APPLICATION FOR USE OF PRIMARY SENSE DATA FOR SECONDARY PURPOSES
Gold Coast Primary Sense Clinical Advisory Group
Name / organisation of applicant:
Contact email: 
Date of submission: 

	Research Team

	Who is involved in the research project?
	Program Lead: 
Dr Lisa McHugh, Infectious diseases and perinatal epidemiologist, School of
Public Health, University of Queensland (UQ)

Co-Investigators: 
Alexa Dakiniewich, PhD student, School of Public Health, UQ
Prof Ross Andrews, Chief Epidemiologist of the Chief Health Office, QH
A/Prof Clair Sullivan, Lead Digital Health Informatics, Centre for Health Services Research, UQ
A/Prof Karin Lust, Director Women’s and Newborn Services, Royal Brisbane Women’s Hospital, Division of Medicine, UQ
Dr Gregor Mielke, Senior Epidemiologist, School of Public Health, UQ
Ms Tara Denaro Aboriginal Nurse, Midwife, Child Health Nurse, Nurse Immuniser QH

Consumer representative: 
Ms Ahlia Griffiths, Queensland Perinatal Health Advocate

Primary Care researchers:
Dr Jerneja Sveticic, GCPHN
Dr Alyson Ross, GCPHN
Dr Lisa Beecham, GCPHN
Debbie Davies, WAPHA


	Project Details

	Project title
	Pregnancy loss <24 weeks gestation and maternal vaccination- A VaxiMums project

	Project funding - what control does the funder have on the research or dissemination?
	
NHMRC Emerging Leadership (EL1) Investigator Grant

	What is the primary care/PHN priority that your research addresses?
	Pregnant women and infants experience higher morbidity and mortality from respiratory infections compared to other groups. This risk is 3-12 times higher in First Nations populations than for non-Indigenous populations. Vaccinating in pregnancy (maternal vaccination) against infectious diseases was introduced to reduce this morbidity and mortality. In Australia, inactivated influenza vaccination (IIV) has been routinely recommended in pregnancy for decades to provide protection against influenza infections in pregnancy and early infancy. Since 2021 COVID-19 booster vaccines have
been recommended in pregnancy to provide protection in pregnancy. Even though the vaccines are free, their uptake remains sub-optimal, with the safety of vaccines in pregnancy cited as a major concern by prospective parents. Safety data are encouraging for IIV and COVID-19 vaccines given after 24 weeks gestation, but there are no Australian studies examining pregnancy loss less than 24 weeks gestation (<24w) following maternal vaccination and WHO strongly advocate for these local population safety data. High performing maternal vaccination programs need to be acceptable to consumers, health care professionals and vaccine providers by demonstrating a robust safety and effectiveness profile.

	How will your project benefit patients and/or staff in general practice? 
	Our aim is to demonstrate that there is no increased risk of pregnancy loss <24w gestation following IIV and/or COVID-19 vaccinations in pregnancy, compared to pregnancy loss <24w gestation in unvaccinated pregnancies. Results from this study will contribute to the international safety evidence and increase the acceptability of maternal vaccination.

	What is involved for GPs?
	The messaging of maternal vaccine safety and effectiveness data back into the community is currently lacking. Vaccine prompts and reminders along with provision of safety and effectiveness data will increase vaccine acceptance and uptake.

	What is involved for other practice and/or PHN staff?
	As a data analysis project, we are requesting assistance in data provision and some coding of variables.

	Will there be any technical changes required to Primary Sense functionality?
	No.

	What is involved for patients?
	This is a data analysis only project with no active prospective patient recruitment.

	How will participants’ contribution to your research be acknowledged and/or honoured?
	All of our data would be de-identified to maintain privacy and confidentiality. As such, individual acknowledgement is not possible however through our consumer representative focus group work, we would ensure that the study results are translated in an appropriate, respectful, clear and transparent way.

	Ethics approval?

	Has this research received ethical approval? 
	Yes.

	Which ethics committee/s?
	Queensland Health: HREC/2023/MNHA/96960; Evaluating antenatal vaccines and
vaccination programs: uptake, safety, effectiveness and the future surveillance of
maternal vaccinations in Australia- The VaxiMum evaluation project.

	PS CAG involvement

	What are you asking the PHN or Primary Sense Clinical Advisory Committee to do for you? 
  
Please provide detail including wording for any email invitation, if appropriate.
	We are requesting access to Queensland Primary Sense data to create a de-identified cohort of pregnancies, their outcomes, and IIV and COVID-19 vaccination status during pregnancy. Dates of vaccinations will be critical to analyse the data using the gold-standard time-varying methodology. We have been engaging with the relevant staff from the Gold Coast PHN.

	Dissemination of research findings

	How will findings from your research be disseminated? Please provide as much detail as possible, e.g., target journals, conference names etc.
	This project will be conducted with our Consumer Advisory Group (CAG). The CAG includes key community members, and their role is to help translate our findings in a clear, sensitive and appropriate way to the community. No CAG members will have access to any data. Disseminating these safety results to the wider community will involve publication in high-impact, peer-reviewed journals, conference presentations and other relevant scientific meetings.

	How will you report back to Primary Sense Clinical Advisory Committee?
	Regular, ongoing reporting will be provided on the progress and outcomes of the project. We anticipate this would occur 6 monthly based on Advisory Committee requirements.



