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Title of Study: Time to Conceive: A study of fertility 

Principal InYcstigator: Anne Z. Steiner, rvID, ~H 

TJNC-Ch.ipel IJilI Department: Obstetrics and Gynecology 
lI:'\C-Ch.pel Hill Phone numher: (919) 966-528J 
Email Address: astciner@med.unc.edu 
Funding Source: lTRC ~rant funds and deparlment funds 

Study Contact telephone number: 843-8246 
Study Contacf email: fcrtility@unc.edu 

\Vilat arc some general things you should know ahout research studies?
 
You are being asked to take part in a research study. To join the study is voluntary.
 
You may refuse to joiu, or you may v:ithdraw your consent to be in the study, for any reason.
 

Research studies are dcsig,ned 10 obtain new knowledge that may help other people in the future.
 
You may nl1t receive any direct benefit from being, in the research study. There also may be risks
 
to being in research studies.
 

])eciding not to be in the study or leaving the study before it is done will uot affect your
 
relationship with the researcher, your health c.:ue provider, or the University of North Carolina­

Chapeillill. If you are a p<ltient \\ith an ilhless, you do not have to be in the research study in
 
order to receive health care.
 

])et:tils aboul this study are discussed bc:.!ow. 1l is important that you understand this infonnation
 
so that you can makc an informed cboice about being in this research study. You \\ill be given a
 
copy of this consent forrn. You should ask the researchers named above, or staff members who
 
may assist them, any questions you have about rhis study <:It any time.
 

What is the purpose of this study?
 
The purpose ofthis rcse<irch study is to learn a way to measure a person's fertility. After 1 year
 
of trying, lout of every 7 women \\ill not be pregnant. This is called infertility. This re::;uhs in
 
significant distress and anxiety. L,fertdity is common: however, we have nO markers to predict
 
who will be infertile. For couples diagnosed \viib infertility, we have used blood and urine
 
hOffi10ne levels (follicle stimulating honnone (FSH), inhibin B, aud antimulleriau hormone
 
(A.i\1H» 10 tell us who will get pregnant \\ith fertility treatment. We don't know if these
 
hormone len'!s can predict ifregular people trying to get pregnant will be able to get pregnant.
 
This study ''''ill try to detennine if these hormone levels can predict fertility and infertility.
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You are being ashd 10 be in the study because you are a \""oman between the ages of 30 and 44
 
trying to get pregnant. To participate in this study you must be trying to get pregnant and living
 
\vith your male partner.
 

Are there any reasons you .~hould not be in this study?
 
You should not be in this study if you are currently Ilsing birth controL can not speak English,
 
have heen trying to get pregnant for more than 3 months, havc used hormone shots for birth
 
controL in the past year, have renal failure, or have kno\'.TI fertility problems including polycystic
 
ovarian syndrome (peos).
 

How man" people will take part in this stud,,?
 
If)'ou decide to be in this srudy, you \\ill be one of approximately 200 people in this rqearch
 
"tudy.
 

now long ""ill your part in this studY last?
 
You will be enrolled ill the study un(il you have your early pregnancy ultrasound. Below is a list
 
ofaetivities during !he study and the ti.me it \\ill require to complete them. 

~~::e-il;-t,-Q-u-es-ti-o-;'--n-=;ur-=·-~-,-B-]-O-O-=d-and l hi~e -~(-'I-Ic-c-tio-n-------t-c~~-~':nutes ---1 
Fertili Calendar 5 minuces each month 

.------ ..- ­

:Vlonthly urine collection 15 minutes each month 
I relep!Ionc ~~i -to schedule your prcgn~~y ul!~~oillld --=ill-5 minuJes __.._..----.-j 
, Pregn~cy ultrasound __ 15 lmnntes 
LTotal ~ ~ ._______ 1 hour and 50 mmutes_ 

'\!hat will happen ifyou take part in the stud.... ? 
By this tj1U~ point, we have determined that you arc eligible to participate in this study. You 
should be on your second, third, or fourtb day ofyoUJ menstrual cycle. Jfyou agree to 
participation, you \>,:ill complete a questionnaire and provide a blood and u.rine sample today. 
The questionnaire has questions about your medical and reproductive history, your partner, your 
family history, and your behaviors. Today we will obtain approximately 15ml (3 tea..~poons) of 
blood from your vein and wi1l3sk you to give us a urine sample. These samples will be stored 
frozen and analyzed at a later time for hormone lc-vels. You must provide 'blood and urine to 
participate in thjs study. You willl1l1t be informed of the results of the hormone studies. 

