FREQUENTLY ASKED QUESTIONS
RETROSPECTIVE REVIEW

1. Colleagues have suggested I needed CHREB review and approval for some work I have already done.  What should I do?

A: The CHREB cannot and does not grant retroactive or retrospective approval.  However if you write to the chair at omb@ucalgary.ca, giving full details about the situation we may be able to provide a “comfort letter” and will assist you in planning so that you can avoid the situation in future.

CHART REVIEWS

2. I am a care provider for patients.  Can I go through their charts whenever I think it might be useful?

A: The Health Information Act is quite specific on privacy.  You can go through a patient’s chart without consent only if (a) it is to provide that patient with health care OR (b) to undertake quality assurance work outside the context of research OR (c) both the CHREB has granted a waiver of consent  for actual or potential research and the custodian of the records gives you access.  See the CHREB application forms (Form 1 General Application; Form 1b Pre-study Health Information Review)
PATHOLOGICAL SAMPLES AND WET LAB

3. I do not deal with patients. I work in the labs on human biologic samples.  Do I need to apply to CHREB for my research projects?

A: Yes.  The projects involve human health information, tissue samples or genetic information and as such you need to apply to the CHREB.  Consent may be an issue for you, because you do not deal directly with patients.  Where possible, the patients’ consent should be obtained.  Sometimes this is achieved by including the attending physicians in the research project as co-investigators.  However if it is impractical, not feasible or unreasonable to obtain consent, you may request a waiver by the CHREB of the consent requirement.

PUBLISHING CASE SERIES AND CASE REPORTS
4.  Do I need ethics approval to publish my work?

A: No.  However some publishers do ask for an ethics certificate.  The chair of the CHREB will provide a “comfort letter” (if it is appropriate) for you for those submissions.  Depending on your topic you might need patient consent to use their data/images for things like case reports.

5. I have noticed after the fact I have a case (series) that I would like to publish/present at a conference.  Do I need to get permission from anyone?

A: If the patients are readily identifiable, then you need their consent to the use of their identifiable information.  However there is an educational exemption under the Health Information Act which allows for sharing such information in anonymous form with colleagues for professional educational purposes.  If patient consent is otherwise required but you have no ability to obtain their consent (eg loss to follow-up, death ..), write to the chair at omb@ucalgary.ca  setting out details and we will try to provide appropriate advice.
ELECTRONIC SURVEYS AND QUESTIONNAIRES

6. For my study I will be collecting data by electronic questionnaires and surveys.  Do I need to get written consent?
A:  Your study will be a two stage electronic process.  The first level is an information sheet rather than a consent form. Prepare an information page about what you are doing, why and what the survey/questionnaire will cover.  Then you need to prepare the content for the electronic survey/questionnaire. Both need to be reviewed and approved by the CHREB before use.  Make it clear in the information page that the survey/questionnaire is voluntary and that the respondent can access the survey without being committed to submitting it. Also indicate whether or not you plan to collect/extract personal identifiers and how you will protect privacy – given the electronic trace that is left.  Have the questionnaire/survey accessed by the respondent activating a link. Have the questionnaire/survey collected by the respondent activating a “submit” key.  Provided your electronic documents are acceptable to the CHREB, this will normally be construed as “implied consent” by completion and submission.
WRITTEN CONSENT IRREGULARITIES

7.  The participant had signed the consent form without a witness being present.  Is that alright?

A: Ideally the subject should be asked to re-sign in the presence of a witness.  If this is not possible, the researchers should make full notes in the records if there is any irregularity in the process, what steps the researchers took to make sure the participant fully understood the project and that participation was entirely voluntary. Witness’s signature is to indicate that the subject signed the form and to be able to describe what they saw and heard happen, where and when in the unlikely event of disagreement about voluntary participation.

8. Who can act as an interpreter for a potential participant?

A: Besides the obvious requirements about language/sign language/communication capacity, any competent adult may act as interpreter.  Most teaching hospitals have access to a wide range of qualified interpreter services and you may be able to access these if you have any concerns about whether the potential subject will be given full information.

