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The EAGeR Study

Questions and Answers
What is the goal of this study?

The EAGeR study will evaluate the use of low dose aspirin (81mg) compared to placebo on pregnancy.  Evidence suggests aspirin may improve pregnancy outcomes, especially by preventing pregnancy loss by improving blood flow. The goal is to increase a woman’s chance of getting pregnant and maintaining a healthy pregnancy.
Why use low dose aspirin (LDA)?

Low dose aspirin may favorably impact several aspects of pregnancy and pregnancy outcomes. Aspirin helps to reduce clotting and decrease inflammation. Better blood flow at the time of conception and implantation may lead to improved pregnancy outcomes.  Low dose aspirin is safe, widely available, has few side effects, and it is inexpensive.

How will participation in the EAGeR study benefit me?

Every woman in the study should benefit from participation.
· All participants will be given a highly sensitive fertility monitor to help determine the best time to try to get pregnant. These monitors have been shown to increase a woman’s chance of becoming pregnant. 
· All participants will be given free folic acid supplements (400mcg) to take daily. Folic acid has been shown to reduce certain types of birth defects.
· Women who join will have additional support and surveillance both when trying to get pregnant and after becoming pregnant. This includes an additional early ultrasound for those who become pregnant. 
· Women who join will also be given a small stipend for time and travel.
Who is eligible to join?
The study will be enrolling women who:

· Want to try to become pregnant at this time
· Have had a pregnancy loss at some time in the past

· Are 18 to 40 years of age
We will assess other eligibility criteria when women call and come to our clinical center.

Will I have to pay for any of the tests, procedures or medications used in the EAGeR study?

You will NOT have to pay for any of the tests, procedures, study visits, study pills, or folic acid utilized in this study. We will provide you with a small stipend to help with your transportation costs.

Why not take aspirin on my own?

The belief that low does aspirin may be helpful to women trying to get pregnant and maintaining a healthy pregnancy has not yet been proven. This scientific study will determine if treatment with aspirin is effective.
How will the EAGeR study affect my regular Obstetrical/Gynecologic care?

Participation in the EAGeR study will NOT take the place of the regular care you receive from your obstetrician-gynecologist or other health care provider. The EAGeR study visits are IN ADDITION to your usual care.

Where will study visits take place?
All visits will be at the Women’s Health Research Center, 65 Farber Hall at the University at Buffalo South (Main Street) Campus. Free parking near the center is set aside for study participants. The site is also on bus routes and near the University metro (subway) site.
What will I be asked to do if I join this study?

· Come to the Women’s Health Research for study visits. There will be 1 or 2 visits per month for 6 to 15 months

· Complete questionnaires
· Have body measurements taken

· Have blood samples drawn periodically
· Collect and store daily urine samples at home for two or three months
· Use a fertility monitor every morning until becoming pregnant
· Complete daily diaries
· Complete pregnancy tests at the end of each menstrual cycle
· Take study pills everyday. You will be randomly assigned (by chance) to take either:
· Low-dose aspirin (81 mg) plus folic acid (400 μg), or
· Placebo plus folic acid (400 μg)
What if I become pregnant?

You will continue to take your study pills through week 36 of your pregnancy. You will continue to have study visits. You will also continue your regular care with your own health care provider. 
Are there any side effects of low dose aspirin?

There are no known risks to mothers or their babies from low dose aspirin in the first 36 weeks of pregnancy. 
How will my confidentiality be assured?

All information obtained will be treated in strict confidence to the extent provided by law. You will be assigned a study identification number and your name will NOT be used in ANY reports resulting from this study. You may choose to have certain study information shared with your personal health care providers – this will only be done with your written request and permission.
Who is funding the EAGeR Study?

This study is funded by a contract with the National Institute of Child Health at Human Development (NICHD) at the National Institutes of Health. EAGeR is a multi-centered study that includes a clinical center at the University at Buffalo and another at the University of Utah, a data coordinating center at the University of Haifa and investigators at the NICHD. An independent Data Safety Monitoring Board is in place to oversee the conduct of the study and the safety of participants. The study is approved by the University at Buffalo Health Sciences Institutional Review Board as well.
How do I join?

If you would like to learn more about the EAGeR study, please call us at:
716-829-3128
Additional information can be found on the study website: http://www.eagertrial.org/[image: image2.png]EAGeR
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