

The role of the person taking the consent is vital as they play an important role in explaining the benefits and risks of participating, and assuring patients of confidentiality, particularly in instances where participants may not be literate and verbally recorded consent is obtained. It is recommended that this person should be the health 
The informed consent form consists of two parts: the information section and the consent section.
Information section
The information section should include the following:

· State the objectives of the project – this should also explain that the individual is being asked to take part in the project. The following is an example of how this may be phrased: ‘You are being invited to take part in an OER project. Before you decide whether or not to take part, it is important for you to understand why the recording is being done and what it will involve. Please take time to read the following information carefully.’

· Include contact details for participant queries.

· Inform participants of all aspects of the project/intervention that might be reasonably expected to influence willingness to participate.

· Participants need to be aware that their participation is voluntary – for example, ‘It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw during the filming of this video without giving a reason’.

· The fact that the image/video cannot be removed once it is released to the public should be emphasised.

· Outline the potential benefits of participating – If participants will not benefit directly from participation, the following statement can be included: ‘You will not benefit directly from participating in this project.’
· Outline whether there are any reimbursements – state clearly what you will provide the participants with as a result of their participation. These may include, for example, travel costs and reimbursement for time. If no incentives/reimbursements are provided, the following statement can be included: ‘I understand that I will not receive payment or any other compensation in connection with the pictures and recordings’.

· Inform patients precisely about the nature of the images to be taken and whether the patient is likely to be recognisable 

· Patients who give consent can be given a specific time frame from the date of photography/video, during which they can withdraw consent, before the pictures are available for publication.

· It is made clear that refusal to give consent for the image to be made, or to be used in any specific way, does not affect the patient’s medical care. Thus, their decision to participate will have no bearing on their medical care.
· Images of minors should be avoided. If circumstance requires an image of a minor, then consent is requested from a parent or legal guardian. However, the views of competent minors are taken into account, and, if they refuse to give consent, no images should be taken.

· After a video or image has been taken the patient can be asked to confirm the initial consent.
· Patients can also be provided with an option of viewing the video or images once it is completed (or showing them examples of other videos where images were blurred/removed to protect patient confidentiality).
· Participants must be given a copy of the consent form to keep.

Example of an information section
University X is producing audio-visual teaching material to help in the education of medical students and postgraduate students at University X and around the world. In order to produce this material, the help of patients reporting for care or of some healthy individuals will be required. The production will require the filming of the procedure that needs to be performed for the patient and some aspects of the clinical examination. In most instances the identity of the patient will be protected. Where it will be possible to protect identity, this will be made clear before the procedure. No confidential information about the volunteer will be revealed.

The filming of procedures will not be harmful to the health of the volunteer and no clinical procedure which is not required in the care of the volunteer will be carried out. The material produced will be available to all students and postgraduates of University X. The material will also be made available to partnering institutions by being placed on the Internet and so it could be accessed by anyone who has access to these sites.

The volunteer will not be paid any royalties for filming but a token compensation for the use of the person’s time will be made. Volunteers are free to withdraw from participation at any time before or after giving their consent if they find the procedure unacceptable to them for any reason. Participation in the production or refusal to do so will not affect the quality of care received in any way.

Consent section
This section must be written in the first person. If the participant is illiterate but gives oral consent, a witness can sign. The person going over the informed consent should also sign each consent form. The certificate of consent should avoid statements that have ‘I understand….’ phrases. The understanding should perhaps be better tested through targeted questions when going through/at the end of explaining the project and reading of the information sheet.
If using minors, remember to tailor the template so that it addresses minors.

Examples of statements providing consent:

I have read the foregoing information. I have had the opportunity to ask questions about it and any questions I have been asked have been answered to my satisfaction. I consent voluntarily to be a participant in this project. 

1. I confirm that I have read and understand the information sheet for the above project and have had the opportunity to ask questions.

2. I permit University X to record a photographic image and or audio or video of me for educational, academic, or research purposes
3. I understand that my participation is voluntary.
4. I agree to participate in the photography/video

I ___________________________________________________________ hereby document that the procedure that is about to be carried out, the reason for filming and the eventual use of the material produced has been explained to me in a language that I understand. I therefore consent to be a volunteer for use in the production of this material.
Signature of Patient ___________________ (or thumb print)

Date ___________________________

Example of Parent/Guardian Consent for minors

I ___________________________________________________________ hereby document that the procedure that is about to be carried out, the reason for filming and the eventual use of the material produced has been explained to me in a language that I understand. I therefore consent for my child/ward to be a volunteer for the use in the production of this material.

Name of Patient__________________

Signature of Patient/Guardian ___________________ (or thumb print)

Date ___________________________

Example of statements for person explaining consent

I confirm that the participant was given an opportunity to ask questions about the project, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 
A copy of this consent form has been provided to the participant.

Print Name of person taking the consent________________________

Signature of person taking the consent__________________________

Date ___________________________

Whilst providing the necessary information to the participant, the process of informed consent also provides an opportunity for prospective participants to ask questions and receive answers about the project. The following statement can be added to the consent form: ‘I have had a chance to discuss this form with University X staff and have received complete answers to all my questions’.
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