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CONJOINT HEALTH RESEARCH ETHICS BOARD
Guidelines for Completing Form 1 General Application Form
General Instructions

1. Form 1, General Application Form (current Version, June 2008) applies to all kinds of health research projects involving human subjects, including clinical trials, qualitative studies, bench science and pathology studies using humans or human tissue and other human biosamples.  For intending researchers who wish to review health records in order to determine study feasibility, design and eligibility for potential subjects, use Form 1b:  Application to Review Records (in Anticipation of Development of a Study).

2. Researchers must obtain ethical approval for any active project, funded or not, involving human subjects and must submit that project with complete documentation to the Conjoint Health Research Ethics Board (CHREB).

3. Researchers must not start a project until they receive an ethics certificate from the CHREB and meet all other requirements that may apply through the University.

4. It is the researchers' responsibility to ensure that there is adequate lead-time available for ethical review in relation to other deadlines.

5. Projects must have only one principal researcher.

6. In all studies principal researchers must be faculty members or otherwise formally affiliated with the University of Calgary or the Calgary Health Region.  The term “principal researcher” is interchangeable with “principal investigator” except in respect of clinical trials involving drugs, devices or natural health products, where Health Canada imposes special qualification requirements.

7. In supervised research, the term "the researcher" must include both the supervisor and the individual(s) being supervised.  Only the supervisor may be named as the principal researcher.  Students, residents visiting scholars and fellows are not eligible to be the principal researcher.  They must be named as co-researcher.

8. For clinical trials the principal researcher must be a qualified investigator (QI) under Health Canada requirements or a recognized principal investigator under the Natural Health Products regulations.

9. Unless the researchers intend to pursue the research entirely without external funding, applications for ethics approval may be made only once funding has been confirmed.  The CHREB will not review applications for projects contingent on successful funding applications to external bodies.

10. Access to funding however is contingent on the researchers holding a valid ethics certification from CHREB.  Project funds will not be released to the project principals until ethics approval is issued and a copy of the ethics certificate is on file in Research Services.

11. The principal researcher must maintain current status through the filing of annual reports on all existing files and through fulfilling any CHREB requirements relating to reporting. 

12. It remains the responsibility of the applicant to provide the Conjoint Health REB with complete documentation in adequate time. Ethical approval requires an official statement of acceptance from the Conjoint Health REB chair. 

13. The current version of the CHREB standard Application form (Form 1) is accessible electronically and can be downloaded from the CHREB website (http://www.fp.ucalgary.ca/medbioethics/download.html). Brief instructions for each section are provided in the following sections below.

14. Full protocols are required for all studies, (including IBs for clinical trials) and all documentation including consent forms, letters of invitation, posters, questionnaires, telephone, radio, television and website recruitment and interview scripts to be used must be submitted with the application.

15. Investigators Brochures must be submitted in both hard copy and CD electronic format for the original application; thereafter a CD version is acceptable for updates and amendments. 

SECTION A - GENERAL INFORMATION
1. Researchers should familiarize themselves with relevant policies such as the Tri-Council Policy Statement on Research Involving Human Subjects; The Intentional Conference on Harmonization Good Clinical Practice; Division 5 of the Canada Food and Drug Regulations; Health Canada Natural Health Products Directorate Regulations; Health Canada Therapeutic Products Directorate Regulations; and the national Stem Cell Oversight Committee requirements prior to applying for ethical approval. 

2. Components of the general information part of the CHREB Form 1 Application Form Version June 2008 are fairly self-explanatory. To avoid delays in obtaining approval be sure to fill in the required information completely.

3. Please note that students are not eligible to be principal researchers in studies under the CHREB mandate.  This applies to thesis projects and course studies.  The supervisor or course instructor or another approved academic or clinician is to be named as the principal researcher.  The reason for this is to ensure there is in place an appropriate and actionable accountability over the life of the file. 

4. Provide sufficient and accurate contact information to facilitate communication between the Conjoint Health REB and researcher.

5. Keep contact information for people such as the principal investigator or the study coordinator up to date and current with the Office of Medical Bioethics. This is critical information and is essential to the day to day administration of the CHREB.

6. Funding information is required to be reviewed by the CHREB under the Tri-Council Policy Statement.  You must therefore provide it.  If you propose to proceed without funding (for example, many student projects are unfunded) indicate this in a covering letter.

7. When providing anticipated start and completion dates, be realistic. The approval process may take longer than 8 weeks; do not anticipate starting too early.

