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RESEARCH AND MOTHERSAFE
Research and MotherSafe

MotherSafe provides evidence-based information to women and their health care providers
regarding exposures to medicines and other substances during pregnancy planning, pregnancy
and breastfeeding. Information on paternal exposures is also covered.

To enhance our service, MotherSafe regularly participates in medical research. This research is
conducted for medicines or substances which are rare or new and for which there is currently
little safety data. This involves contacting patients to discuss the outcomes of their pregnancy or
breastfeeding journey.

Only patients who have previously agreed to participate in this type of follow up research are
contacted by telephone. Patients who contact MotherSafe and are taking medicines which are
known to be safe in pregnancy or breastfeeding may also be contacted for research as these
patients can be “reference’ or control patients, meaning that the outcome of their pregnancy or
breastfeeding journey can be compared to that of the women using rare or new medicines to
understand the impact of these medicines.

Depending on the type of research that is being conducted, questions that are asked during the
telephone interviews may vary. They may include; details about the medicines used during
pregnancy or breastfeeding, any pregnancy outcomes or the infants’ health. Any research that is
undertaken adheres to the guidelines as set out by the South Eastern Sydney Local Health
District Human Research Ethics Committee.

Data is collected, stored, transferred and destroyed as instructed by this committee.

Any data that is collected is always de-identified and it not possible for any callers or their
babies to be identified in any way as a result of participating in any of these studies. For
example, no names, birth dates or contact details are recorded. All data is saved on password
protected documents on the South Eastern Sydney Local Health District Royal Hospital for
Women Network Drive. This drive and the research documents on it are only accessible to
approved MotherSafe researchers once permission has been granted by the Director of
MotherSafe.
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Given that limited data is available on the safety of these medicines in pregnancy and
breastfeeding as they are new or rare, MotherSafe often collaborates with international
teratology information services. In this way more information is able to be collected and shared
amongst clinicians worldwide- this extended reach of medicines information improves the
health outcomes for mothers and babies. Any information that is shared with international
colleagues is de-identified with no way for anyone to identify you or your baby from the
information that is published. If you decide to participate you can withdraw from the study at any
time without giving a reason; however it may not be possible to withdraw the data you have
provided once identifying information has been removed.

MotherSafe values our patients’ participation and time when they are involved in research and
acknowledges that this research is conducted with the aim of helping patients in the future to be
provided with the best possible information as they consider their pregnancy or breastfeeding
journey. For those women who wish not to participate, MotherSafe respectfully acknowledges
their decision and stresses that these patients are always welcome to contact the service in the
future, their decision not to participate in no way impacts their ability to access the service.

If you have previously participated in research at MotherSafe or have any questions about future
research, please contact the MotherSafe Research team by emailing
SESLHD-MotherSafeResearch@health.nsw.gov.au

If you have any concerns or complaints about the conduct of any study that you have been
involved in you should contact the South Eastern Sydney Local Health District Human Research
Ethics Committee which is nominated to receive complaints from research participants. You
should contact them on 02 9382 3587, or email SESLHD-RSO@health.nsw.gov.au and quote the
research number listed on our “Research and MotherSafe” information page.

Thank you,

MotherSafe Research Team

MotherSafe

The Royal Hospital for Women

Randwick, NSW, 2031
MotherSafeResearch@health.nsw.gov.au
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