


place, including fully encrypted data storage and multiple-level security systems.

Loss or theft of data from initial data

All devices will be secured with a password and local storage will be immediately
encrypted using industry standard software (e.g. FileVault). Data on all stand-alone

10 Data 3
capture devices. devices will be transferred to server each day in accordance with existing University IT
policies, local SOPs and GCP.
o “Expressions of interest” can begin before ethical approval to expand number individuals
. Insufficient number of volunteers . : . . . I
1 Participant . o . . on facility’s volunteer register. Recruitment is generally high as research facility is 4
identified prior to informed consent. o .
embedded within local community.
. o Ensure volunteer reimbursement is sufficient and that time spent at research facility is a
. High drop-out rate following informed . - - s
12 Participant . pleasant experience. Provide leaflets for present participants to share with friends and 2
consent.
family to promote additional recruitment.
L . L Highly unlikely, as funding is based on five year cycle and contribution is earmarked within
13 Funding Contribution from University is cut. 5 5
current cycle.
14 Funding Cancellation of project (for any reason). Reimbursement of any funds not spent would be fully reimbursed. 5 5
This element of the study has been scheduled to provide the maximum possible delay
5 COVID Lack of availability of equipment due to after the project start date to allow any potential backlog to be cleared. Delaying this to 3

backlog of patients.

start of Workstream 5 would be an option to circumvent this risk should a delay be
unavoidable.

Residual Risk Score Range
Low 1to 4

Medium 10 to 14

Substantial 15 to 19

High 20to 25