8. Notice that EXPEDITED approval does not mean “fast”.  The expression is taken from the Tri-Council Policy Statement as at June 2008 and means only that the approval may be issued by the chair as delegated authority of the CHREB if the application meets the conditions set out in the TCPS and that approval is not tied to a meeting date.

SECTION B - DEPARTMENTAL APPROVALS
1. The researcher must acquire all the necessary signatures from the Department/Unit Heads and unit heads whose operations will be affected by the protocol. The signatures indicate the agreement of the Department/Unit Head for the Researchers to undertake the research and use departmental/unit facilities for those purposes.  It is a key component in the institutional acceptance of the impact of the research.

2. Researchers are not permitted ordinarily to sign in an administrative capacity for their own studies.  This would be a conflict of interest.  Where it is impossible to obtain an independent administrative signature this should be addressed in the cover letter to the chair of the CHREB, explaining the situation.

SECTION C - RESEARCH PROTOCOL SUMMARY
Rationale and Significance 
What is the situation that the study is going to address/explore/investigate? Describe the background condition and say what the study hopes to achieve.  How will the proposed research benefit people? These benefits must justify the fact that you will be asking subjects to participate in the study. Potential beneficiaries include the following: Student Researcher Typical responses usually involve academic recognition, an increased understanding of research methods and the research topic. Subjects In many studies, subjects receive information about their own physiological, medical, biomechanical or psychological state and abilities. However, if there is no direct benefit to the subjects, you must indicate that you will be able to answer any questions that they may have about your research and related topics. Scientific Community Indicate the information that you hope to add to the existing knowledge base of your research topic. Other Communities List any specific communities that you feel could benefit from the results of your research and indicate how you think this information will be useful to them. 

Hypothesis or Research Question
Clearly state your hypothesis or research question.  Remember that the review purpose is for ethics and science; many of the readers are not well-versed in your area.  So you need to write for an intelligent, articulate but lay reader.

Objectives (list primary and secondary) 

Justify and explain the purpose and objectives of your research. Briefly summarize current knowledge, and/or relevant literature concerning your topic. Do not forget to state the project’s purpose and objectives explicitly.

Basic Study Design (briefly describe your study) 

Explain all major aspects of the project and provide details of protocols involving any element of risk for the subjects. Remember that the individuals reading the description of the project are primarily concerned with its ethical and scientific merit. It is important for them to understand what you are doing but they do not need to be able to reproduce the project themselves. Spend time describing those aspects of the project that they will be most concerned with and provide enough detail in your description of the whole project to eliminate confusion. Append copies of any questionnaires or measurement instruments you will use. These are required to be reviewed and approved before they can be used.

Methods 

Major Inclusion/Exclusion Criteria - If potential subjects must meet a specific set of criteria to qualify for participation in your study, these requirements and the reasons for including them must be clearly delineated. This most often happens when a researcher wants to study a very specific population.  Similarly for exclusion criteria, when the research project explicitly intends to exclude certain classes of people or conditions.

Interventions – What will you do to the subjects and what you require the subjects to do and for how long.  For instance indicate how many times they need to attend clinic or your interview location, what they will be doing while there and how long these visits are likely to take.  Similarly, if you need subjects to perform some tasks off-site and/or on their own time (such as follow up questionnaires) indicate how long these are likely to take.

Observational Study - An observational study involves no change of treatment or no specific interventional activity on the part of the subjects.  However to generate statistically significant or qualitatively meaningful results observational studies do require you to have a theoretical plan as to what counts as a relevant observation, how many cases you need to observe etc.

Major Outcomes – What will be measured; how will this be measured and collected and what instruments will be used.

For qualitative research - Indicate clearly which particular qualitative method(s) you will be using and why it fits/they fit the topic you propose to research.  Do not stop at saying “qualitative methodology” or “mixed methods”.  CHREB membership includes strong representation from qualitative researchers.

Statistical Consideration 
What is your sample size and how do you justify it? Include a calculation to demonstrate that the number of subjects you plan to include in your study that will generate sufficient statistical power for data analysis. 

Data Analysis - (Which method of analysis will you use?) Describe the specific method of analysis.

Pilot Study - Do not use the phrase “pilot study” unless you can say what proposed full study it is a pilot for.  Low numbers alone do not make something a pilot study. A pilot study is the front runner to a fully powered study, the design of which may reflect tentative findings from the pilot.

Convenience Sample If your sample size is one that is one that is determined simply by convenience to you of recruiting subjects locally within the designated time frame, you are unlikely to have any statistical considerations or analysis, but you might nonetheless identify and describe some interesting features suggestive for future studies.

