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What are some genecral things vou should know about research studics?
You are being asked to lake part in a research study. To join the study is voluntary.
You may refuse 1o join, or you may withdraw your consent to be in the study, for any reason.

Research studies are designed 1o obtain new knowledge that may help other people in the future.
You may not receive anv direct benefit from being m the research study. There also may be risks

to being in research studies.

Deeiding not to be in the study or leaving the study before it 1s done will not affect your
relationship with the researcher, your health care provider, or the University of North Carolina-
Chapel Hill. 1f you are a patient with an illness, you do not have to be in the research study in
order to receive health care.

Details aboul this study are discussed below. Il is important that you understand this information
0 that vou can makc an mlormed choice about being in this research study. You will be given a
copy of this consent form. You should ask the researchers named above, or staff members who
may assist theni, any questions you have about rhis study at any tine.

What is the purpost of this studv?

The pwpose of this research study is to learn a way to measure a person’s fertilny. After 1 vear
of trying, 1 out of every 7 women will not be pregnant. This is called infertility. This results in
significant distress and anxiety. Infertility 1s common; however, we have no markers 1o predict
who will be infertile. For couples diagnosed with infertility, we have used blood and urine
hormoune levels (follicle stimulating hormone (FSH), inhibin B, aud antiinullerian hermone
(AMH)) 10 tell us who wall get pregnant with ferfality treatment. We don’t know if these
hormone levels can predict if regular people trying to get pregnant will be able to get pregnant.
This study will try to determine if these hormone levels can predict fertility and infertility.
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You are being asked (o be in the study because you are a woman between the ages of 30 and 44
trymg to get pregnant, To participate in this study you must be trying to get pregnant and living
with your male pariner.

Are there anv reasons you should not be in this study?

You should not be in this study if you are currently using birth contrel, can not speak English,
have heen trying to get pregnant for more than 3 months, have used hormone shots tor birth
control in the past year, have rcnal failure, or have known fertidity problems including polycystic

ovarian syndrome (PCOS).

How manv people will take part in this studv?
If you decide to be in this study, you will be one of approximately 200 people in this research

study.

How long will your part im this study last?
You will be enrolled w1 the study until you have your early pregnaney ultrasound. Below is a list

of activities during the study and the tune 1t will require to complete them.

[Activity - [ Time_ ]
| Consent, Questionnaire, Blood and Urine collection _ | 60 minutes i
Fertility Calendar B _ o 5 minutes each fnqr_ﬂh ]
| Monthly urine collection i 15 miputes each menth |
I'elephene call to schedule your pregnancy ultrasound 5 minutes )
Pregnancy ultrasound - o ] 5 nnntes
| Total o B o ] hour and 50 minutes

What will happen if you take part in the study?

By this tiiue point, we have detcrmined that you are eligible to participate in this study. You
should be on your second, third, or fourth day of your menstrual cycle. If you agree to
parlicipation, you will complete a questionnaire and provide a blood and urine sample today.
The questionnaire has questions about your inedical and reproductive history, your partner, your
famtly history, and your behaviors. Today we will obtain approximately 1351l (3 teaspoons) of
blood from your vem and will ask you to give us a urine sample. These samples will be stored
trozen and analyzed at a later time for hormone levels. You must provide blood and urine to
participate in this study. You will not be informed of the 1esults of the hormone studies.

While you are trying to get pregnant we ask that you record days you have bleeding, have
intereourse, take medications, and have signs of ovulation on the fertility calendar we provide.
You are not required to tnonitor for ovulation to partictpate. Ilowevecr, If you do monitor for
ovulation using ovulation predictor kits or cervical mucus testing, we ask that you record your

fest results.

If you do not conceive in the first month, you will collect urine on the second and third day of
your menstrual period. We will prowide you with coutainers to collect the urine from your first
morning void on the sccond and third day of the menstrual cycle. You will also be provided with
a slupping container. Ied-e¢x will come to your house or work to pick up the samples. We will
pay for the shipping. We ask that you collcct urine on these two days each month until you
conceive or until you have beeu in the study for 6 months.
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We ask that von nse the pregnancy test we provide, if you miss a period. 1f your pregnancy test
is positive, we would like you to call us at 843-8246 or emait us at fertility/@unc.edu 1o set np
your ultrasound. If we do not hear from you within 3 months, we will call you to check on you.
I{'we don’t hear {rom you after 6 months, we wil} call again to check on yon.

