PARTICIPANT INFORMATION SHEET

[bookmark: _GoBack]Evaluating embryo selection. The VISA study.

Will embryo selection through use of artificial intelligence (iDA) perform equally compared to embryologists?

What is it about?

Normally, in IVF, embryos are created in the laboratory and grown for five days before transfer.  On the day of transfer, the embryologist studies the appearances of the embryos and uses a standard grading system to select the embryo with the highest likelihood of success.

We have recently developed a new artificial intelligence tool (iDA) for assessing embryos to choose the best one for transfer.  However, we don’t know if it will give better results than the embryologist.  We therefore want to compare the two approaches, using a research design called a randomised controlled trial, where the embryo selection technique is allocated at random.

What would it involve?

Your treatment with your doctor, your egg collection and the fertilisation and early growth of the embryos will all proceed as usual.  We will then continue to grow your embryos as usual in the time lapse incubator.  If you have at least two growing embryos on Day 5 of the growth of the embryos, you would be allocated at random to one of two groups.

Group 1:  Half of the patients will be randomly allocated to having the embryologist choose the embryo.  The embryologist will use the standard approaches that are used all round the world to choose the embryo for transfer.

Group 2: Half the patients will be randomly allocated to having IVY, our artificial intelligence system choose the embryo for transfer.

We don’t know which approach is better.  The standard approach may give the better success rate; the artificial intelligence may give the better success rate.  Participation in the project will not affect your treatment in any other way.  Your doctor will still select the best treatment for you to help you get pregnant and the laboratory team will still tailor your treatment to meet your individual needs.

The overall chance of getting pregnant from this batch of embryos will be exactly the same as the embryos themselves will not be any different.

All that will be different between the two groups is the method of choosing the order in which the embryos will be chosen for transfer as we want to find out which one is better.

Are there any risks to taking part?

There will be no physical intervention carried out on either your body or your embryos. We will only be investigating whether using all the information collected from time lapse images of your embryos can enable you to fall pregnant more quickly.

All the available embryos will ultimately end up being transferred, so ultimately, it will not change your chances of a successful pregnancy.

As iDA has not been validated for identifying embryos suitable for freezing IVF and to avoid the risk of discarding potentially usable embryos, once one embryo has been transferred, the remaining embryos will also be examined by standard assessment by an experienced  embryologist and any embryos that are classified as Gardner grade 3 or above will be frozen.  If there is doubt about whether an embryo is suitable for freezing, embryos may be held over to Day 6 and decisions will be made then, just as happens normally at IVFAustralia.  

Will I receive information about the findings for my particular embryos?

You will be provided with the grading information for the selection method that you are randomly allocated to but you will not be provided with the grading information from the other method. However, once your participation in the trial is complete, by either through a successful pregnancy or completing the use of all the embryos from that cycle, we will provide you with all the information about your embryos from both selection methods.

Will my personal data be used?

For research purposes, we need to store a deidentified record of the research in a secure database.  These data will include details of your case and your IVF treatment as well as the laboratory findings and the outcome of your treatment.   This record will be de-identified so that it will not be possible for anyone to find out your personal identity from this record. 

As with all medical research, we may need to provide access to the de-identified data to other future researchers but will not, otherwise, provide any of this information to a third party.

The data will be required to be held for ten years.


Can I withdraw at any time from the project?

Yes you can.
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