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Introduction. Breastfeeding women and their healthcare providers need data on risks and benefits of medication use in lactation to enable fully informed discussions of risks and benefits. Currently, there are substantial gaps in available evidence. 
Aims. The Maternal and Infant Lactation pharmacoKinetics (MILK) project was established to develop a workflow for clinical lactation pharmacology research in Uganda.
Methods. The MILK workflow is as follows: Community-based research prioritisation exercises and establishment of a Community Advisory Board (CAB) ensured community dialogue from protocol development through to results presentation. Breastfeeding mothers requiring treatment with antiretrovirals, anti-tuberculosis treatment or antimalarials were enrolled together with their breastfed infants. Intensive pharmacokinetic sampling relative to directly observed dosing was undertaken. Bioanalytical methods were developed in the Translational Laboratory at the Infectious Diseases Institute, enabling interim analysis of results. Pharmacometric analysis used Non Linear Mixed Effects Modelling. Co-creation with the CAB enabled results sharing and ongoing community dialogue.
Results. Since 2015, more than 230 mother-infant pairs have been recruited across 5 MILK protocols, with around 280 further participants in collaborative work. All protocols have achieved full recruitment.
Discussion. Community engagement and involvement at all stages of the research process has supported full recruitment of breastfeeding mother-infant pairs to intensive pharmacokinetic studies in Uganda. Research has focused on shared priorities, including the treatment of HIV, tuberculosis and malaria during breastfeeding, and ongoing work will investigate the lactation pharmacokinetics of antibiotics used in maternal sepsis; treatments for postpartum depression; and vaccines and treatments for viral haemorrhagic fevers, priorities also shaped by community input. Establishment of trust and credibility at community level is critical when working with complex and understudied populations.