9. I have a blind subject who is eligible and wants to be in my study.  How do I get consent? 

A: Many legally blind people can see well enough to be able to sign documents, so do not assume that written personal consent is impossible. Make sure that they have read or had read to them the consent form and have had plenty of opportunity to ask questions.  Ask the person how they would like it to be recorded that they consent.  Make full notes so that a monitor/auditor can see what happened. 
RECONSENTING

10. I have a study where a subject was enrolled as a minor with paediatric consent.  The subject is just about to reach the age of 18.  Do I need to do anything special?
A: Consent is an ongoing, proactive, voluntary engagement.  So when the young person reaches the age of majority you do need their personal consent.  All information gained under the paediatric consent will remain in the study, but gathering further information or continuing to store identifiable biosamples for future research does require the new adult’s consent.
11.  I work on a clinical trial.  All our local subjects have finished the trial intervention phase and are in follow up. The sponsor has sent through a change in the protocol about newly identified risks.  Do I need to “reconsent” the local subjects?
A: The subjects do need to be told of new information about risks even though they have finished the active intervention phase.  It may be more appropriate to prepare an information update rather than as a full “reconsent”.  Write to the chair at omb@ucalgary.ca and ask for advice.

12. The sponsor has asked us to “reconsent” subjects in the study because of editorial and administrative changes in the consent form, but I have a local subject who says they want to stay in the study, have already given consent and is refusing to sign.  What do I do?

A: Give the subject a copy of the revised consent form, confirm orally that they do understand and do wish to remain in the study, make a written note in your records and keep them in the study.
QUALITY ASSURANCE QUESTIONS

13.  I am doing quality assurance work.  Do I need to apply to CHREB?

A:  No provided you are a legal custodian of any personal health information that will be used in the project or already have specific consent from the patients to access their information.  However, if you wish to do quality assurance work as research under the Health Information Act (currently section 27(2)) you may apply to the CHREB.  In practice the CHREB treats quality improvement and program evaluation work the same as quality assurance work.   Remember though you cannot do quality assurance type projects on other people’s work/records unless you are their manager or have been assigned to do the task by their manager.
14.  I think my project counts as QA work, how can I tell if it needs ethics review?

A: There is a very useful screening tool that has been developed by ARECCI (Alberta Research Ethics Community Consensus Initiative).  It is worth while running your project through the tools.  They are available at www.ahfmr.ab.ca/arecci
Once you have screened your project even if you think it does qualify as QA work, you may prefer to submit it for an independent review by the Chair of the CHREB.  Do not submit a full CHREB application, but send a letter requesting the chair’s evaluation.  This may result in the chair sending you a “comfort letter” or advising you to make a full application to the CHREB.

CUSTODIAN REFUSES TO RELEASE INFORMATION

15. The CHREB granted me a waiver of consent to review health information for my study, but the records officer won’t give me access to the records.  What can I do?

A:  The Health Information Act makes the custodian of the health record the ultimate gate keeper.  So Health Records is within its rights to refuse access even if the CHREB has approved with a waiver of consent.  Typically however, it is that Health Records is unaware of the waiver [give them a copy of the CHREB approval letter] or you have not specified clearly enough which records you seek to access [specify clearly to make their job realistic and the chart pull feasible] or you have not paid the required fee [pay the fee].
TIME-LINES FOR SUBMISSIONS TO CHREB 
16: What are the deadlines for submissions to the CHREB?

A: The CHREB review process is continuous.  You may submit at any time.  Completed applications (5 copies) are submitted to the Children’s Health Research Office at the Alberta Children’s Hospital if the inclusion criteria allow for someone under the age of 18 years to be a subject.  All adults-only studies applications (5 copies) are submitted to the Office of Medical Bioethics.

17: Can my new application get to next week’s meeting of the CHREB?

A: Normally that is not possible.  The agenda is usually fixed a week in advance of the meeting.  The application has to be reviewed administratively before it is given to the preliminary reviewers for science and ethics.  They each prepare a summary review for inclusion in a future agenda.

18: I need approval this week but my project doesn’t fit under the Health Canada “Compassionate Access” program for a patient.  What can I do?
A: If you really do need review and approval at very short notice, be sure your application is absolutely complete, contact the office and be prepared to meet at the chair’s earliest convenience.  If there is a reasonable explanation of the failure to apply sooner and the urgency of the need is established, the chair may be able to grant expedited approval or arrange a sub-committee.  However, you may have to wait.
THE CHREB MEMBERSHIP

18.  Why don’t you list the members of the CHREB on the website?

A: Board members reaffirmed at a full meeting of the CHREB in 2008 that they wish to remain anonymous. This is to ensure they do not become vulnerable to inappropriate personal approaches.  However the identify of the chair and the deputy chair are public information.

