CASE STUDY TWO

Contributing factors in childhood obesity

Overview

A group of Griffith University researchers, in collaboration with a visiting researcher from the UK, will be conducting some work to follow on from research already conducted at her home institution.  This research will combine social factors with a genetic inquiry into obesity.  Having identified some factors in her previous study, the researcher wishes to determine whether similar factors are present in an Australian population.

Objectives

If similar factors are identified in the Australian context, it is hoped that intervention strategies that had proven successful in the US can be utilised in Australia.

Research procedures

The medical records of participants will be analysed.  Participants will maintain an exercise and dietary log.  A number of blood tests will be conducted for genetic analysis and other testing.  Participants will be interviewed about lifestyle and diet on two occasions.  

Scientific Merit

The applicant provides an appropriate literature review that appears to demonstrate that the research would make a useful contribution to the body of knowledge.  It also establishes the veracity of the proposed testing regime.

Benefits

A benefit of the research is that it will inform whether it would be useful to apply US public health responses to child obesity in the Australian context.

Risks

Other than the normal minor risks associated with taking blood, the applicant indicates that there are no risks associated with the research.

Participants

Children aged 7 – 17 attending government or independent schools across Brisbane.

Recruitment

Schools in Brisbane will be invited to inform parents about the project and to host information sessions at which the researcher will speak and encourage parents to consider enrolling their children in the study, children known to the research team, and via snowballing.  Potential participants will be screened to ensure that they match the international standard of body mass index used to identify obesity.  The informed consent package indicates that, if the check of the participant’s medical records indicate that there is a physical factor commonly linked to obesity, then the participant will be withdrawn from the study.

Consent

Parents will be provided with a written informed consent package, including an information sheet and consent form.

Confidentiality

During data collection, the data will be coded (ie placed in a re-identifiable form).  Following the completion of data collection the data will be de-identified.  Reporting on the results of the research will be in aggregate form.

Reporting

Participants will be provided with a summary of the findings of the research.  The results will be used for conference presentations and other academic publications.

PRESENTER’S NOTES

This proposal is a good example of research that appears valuable and worthwhile, where the lack of specificity is likely to result in the HREC having to ask a number of questions.  Indeed, the degree of uncertainty could force the HREC to make a conservative decision and reconsider the application once the clarifications have been provided.

Medical records, privacy and consent – The informed consent materials will need to seek specific consent for access to medical records.

Blood tests – The HREC will require far more specificity about the blood tests (how many, how much blood, over what period of time, will this be conducted by a qualified / experienced person, and what biosafety arrangements are in place?).  This information will need to be appropriate included in the informed consent package.  The Committee will want information about what actual tests will be conducted, and the types of information that will be gathered from the genetic and other tests (eg could this information identify the presence of, or possibility of, any medical conditions?).

Burdens and benefits – In addition to wanting to know more about the blood tests, the HREC will also probably want to know more about the exercise and dietary logs (over what period of time and how much work will be involved).  Once again this information will need to be included in the information sheet.  The Committee is also likely to reflect upon the amount of burdens on participants given the benefits will not flow to individual participants.  At the very least, the informed consent package will need to make it clear that there will be no benefits to individual participants and clearly establish just how much is being asked of the participants.

Appropriateness of procedures – Ethics committees should always exercise caution before beginning to discuss issues that relate to scientific merit.  Even though the National Statement establishes scientific merit as an ethical issue, a HREC generally will not have the breadth of expertise necessary to be a scientific review committee.  Furthermore, many protocols that are submitted to a HREC will have already been through some form of peer review process.  Nevertheless, where a project involves appreciable risk or significant burden, it is appropriate for a HREC to reflect upon whether the research appears justified and, on the basis of whether there is a reasonable expectation that the research will yield useful results, is it ethical to ask persons to participate in the research.  This is especially true for situations where special ethical issues apply, or if the participant group is particularly vulnerable.  Given that participants are children, a HREC might well question whether the listed procedures (eg a sequence of blood tests) and maintaining a diary is really appropriate to children (especially given the listed age range).

Risks – In addition to the discussion above about the blood testing, the HREC is likely to insist that the “normal risks” are discussed in the informed consent package.  The Committee may also query whether the research team has considered the degree to which some participants may already be distressed about their obesity and that the research might compound this distress – requiring offering some appropriate sources of support.  The Committee might also be worried of the potential for participants to be stigmatised on the basis of their identification, and the degree to which the recruitment design protects against this.

Recruitment - Schools – The HREC may encourage the research team to reflect further on the very public and indiscriminate nature of the initial contact with potential participants – and suggest that a more targeted approach be utilised.

Recruitment – Known persons – It is a common misconception that recruitment using known contacts raises less ethical issues than recruitment from an unknown population.  In fact, the converse is often true.  An existing relationship can represent a degree of unintentional coercive pressure to participate, can raise additional risks, and can impact negatively upon the data collected.  The HREC will want to know that potential participants are given time and space to consider their participation and are left in no doubt that their participation is entirely voluntary.

Recruitment - Snowballing – Snowballing can suffer from similar ethical problems as the recruitment of known persons.  Furthermore, depending upon how the snowballing works, it may raise privacy concerns (eg if a researcher is given the home contact details of another person who a participant believes is obese).  Preferably, participants should be provided with an information sheet and asked to pass it on to the potential participant.  The potential participant can then decide whether or not to contact the research team.

Recruitment – Parental pressure – The recruitment process has the potential to result in parental pressure being exerted on the potential participants.  This is largely unavoidable with any such recruitment mechanism.  However, it is probably compounded by the current school-based recruitment process and is another reason why the HREC may want this amended.

Recruitment –Exclusion – The informed consent package will need to carefully explain why some participants will be excluded on the presence of some medical conditions.

Consent –Child – There should be an appropriate informed consent mechanism for all the child participants.  Given the age range, two or more different approaches may be appropriate.  For the older children, an informed consent package that is addressed to them and is then countersigned by their parent / guardian will be appropriate.

Other issues – Some other issues include:

1. the instruments for the interview, or the provision of indicative questions, that give some sense for the most ethically sensitive / intrusive line of questioning;

2. a copy of the agreement of the participating schools, once this is available; and

3. a copy of the approval of the relevant education authorities, if required.

