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	Participant Information Sheet
	

	Title: 
	PharmacokinetIcS of allopregnanolone after multiple dose administration of progesterone 



	Locality:
	Southern DHB
	Ethics committee ref.:
	

	Lead investigator:
	A/Prof Yoram Barak
	Contact phone number: 03 4740999 extn 58113
	


You are invited to take part in a study on PharmacokinetIcS of allopregnanolone after multiple dose administration of progesterone. 

Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have. You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 7 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
Postpartum depression (PPD) is a severe disorder that adversely impacts both mothers and infants and is associated with significant morbidity and mortality. PPD’s pathophysiology may involve changes in perinatal hormones such as allopregnanolone (ALLO, an endogenous progesterone metabolite).  Brexanolone (BREX) is a small molecule, neuroactive steroid GABAA receptor allosteric modulator consisting of synthetic ALLO and a solubilizing agent. In early 2019 BREX received FDA approval for the treatment of PPD. BREX is only available through a restricted program and is expensive.
 We will explore whether ALLO concentrations could be increased via oral progesterone loading. This may in the future be an intervention to treat PPD.
Please note that oral progesterone is not approved by Medsafe for treating depression and is being used “off-label” for this study. This means that its use is not backed by a body of clinical trial data reviewed and approved by Medsafe. 
What will my participation in the study involve?

You are being asked to join this study because you have indicated that you may consider volunteering in an effort to test a potentially novel treatment for PPD. 

We will check to see you are in good general health.
Testing will happen in at the Fraser Building in Cumberland St, Dunedin.
The study has 1 phase:
You will be asked to orally swallow progesterone tablets as follows:
	Dosing with progesterone 300mg tablets: 

Cohort

Day 1 dosing

Day 2

1

300mg AM, 300mg PM

600mg AM

2

300mg AM, 600mg PM

900mg AM

3

300mg AM, 900mg PM

1200mg AM



	Blood (Plasma) samples to measure plasma progesterone and ALLO concentrations will be taken predose and 2, 4, 6 and 8 hours post Day 2 morning dose. 


After each tablet, we will ask you about any side effects. We will monitor your vital signs. 
What are the possible benefits and risks of this study?

What are the possible benefits? You may find that your participation contributed to offering a novel treatment for women suffering from PPD.
What are the side-effects? Commonly reported side effects of progesterone include: abdominal cramps, depression, dizziness, and headache. Other side effects include: anxiety, cough, diarrhea, fatigue, musculoskeletal pain, nausea, bloating, emotional lability, and irritability. These side effects are mostly observed in long-term users of progesterone. 
What are the risks for me? Risks include: discomfort from blood tests; the side effects from progesterone (as described above). 
Who pays for the study?

There will be no cost to you to participate in this study; all screening and testing is without charge.
The study is being paid for with funds from the Royal Australian College of Psychiatry.
What if something goes wrong?

If you are injured in this study, which is unlikely, you would be eligible for compensation from ACC just as you would be if you were injured in an accident at work or at home. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.  
If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
What are my rights?

Your participation in this study is entirely voluntary. You do not have to participate, and you may withdraw from this study at any time and without any disadvantage of any kind. 

We will inform you of any new information collected in this study, such as how progesterone loading affected pharmacodynamics of allopregnenolone.
What happens after the study or if I change my mind?

If you change your mind, you can withdraw from this study at any time
All data collected will be securely stored in such a way that only those involved in the research program will be able to gain access to it.  At the end of the project any personal information will be destroyed immediately except that, as required by the University's research policy, any raw data on which the results of the project depend will be retained in secure storage for ten years, after which it will be destroyed.
The results will be published in an international scientific journal. The data included in this publication will not be able to identify you. 
You are most welcome to request a copy of the results of the project should you wish.
Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Assoc/Professor Yoram Barak, Dept of Psychological Medicine; tel 03 4740999 extn 58113 email: yoram.barak@otago.ac.nz
Professor Paul Glue, Dept of Psychological Medicine; tel 0212433372 email: paul.glue@otago.ac.nz
If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 

0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@hdc.org.nz
For Maori health support :
To ensure ongoing cultural safety, the Southern District Health Board encourage those who identify as Māori, and who are participating in health research or clinical trials, to seek cultural support and advice from their own Kaumātua or Whaea in the first instance, or please contact Te Ara Hauora Māori Liaison Service in the Southern DHB: 

Wendi Raumati

Kaiāwhina 

Te Ara Hauora - Māori Health Liaison Service

Dunedin Hospital

Phone 4740 999 ext 58649

You can also contact the health and disability ethics committee (HDEC) that approved this study on:

Phone:

0800 4 ETHICS

Email:

hdecs@moh.govt.nz

	Consent Form


Please tick to indicate you consent to the following 
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	

	I have been given sufficient time to consider whether or not to participate in this study.
	
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study. 
	
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	
	

	I consent to the research staff collecting and processing my information, including information about my health.
	Yes (
	No (

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	
	

	I understand the compensation provisions in case of injury during the study.
	
	

	I know who to contact if I have any questions about the study in general.
	
	

	I understand my responsibilities as a study participant.
	
	

	I wish to receive a summary of the results from the study.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:
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