What defines perterm birth? 
Preterm birth is defined as the delivery of the baby at least 3 weeks earlier than expected. Babies born too early have a greater chance of dying or having serious health problems.

What is Omega-3?
Omega –3 is a nutritional supplement derived from fish oil. Several studies have shown that the use of Omega-3 during Pregnancy may help   prevent preterm birth.  The rate of preterm birth is much lower in some countries where a lot of fish is eaten.  One type of Omega-3 (DHA) is added to some infant formulas because of its known beneficial effect on the development of a newborn’s vision and brain development. 

What is the purpose of this study?
This study is being conducted to determine if taking capsules containing Omega-3 can further reduce the rate of preterm birth in women at risk and receiving progesterone.  A study by the Maternal Fetal Medicine Units Network of the National Institute of Child Health and Human Development showed that weekly injections of progesterone could reduce by one third the chance of another preterm delivery by women who had a previous preterm delivery.   This research study is funded by the National Institute of Child Health and Human Development.  Fourteen medical centers across the country are participating in this research study.  In all, 800 pregnant women with a history of a preterm delivery will be enrolled in this research study over the next three years.

If I participate, what do I have to do?
The study participant will receive a weekly progesterone injection until 37 weeks gestation.  In addition you will be randomized, like the flip of a coin, to receive either capsules containing Omega-3 or placebo.  One group will receive the active research study medication, a daily dose 4 soft gel capsules each containing 500mg of Omega-3; the other group will receive the placebo, a daily dose of 4 soft gel capsules containing wheat germ oil, but no omega-3.  Wheat germ oil is inactive and will have no effect on you or your baby.  Study participation will last from the time of randomization, which is between 16 and 22 weeks of pregnancy, until 36 weeks and 6 days or delivery, whichever comes first.  There will be two blood samples that will be collected.  The first one will be collected at randomization and the second at the monthly study visit between 25 and 28 weeks gestation. 
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Are there any risks to me or my baby?

The participant may experience the discomforts associated with drawing blood, which may include bruising, discomfort or pain at the site, infection, or fainting.  The progesterone shot may cause bruising, soreness or slight swelling at the injection site. In several studies of Omega-3 in pregnant women carried out in Europe and the United States using doses slightly higher than the doses being used in this study, no adverse effects for the babies or mothers were reported.  

Benefits
Participants will receive the progesterone injection and study capsules at no cost.  Currently most insurance companies do not cover progesterone injections. The Participant may have an additional benefit if they are assigned to receive the capsule containing Omega-3 and its effectiveness is proven in further reducing the rate of preterm birth.  One study suggested that Omega-3 given to the mothers with allergies during pregnancy could subsequently lower the severity of allergic skin problems in their children.  The knowledge we gain from this study may provide information about how to prevent preterm births in the future. In appreciation for your time, compensation is provided.

For more information about the study, call the research office  

Monday – Friday 8a.m.–4p.m. 

312.926.2475
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