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For more information, visit http://1.usa.gov/1itzYT4  
or ask your health care provider about the trial.  
Your health care provider will confirm your eligibility,  
provide you with further information, and explain the 
process for obtaining your informed consent to participate. 
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Why is embryo selection  
so important in IVF?

A leading cause of IVF failure is transfer of embryos  
with an abnormal number of chromosomes 
(aneuploidy). Aneuploid embryos may fail to implant, 
miscarry spontaneously, or, in rare cases, lead to 
the birth of a baby affected with a chromosome 
abnormality. Selecting embryos with the normal  
number of chromosomes (euploid) provides the 
best chance of implantation, resulting in an ongoing 
successful pregnancy.

What are the limitations of 
traditional embryo selection 
methods?

Traditional embryo selection methods involve 
visual evaluation of an embryo’s form and structure 
(morphology). These methods do not assess an 
embryo’s chromosome status.

The STAR Trial is a research study 

designed to evaluate the effectiveness  

of an investigational preimplantation 

genetic screening (PGS) test called 

VeriSeq™ PGS to optimize selection  

of embryos for in vitro fertilization (IVF).

What is the STAR Trial?
What is PGS?

PGS is an advanced screening method that accurately 
identifies aneuploidy in embryos to aid in the selection 
and transfer of embryos with the correct number of 
chromosomes in order to improve implantation rates, 
pregnancy rates, and IVF success.1-5 

Which method will be used  
to evaluate my embryos?

Embryos in the STAR Trial will be randomly assigned 
into 1 of 2 study groups. In group A, embryos will 
be evaluated using PGS. In group B, traditional 
assessment methods will be used. If you enroll in the 
STAR Trial, a computer program will randomly assign 
you to 1 of the 2 groups. This standard clinical study 
approach helps ensure unbiased results.

What happens after the  
embryos are selected?

In both trial groups, the selected embryo will be frozen 
for transfer at a later date. Embryos not selected will 
receive PGS testing and be frozen for future IVF cycles. 
All patients in the study with a confirmed pregnancy will 
be offered an additional prenatal blood test to further 
screen for chromosomal aneuploidy and conditions 
such as Down syndrome.



How many IVF patients will 
participate?

An estimated 600 patients will participate in the trial  
across multiple centers worldwide.

What is the advantage of PGS?

PGS has been used at clinics in the US and Europe 
since the mid-1990s. Recent PGS technology 
advancements potentially enable better embryo 
selection and improved IVF success rates.1-5 

What does PGS involve?
In the STAR Trial, PGS involves testing 4–6 cells 
to analyze aneuploidy status 5 or 6 days following 
fertilization when there are over 100 cells present  
in the embryo.  

Will there be a charge for PGS?
As a trial participant, you will not be charged for PGS.  

What are the benefits of 
participating in the trial?

Participating in the STAR Trial offers the following 
benefits:

• Potentially improved chances of IVF success.

• All nonselected embryos will be tested and frozen  
for a future, nonstudy IVF cycle.

• If you are randomized to the PGS group, you will not 
be charged for PGS testing on your embryo selected 
for the study transfer. Both groups will receive PGS 
testing at no cost for any nonstudy embryos from  
the study cycle to use in a future, nonstudy transfer.

• Noninvasive prenatal testing (NIPT) will be offered  
to all women who become pregnant while in the 
study. NIPT is a DNA test on maternal blood to screen 
for most common fetal chromosomal anomalies.

• You could help improve IVF services for  
future patients. 

What are the risks?

• As with all IVF procedures, there is no guarantee  
of success.

• There is a small risk of damage to individual  
embryos (less than 1%).

• There is a very small risk of getting an  
incorrect result (less than 1%).

Will there be any extra visits?

Only 1 extra visit will be needed for the optional 
noninvasive prenatal blood test at 10 weeks of 
pregnancy. All other visits will be coordinated with  
your normal IVF schedule.



What does the prenatal blood 
test involve?

NIPT is a simple, noninvasive blood test that is 
performed after 10 weeks of pregnancy. NIPT is used 
to determine the aneuploidy status of the developing 
baby. Because the blood sample is taken from the 
mother, there is little to no risk involved to the fetus. As 
part of the trial, this test is performed at no charge to all 
women who become pregnant while participating in the 
trial and reach 10 weeks gestation.

Am I eligible for the STAR Trial?

You may be eligible for the trial if you are scheduled 
to undergo IVF and meet the following criteria:

• You are between 25 and 40 years old.

• You have not had more than 2 failed IVF cycles. 

• You have at least 2 embryos that are suitable for 
testing on day 5 or 6 of development.

What can I expect during  
the STAR Trial?

Before you participate in any trial procedures, you will  
be asked to formally consent to participate in the study.  
As part of the consent process, the study investigator 
or coordinator will review the risks and benefits of 
the study as well as the activities and procedures 
involved in the study. If you agree to participate in the 
study, you also will be asked to review and sign an 
Informed Consent document. This form helps make 
sure that you understand all the activities, procedures, 
risks, and benefits involved in the trial, and confirms 
that you agree to take part. Participation in the trial is 
entirely voluntary. You can withdraw at any time without 
affecting your ongoing medical care. 
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