You will have a transvagmal ultrasound during your 7™ week of pregnancy to look at the size of
the baby and look for a heart beat. You will be given a picture of the baby. We will send a copy
of our ultrasound findings to your doctor if you desire. You mnst agree to have a pregnancy
ultrasound in order to participate in this study.

What are the possible benefits from being in this studyv?
Rescarch is designed to benefit society by gaining new knowledge. You will not benefit

personally from being in this research study.

What are the possible risks or discomforts invoelved with being in this study?

You may experience minimal discomfort, bruising, and a low risk of infection with the blood
draw. You may feel some vaginal pressure dnring the ultrasound. We understand that you may
not want others o know that you are tryimmg to get pregnani. We will do our best to protect your
confidentiality. Tn addition, there may be uncommon or previously unknown risks that might
occur. You should report any problems to the researchers.

What if we learn abouf new findings or information during the study?
You will be given any new infoermation gamed duning the course of the study that might affect
yonr willingness 1o cantinue your participation.

How will your privacy be protected?

Confidentiality will be protecied by keeping data in both a locked localion and in a password-
acuess computer program, with only the study investigators and research coordinator having
access to the data. In addition, personal identifiers including name, contact information, date of
birth and mcdical record will be reinoved from subject questionnaires and data sheets, with
subjects mnstead being assigned a study number for identification. [dentifiers will be kept separate
from data information, again in a password protected or locked location.

No snbjects will be identified in any report or publication about this study. Although every effort
will be made to keep research records private, there inay be tines when federal or state law
requires the disclosure of sueh records, ineluding personal information. This 15 very unlikely.
but if disclosure is ever required, UNC-Chapel 11l will take steps allowable hy law to protect
the privacy of personal information. Tn some cases, your information in this research study couid
be reviewed by representatives of the University, research sponsers, or governument ageucies {or
purposes such as quality control or safety.

What if vou want to stop before vour part in the studv is eomplete?

You can withdraw from this study at any timc, without penalty. The mnvestigators also have the
nzht to stop your participation at any time. This could be because you start fertility treatment, or
because you bave not gotten pregoant after & manths ol being in the study, or have failed to
tfollow instructions, or beeanse the entire study has been stopped.

Will von receive anyvthine for being in this studv?
You will receive up to $62 for taking part in this study. You will reecive S15 for providing the
inttial blood and urine. You will reccive $5 for completing the questionnaire. You will be given
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a $2 parking coupon on the day of vour blood draw, if you have your blood drawn at UNC
Hospitals. You will receive up 10 6 free pregnancy tests and $5 for each fertility calendar you
complete and retura to us (up fo 3 completed calendars or $15) and $5 for each set of monthly
urines (up to 5 urire sample or $25). You will receive an ultrasound picture of your baby, If you
become pregnant during the study. You will not have to pay for the ultrasound.

Will it cost you anvthing to be in ithis study?

If you choose to participate in this study, you will be respousible for payving for your
transportation to and from the study site. We will provide a coupon for parking on the day of
your blood draw but not the day of your ultrasound. If you usc ovulation predictor kits, yon will
he responsible for paving for them, If you require any care outside of the study protocol, the
costs of that care will be billed to you and/or your insurance.

What if you are a UNC student?
Yon may choose not 1o be in the study or to stop being in the study before it is over at any time.
1his will not affect your elass standing or grades at UNC-Chapel Hill. You will not be offercd

or tecetve any special consideration if you take part in this research.

Yhat if vou are a UNC emplovee?
Takiug part in this research is not a part of your University duties, and refusing will not affect
your job. You will not be offered or receive any special job-related consideration if you take part

1n this research.

What if you bave questions about this study?
Yon have the right to ask, and have answered, any questions you may have about this research. If
you have questions, or 1f a research-related injury occurs, you should contact the researchers

listed on the first page of this form.

Whatif vou have guesfions ahout vour richts as a rescarch subject?

All research ou human volunteers is reviewed by a committee that works to protect your rights
and welfare. If you have gnestious or concerus about your rights as a research subject yon may
contact, anonymously if you wish, the Institutional Review Board at 219-966-3113 or by emnail

to IRB_subjectsigunc.cdu.

Title of Study: Time to Cenceive

Prineipal Investigator: Annc /. Steiner. MD, MPH

Subjeet’s Agreement:

I have read the information provided above. I have asked all the questions I have at this time, 1
voluntarn]y agree o participate in this research study,

ggnaiure of Research Subject ) Date
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Printed Name of Research Subject

Signature of Person Obtaining Consent Date

Printed Name of Person Obtaining Consent
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