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Scenario:
You are collecting data in a nursing home. The protocol agreed with the REC is that the matron of the home has to identify suitable residents for you to recruit, including identifying those who have capacity to consent. You consent a resident to the project. 20 mins into the questionnaire survey/interview it becomes clear that the resident doesn’t actually have capacity (at least not right now anyway). What should you do?

Discussion:

This scenario highlights that while a patient may have capacity in a legal sense, they may not necessarily have ‘capacity’ in a more general understanding of the term – they may still lack the ability to provide all data needed for the study due to tiredness or side effects of medication. Also, capacity may fluctuate. 

One issue is whether the recruitment process is adequate when someone else is suggesting participants for the study. The matron may be undertaking a capacity assessment but further information about the study and what will be required of the residents may need to be provided to ensure that participants who have both legal capacity and the ability to participate fully can be recruited. While non-clinical researchers cannot be expected to make a formal assessment of capacity, researchers should be trained to undertake a less thorough evaluation in order to identify when a patient has lost capacity and seek further guidance from clinical staff.

Whilst it is useful to have in place some kind of ‘screening’ mechanism so that patients are not approached to participate unnecessarily, it remains the responsibility of the researcher conducting the interview to ensure both that patients have capacity to consent (if incapacity is an exclusion) and also that they are not being unduly burdened by the data collection. The lead researcher should have confidence in the screening process (e.g. to ensure that it is robust and not biasing results). 

Options in this scenario include stopping the questionnaire and excluding the participant if there is a genuine concern that the patient now lacks capacity. This must be done if the study specifically excludes participants lacking capacity and to do otherwise would be a protocol violation. Alternatively, if a participant appears to be tired or suffering from side effects of medication/lack of medication, a rest break could be offered. The research should also consider whether assistance should be sought from clinical staff in the home if the patient actually appears to be unwell. If after the break it is still unclear whether the participant has capacity or not, the questionnaire should be halted. Where a participant appears to have capacity after a break, data collection can resume if the patient agrees, but the quality of the data should be considered. Researchers can offer to return another day if feasible; participants would not need to re-sign a consent form, but should be verbally re-consented. 

When this scenario arises regularly during the course of the project it may be worth amending the protocol. Other nursing homes may need to be added as sites in order to recruit from a wider pool of potential participants. Additionally, if it is decided that it is crucial to the study to use these particular participants, approval could be sought to include adults lacking capacity in the study as well. 

When using a population with fluctuating capacity all options should be carefully considered in advance and included in the protocol to cover all eventualities. Ultimately if a patient seems like they don’t have capacity they should not be consented to a study that does not have approval to recruit adults lacking capacity; further guidance should be sought before doing so.