Saturation For qualitative research indicate how you will identify data saturation for your project.

Limitations- List the main limitations of your study.

Recruitment 
State how many subjects you hope to recruit for your study locally and how many will be recruited overall if the study is multi-centered.  (The number of subjects is important not just for overall design, but also for insurance ratification purposes.)  Describe how you will identify potential subjects, who will recruit them, and where they will be recruited. Describe how and where you will advertise your project. If you will be actively seeking participation by speaking to specific groups, you must detail what you will say and why you have chosen to speak to each group.  Append a copy of any posters that will be used for advertising and scripts and/or text to be used for electronic, radio, television or oral presentations.  If your research involves use of languages other than English, provide certified copies of translations of those documents to the CHREB.

SECTION D - HEALTH CANADA REVIEW

Clinical drug trials (RCTs), natural health products and medical device trials must be approved by Health Canada prior to their commencement. In order to do so, a Clinical Trial Application (CTA) must be filed with Health Canada. A copy of the Health Canada Non-Objection Letter or Notice of Authorization Letter must be forwarded to the CHREB prior to final approval. Please refer to the Health Products Food Branch website http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/clini/ctdcta_ctddec_e.html for further information on clinical drug trials, http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index_e.html for more information on natural health products and http://www.hc-sc.gc.ca/dhp-mps/md-im/index_e.html for more information on medical devices.

SECTION E - BUDGET SUMMARY
If the study is receiving funding from industry or a granting agency, attach the budget submitted to or received from that external source. Be thorough.   The CHREB reviews to ensure that the study is well enough funded that it will not close early for insufficient funding (to do so would amount to abuse of subjects’ time and goodwill if their participation is part of a study that cannot be completed)

SECTION F - PRIVACY PROTECTION

It is imperative that this section is thoroughly considered and completed.  The primacy of respect for privacy and protection of personal information is mandated through legislation in Alberta.  With extremely few exceptions (chiefly to do with public health and public safety) information is not allowed to be used for any purpose other than that for which it was originally gathered without either the consent of the individual or their legal representative or a waiver by the board. PERSONAL CONSENT TO USE PERSONAL INFORMATION is the standard under the Health Information Act of Alberta. This includes chart reviews as a preliminary preparation for deciding feasibility of a study.  It is up to researchers to request a waiver by the board.   The board has very limited discretion to grant waivers of consent.  If waiver is sought, the researcher must provide appropriate justification in accordance with that legislation.  See Health Information Act, sections 49 and 50 for details. The statute is accessible through www.canlii.org. All identifiable data must be protected from improper or accidental disclosure and/or access.  It is crucial that the highest level of privacy possible be retained at all times. Accordingly, the access, control, and dissemination of personal information are essential to ethical research. The respect for privacy in research is an internationally recognized norm and ethical standard.  It is not sufficient to say that data will be rendered anonymous.   Anonymity entails the collection of data that is already not linked to any particular subject. Confidentiality entails data that are linked to a participant, either directly or by a particular code. Anonymity is often impossible in many studies in health research fields. Therefore, appropriate procedures to ensure confidentiality are imperative. Information that is disclosed in the context of a professional or research relationship must be held confidential.  Breaches of confidentiality may cause harm to the trust relationship between the researcher and the research subject, to other individuals or groups and/or to the reputation of the research community. Researchers need to recognize that funders and sponsors also rightly expect their information to be accorded the confidentiality that is required to secure and maintain their trust in the ethics review process.

Describe the methods that will be used to ensure the confidentiality of each subject’s information and of the confidential information that may be provided by any sponsor or funder. Indicate who will have access to the data both during and after the study. Give exact details about the storage and ultimate disposal of the records/data from your study.  Indicate where, how, and for how long the data will be stored. Health Canada requires data from clinical trials to be stored for 25 years from the completion of a study (i.e., final close-out of all reporting requirements to the CHREB).  Policy around the university varies from department to department, but the university minimum is now seven years. Your department or unit may have established a longer period.  You need to plan financially and logistically to arrange appropriate physical storage of all raw data and records for the required number of years before it is destroyed. 

SECTION G - BIOGRAPHICAL SKETCH OF PRINCIPAL RESEARCHER

The CHREB is required in its deliberations to consider the qualifications of the researcher to undertake the Indicate the proposed project.  To do this, the CHREB reviews researchers’ CVs. You must therefore indicate whether a CV of the principal researcher is included with the application or whether the CV is on file at the Child Health Research Office, or Office of Medical Bioethics.  CVs may be submitted electronically and are required to be updated every three years.

