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Learn more about 
a clinical research 
study for people 
with Prader-Willi 
syndrome (PWS)

FOR MORE INFORMATION ABOUT THE ZEPHYR 
STUDY, PLEASE CONTACT Associate Professor 

Tania Markovic and her research team on 8627 0101 
or clinicaltrials.boden@sydney.edu.au 



What is the ZEPHYR study? 
The ZEPHYR study is a large, long-term clinical research 
study for people with Prader-Willi syndrome (PWS). The 
study is designed to answer the following questions:

• What are the eff ects of livoletide on 
hyperphagia (insatiable hunger) and food-related 
behaviours in people with PWS?

• What are the eff ects of livoletide on body 
weight, waist circumference and fat mass?

• How safe and well-tolerated is livoletide?

Study participation involves: 

Who can participate in the 
ZEPHYR study?
Study participants must meet the following criteria: 

• 8 to 65 years of age

• Diagnosed with Prader-Willi syndrome (PWS)

• Have a single, primary caregiver who will be able 
to evaluate participant behaviours and perform 
all study-related activities throughout the study. 
The caregiver must have been caring for the 
participant for at least 6 months before starting 
the study, must spend a minimum of 4 waking 
hours per day with the participant, and must be 
available for the entire study

Other criteria will apply. 

Up to 9 study visits (plus 
a follow-up phone call) 

14 months to complete 
the study 

Injections into the 
abdomen every day

What is the 
investigational medication?

• Livoletide is an investigational drug that is given 
as an injection into the abdomen every day. 

• “Investigational” means that livoletide is 
still being studied. The U.S. Food and Drug 
Administration (FDA) and other regulatory 
authorities do not allow livoletide to be sold for 
treating patients. Livoletide can only be used 
for research.

• The goal is for livoletide to improve 
hyperphagia and other metabolic eff ects, such 
as obesity and high blood glucose. 

What can study 
participants expect?
The study has the following periods: 

• Screening (1 month) – Study participants will 
undergo certain assessments to confi rm they 
are able to participate in the study. 

• Core Period (3 months) – Study participants 
will be randomly assigned by chance to either 
a low or high dose of livoletide, or placebo. 
Placebo looks like the study drug but has no 
active ingredients. 

• Extension Period (9 months) – All participants 
will receive livoletide. 

• Follow-up (1 month) – Study staff  will contact 
caregivers by phone to review any symptoms 
or answer any fi nal questions. 

Throughout the study, the single, primary caregiver 
will come to visits at the study site and complete 
questionnaires, including, but not limited to, questions 
about the participant’s food-related behaviours.

What is a clinical 
research study? 
Clinical research studies help scientists and doctors 
explore whether new medicines are safe and effective at 
treating diseases in patients. Before a new medicine can 
be approved for treating a specific condition, it must go 
through several phases of research: 

Phase 1: First study of the investigational 
medication in healthy humans

Phase 2: Study of the investigational 
medication in people with the condition 
the medication is designed to treat

Phase 3: Study to confirm how effective the 
investigational medication is for improving 
the condition

Phase 4: Continued research after the 
medication is approved for public use

The ZEPHYR study is a Phase 2b study. Phase 
2 is often divided into Phase 2a and Phase 2b. 
Typically, Phase 2b looks at the effectiveness of the 
investigational medication at different dose ranges. 
The investigational medication being studied in the 
ZEPHYR study has already been tested in Phase 1 and 
Phase 2a studies.

Participation in clinical research studies is voluntary, 
and you may stop participation at any time.




