Data harmonization strategy for YODA Project Protocol #2025-0344
Data harmonization will be conducted retrospectively for the data from the requested clinical trials. Since most trials for JIA collected similar sets of clinical covariates to measure the severity of disease, we do not anticipate much challenges in the harmonization process. Different trials could be using different ACR outcomes, we plan to use JADAS outcomes across different studies. The biggest challenge could be the study design. For example, different lead-in rules could be used in random withdrawal trial. Our previous studies suggested most of the trials adopted a lead-in time around 4 month. We will investigate the effect of lead-in time on treatment effect and implementing modeling strategies correspondingly. The team will first gather all available documentation for the requested trials including study protocol, data dictionaries, and case report forms. A central spreadsheet will be created to store the details of how covariates of interests are recorded in each trials including the variable name, label, data type, and value codes for each covariates in the original format. The analyst will use R to convert the datasets from request clinical trials to a harmonized format. Below are the variable mapping and harmonization rules.
· Sex: all variables with gender or sex in their names will be mapped as sex. All values will be recoded to 1 for male and 2 for female. No transformation is needed if the value coding aligns.
· Race: variables with race in their names will be mapped as race. All values will be recoded to 1 for White, 2 for Black, 3 for Asian, and 4 for others. For race values other than White, Black and Asian will be recoded as others.
· Ethnicity: variables with ethnicity in their names will be mapped as ethnicity. All values will be recoded to 1 for Hispanic, 0 for non-Hispanic. If the study reported race and ethnicity as one variable, split and recode accordingly. 
· Age at enrolment: if the study reported age at enrolment as a continuous variable, no transformation is needed and change the name to age_at_enrolment. Otherwise, use the formula: (enrolment date – birth date)/365.25, if birth year was reported.
· Onset age: if the study reported onset age as a continuous variable, no transformation is needed and change the name to onset_age. Otherwise, use the formula: (onset date – birth date)/365.25, if both were reported.
· Age at diagnosis: if the study reported age at diagnosis as a continuous variable, no transformation is needed and change the name to age_at_diagnosis. Otherwise, use the formula: (diagnosis date – birth date)/365.25, if both were reported.
· Duration of JIA: if the study reported duration of JIA as a continuous variable, convert the unit of value to year and change the name to duration_of_JIA. Otherwise, use the formula: (enrolment date – onset date)/365.25, if both were reported.
· JIA subtypes: variables with JIA subtype in their names will be mapped as JIA_subtype. All values will be recoded to 1 for oligoarticular JIA or pauciarticular JIA, 2 for polyarticular JIA, 3 for psoriatic arthritis, 4 for systemic JIA, and 5 for enthesitis-related arthritis. For values with extended or persistent oligoarticular JIA, it will be recoded as 1; for values with polyarticular JIA RF- or RF+, it will be recoded as 2.
· Loss of joint range of motion: if the study reported loss of joint range of motion as a continuous variable, no transformation is needed and change the name to loss_of_joint_range_of_motion.
· Active joint count: if the study reported active joint count as a continuous variable, no transformation is needed and change the name to active_joint_count.
· Physician global evaluation: if the study reported physician global evaluation as a continuous variable, convert the value to a 0-10 scale and change the name to physician_global_evaluation.
· Patient wellbeing score: if the study reported physician global evaluation as a continuous variable, convert the value to a 0-10 scale and change the name to patient_global_evaluation.
· Child health assessment questionnaire: if the study reported child health assessment questionnaire as a continuous variable, no transformation is needed and change the name to CHAQ.
· Erythrocyte sedimentation rate: if the study reported erythrocyte sedimentation rate as a continuous variable, no transformation is needed and change the name to ESR.
· C-reactive protein: if the study reported C-reactive protein as a continuous variable, no transformation is needed and change the name to CRP.
· Rheumatoid factor positivity: if the study reported rheumatoid factor positivity as a binary variable, no transformation is needed and change the name to RFP.
· Antinuclear antibody positivity: if the study reported antinuclear antibody positivity as a binary variable, no transformation is needed and change the name to ANAP.
