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Week 4 Discussion: Randomized Trials in Epidemiology
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Randomized Trials in Epidemiology
Chi et al. (2024) conducted a randomized trial aimed to test the feasibility of conducting a large-scale, effective randomized controlled trial using a mobile phone-based system to deliver a brief, tailored, behavioral message to represent a broad range of individuals with type 2 diabetes focused on the use of medications. The primary objective was to use SUpport through Mobile Messaging and the Digital Health Technology for Diabetes (SuMMiT-D) program Pilot Feasibility trial developed a library of brief messages.
The study population involved persons aged 35 years and above with type 2 diabetes and taking oral glucose-lowering medications, blood pressure-lowering medications, lipid-lowering treatment, or both. These participants had access to a mobile phone, able and with help to send, understand, and retrieve brief SMS text messages in English. The total randomized participants were 209 with 103 individuals in the intervention group and 106 receiving usual or standard care. The study design was a primary-based, two-arm, individually randomized controlled, parallel-group trial from 26 November 2018 to 30th September 2019, approximately ten months (Chi et al., 2024). 
Clinical and economic measurement data was collected to establish feasibility including HbA1c measurements, systolic and diastolic blood pressure, total to HDL cholesterol ratio data, and retention for follow-up for future trial measures. Self-reported questionnaires such as Medication Adherence Report Scale (MARS) self-report scale were used to measure medication adherence, the EuroQol 5-Dimension scale to measure health status, and the 5-Level (EQ-5D-5L) scale to measure technology acceptance grounded on healthcare services use to measure healthcare resource use (Chi et al., 2024). The primary outcome was the number of patients recruited for randomization as a proportion with a confidence interval of 95% as target recruitment numbers. Secondary outcomes used medication adherence, and health status, reported entirely and separately by allocated arm. 
The results revealed a maximum rate of monthly recruitment was approximately 60 to 80 with a total of 12,734 messages sent. Participants sent 2,864 SMSs on automated messaging systems with baseline data from medical records available to more than 90% of the participants except for cholesterol on 78.9% of participants. At six months, 67% of participants reported HbA1c measurement, and medical record data for 207 (99%), and 177 participants (84.7%) completed self-reported data (Chi et al., 2024). The authors concluded the rate of failure in sending SMS was low, rapid recruitment was achieved among individuals with type 2 diabetes, clinical data was available in routine medical, and self-report on economic measures was acceptable. There were no ethical issues or concerns noted during the study. 
The implications of the findings reveal that the study design was efficient and feasible for large-scale randomized evaluation in rapid recruitment and efficient follow-up of participants. The randomization design assisted in carrying out the trial and establishing the feasibility and acceptability of SMS intervention in the study to improve medication adherence in individuals with type 2 diabetes. Below is the link for the study https://pilotfeasibilitystudies.biomedcentral.com/articles/10.1186/s40814-023-01429-5#citeas 
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