CASE STUDY FIVE

Impact of energy bars on elite athletic performance

Overview

Two researchers intend to quantify the impact of energy bars on the athletic performance of a group of elite athletes.  This will be measured by comparing the completion of a number of tasks against the performance of the same tasks 30 minutes after consuming an energy bar.  The research is unsponsored.

Objectives

The research team hopes to provide some scientific data to either validate, or invalidate, the claim that energy bars have a positive impact upon performance.

Research procedures

Participant athletes will be divided into two groups.  One group will be assigned as a double-blind control.  Each group of athletes will undertake a sequence of physical activities with which they are very familiar (ie accuracy with thrown ball, catching, bowling and batting).  The “success” rate of participants will be recorded.  Both groups of athletes will then undertake a maximal exercise activity (exercise to exhaustion) using an exercise bike.  One week later the process will be repeated 30 minutes after the consumption of what they are told is an energy bar (though the control group will only receive a chocolate bar).

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 provide some more scientific basis for claims about the value of energy bars, especially to elite athletes.

Risks

The research team points out that participants will only be asked to undertake activities that they would routinely perform.

Participants

The potential participants will be professional and semi-professional crickets, who will be recruited via the Australian Institute of Sport.  Given the time required for testing, and the other demands on the time of participants, a “performance-based-incentive” will be offered to participants.

Recruitment

A recruitment letter will be sent to all potential participants, inviting them to contact the research team if they are interested in participating in the research.

Consent

In accordance with University guidelines, participants will be asked to complete a consent form.

Confidentiality

Data will be stored in a de-identified form.  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 research touches upon a number of significant issues.  Even though it is probable that the research team have considered and addressed these issues, the ‘silence’ of their proposed protocol is likely to be a source of significant concern to the HREC.

Title – Though it is arguable as to whether this is a research ethics issue, the HREC is likely to query the title of the proposed protocol (ie should it refer to elite cricketers, rather than elite athletes).  Such ‘imprecision’ may become an ethical issue if it becomes a source of confusion for potential participants, other bodies (such as AIS) and in publication.  Such commentary would usually be presented as a observation, rather than a direction to make a change to the protocol.

Use of controls – Internationally there is increasing interest in the use of placebos in research.  However, there is no element of ‘treatment’ or ‘intervention’ in this research, so these issues are made largely irrelevant.  The fact that participants will be provided with an appropriate summary of the results also means that participants in the control group will still be able to benefit.

Risks - Exercise – The provided discussion on risks is completely inadequate.  Even though it is true that participants will have undertaken exercises / activities of this kind, in this case they will be undertaking them for research purposes (at the behest of the University).  As such, the University has responsibility for the conduct of these activities.  The HREC will want further information of how the safety of participants will be safeguarded – (eg will the activities be supervised by experienced persons, has the equipment been tested, what are the mechanisms to respond to an injury if it occurs).  The sports health guidelines issued by the American Medical Association outline standards which the HREC have previously accepted.

Risks - Exhaustion – Exercise to exhaustion can represent a significant risk issue.  Despite the status of the persons undertaking the activities, the HREC would expect to see the following strategies to address the risks: negation / minimisation (adequate screening, experienced persons supervising the procedure, and ability for the supervising person to terminate the test) and management (supervising persons with first aid expertise, immediate access to first aid assistance, and timely access to medical care).  The sports health guidelines issued by the American Medical Association outline standards which the HREC have previously accepted.

Risks - Commercial – It is possible that the research will find little or not benefit from the energy bar.  If the bar is identified this could have a significant commercial impact.  The HREC will want to know whether the research team has considered this, and the steps they will take to address this risk (eg the publication of results not identifying the bar, and the participants not knowing the brand of the bar).  Alternatively, there will need to be careful reflect upon the risks (to the institution) associated by the identification of the brand.

Recruitment - Privacy – The Commonwealth Privacy Act, or IS42 may apply to the recruitment process.  If the initial contact letter is to be distributed using personal information, it would be preferable for the letter to be distributed by AIS on behalf of the research team.  The initial contact letter should make the details of this distribution clear.  Otherwise, an alternative recruitment mechanism will be required.

Recruitment - Incentive – The offering of incentives is ethically appropriate, but ordinarily the question of coercion must be considered (eg the degree to which the incentive is so attractive that potential participants conclude that they cannot afford not to participate).  The linking of incentives to performance also compounds the earlier concerns about risk.  The HREC will want to know the specific details of the planned incentive, and this will be tested against the guidelines articulated by Booklet 21 of the Griffith University Research Ethics Manual.  Furthermore, the offering of a performance-based incentive, makes it even more important that the testing is conducted by experienced persons who are capable of overriding the participant and call a halt to the activity.

Consent – Information sheet – In addition to a consent form, an information sheet is required.  In addition to the standard features that are stipulated by Booklet 22 of the Griffith University Research Ethics Manual, this should refer to the risk issues and screening (to enable potential participants to self identify).

Confidentiality - Coding – Given the testing procedures, the data will obviously need to be stored in an identified form.  Consequently, the HREC will require assurances about the secure storage of the data, and how access to the data will be controlled.  Preferably the data should be de-identified as soon as data collection has been completed.  All of these measures should be appropriately explained in the informed consent materials.

Confidentiality – Identification by inference – Given the nature of the participant pool, the HREC may query whether participants may be identifiable by inference in the reporting (especially by AIS, because of the potential for the findings to impact upon the career of the participants).

Confidentiality - Commercial – See above note about risks.

Other issues – Some other issues include:

1. a copy of the initial approach letter; and

2. a copy of the agreement of AIS, once this available.

