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[bookmark: _heading=h.gjdgxs]Participant Information Sheet: Observations
(For stakeholders who are involved in delivering care for patients in ICU)
Title of the study: Stakeholder evaluation of processes of care for critically ill patients
Introduction
Thank you for considering to participate in this study. The Collaboration for Research Implementation and Training in Critical CARE in Asia and Africa (CCAA) is establishing a clinician-led collaborative network to improve delivery of critical care and strengthen the local health system. To achieve this, CCAA is working with [insert name of site lead] at [insert name of site] to understand existing ICU practice to inform any future quality improvement intervention. 
Purpose of the study
This study will explore the processes in existing care and the context in which care is delivered. This includes the factors that determine current processes of care. We therefore wish to seek the perspectives of stakeholders who are involved in delivering care for patients in ICU. As someone integral to delivering care for ICU patients, your participation will be valuable for this evaluation. 
What will participation involve?
If you give permission for the observation, a member of the research team will observe aspects of patient care and routine processes in ICU at [insert name of hospital]. They will not record your name or participate in care or discussions. They will write down notes about their observations with your consent. This observation will be in-person and will take around 2-3 hours. 
Risk of Participation
There is minimal risk for you as no intervention is planned and no sensitive issues will be discussed. 
Benefits of Participation
The findings of this study will directly inform the design and implementation of future quality improvement interventions at [insert name of hospital]. The results from all observations will be shared back with you and the team in an effort to help identify and overcome possible barriers to improving care. We also hope enablers will encourage and accelerate shared learning and improvement in care. 
Withdrawal
You don’t have to agree to take part. You are able to withdraw consent at any time you wish. If done prior to, during, or within 72 hours of an observation, data collected will be deleted and excluded from the study. If consent is withdrawn over 72 hours after an observation, the data provided will be retained for analysis and published in a fully anonymized form.
Privacy and confidentiality
All data will be stored securely on a designated shared drive storage space, which is only accessible by study staff and authorised personnel. The study will comply with the EU General Data Protection Regulations and local data protection regulations. Your de-identified data may be uploaded to data repositories or shared with other researchers in line with the MORU’s data sharing policy.
Compensation
There are no expenses expected to arise from participating in this study and no financial or non-financial incentives will be provided for participation.
Publications and dissemination
Results of this study will be published as academic publications and presented in academic conferences. Reports will be compiled in different formats to be shared with multiple groups such as ethics committees, professional collaborators, CCAA members, university researchers and other organisations working with CCAA, Wellcome, UKRI, the general public as well as yourself.
Complaints or concerns
In case of any concern, please contact the Principal Investigator or the local lead researcher (refer to contact details). In case you require to file a formal complaint, you can email the local ethics committee (email address and telephone number - Pending) or the Oxford Tropical Research Ethics Committee (OxTREC) (oxtrec@admin.ox.ac.uk).

Contact details 
For further information, please contact: 
· Principal Investigator: Dr Abi Beane and Dr Duncan Wagstaff
· Local Lead Researcher:[title, name, local phone number and email of national lead researcher]

Data protection
The relevant institution is the data controller with respect to your personal data, and as such will determine how your personal data is used in the study. The University will process your personal data for the purpose of the research outlined above. Research is a task that is performed in the public interest. Further information about your rights with respect to your personal data is available from insert information.
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