While you are trying fa get pregnant we ask that you record days you have bleeding, have 
intercourse, take medication;;, and have signs of o\'Ulation on the fertility caIcndar we provide. 
You arc not required to monitor for o\-'ulatiol1 to participate. However, jf you do monitor for 
ovulation using ovulation predictor kits or cervical mucus testing, we ask that you record your 
test results. 

If you do not conceive in the Erst month, you will collect urine 011 the second and third day of 
your menstrual period. We will provide you with coutainers to collect the urine from your first 
morning void on the second and third day of the menstrual cycle. You will also be provided \vrth 
a shipping container. fed-ex \,ill come to your house or work to plck up the samples. Vie will 
pay for the shipping. We ask that you collect 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 yon nse the pregnancy test we provide, if you miss a period. If your pregnancy tcst 
is positive, \l'e would like you to cJ.ll us at 843-8246 or email us at fertility.:gullc.edu to set np 
your ultrasound. Ifwe do not hear from you within 3 months, we will call you to check on you. 
Tfwc don't hear from you after 6 months, we \vill call again to check all yon. 

You will have a transvagmal ultrasound during your 71:h week of pregnancy to look at the size of 
the baby and look for a heart beat. You ""'ill be givcn a picture of the baby. Vle 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. 

\-Vhat are the possible benefits from being in this study"! 
Research is designed to benefit society by gaining new knowledge. You wlUnot benefit 
personally from being in this research study. 

What are the possible risks or discomforts invol"cll with being in this study? 
You may experience minimal discomfort. bruising, and a low risk of infection v.ith the blood 
dTaw. You may feci some vaginal pressure dnring the ultrasound. We undeTstand that you may 
lIot Viant others 10 know that you are trying to get pregnan1. We will do our best to protect your 
confidentiality. In addition, there may be uncommon or previously unkno\\TI risks that might 
occur. You should report any problems to the researchers. 

'Vhat if we learn about new findings or informl1tion during the study? 
You v.ill be given any ne\v infoilllation gained during the course of the study that might affect 
yom willingness to continue your participation. 

How ,"vill your priYl1cy be protected? 
Confidentiality will be protected by keeping uata in both a locked location and in a passworu­
access computer progran" \\ith only the study investigators and research coordinator having 
access to the dat1l. In addition, personal identifiers including name, contact information, date of 
birth and mcdieal record will be rcmoved from sub.ieet questionnaires and data sheets, with 
subjecls instcad being assigned a study numher far iuentification. Identifiers will be kept separate 
tI-om data information, again in a password proteetcd or locked location. 

}..\) snb.jeets will be iuentified in any report or publication about this study. Although eYery effort 
will be made to keep research recarus private, there may be times when federal or slale law 
r.:quires the disclosure of such records, including personal ini()rmatioll. This: is very unlikely_ 
but if disclosure is ever n:quireu, Ui\C-Chapel Hill will rake sleps allowable hy law to proted 
the pn\'acy of personal illfonnJ.lion. Tn some casts, your infoilllation in Ihis research study could 
be reviewed by representatives of the University. r.:search sponsors, or government ageucies for 
pllIposes such as quality control or safety. 

What ifyuu Wl1nt to stOD before your part in the stmh js eomplete? 
\'ou can \vithdraw from this sLudy at any tin)c. without penalty. The im'estigatOTs also have tllC 
right to stop your participatioll3t any time. This could be becduse yOll start ft':rtility treatment, or 
because you bave not gotten pregnant after 6 months of being in the study, OT have failed to 
follow instructions, or beeanse the entire study has been stopped. 

'ViII YOU receive anything for being in this study? 
You will receive up to $62 for taking part in this study. You \,,-jll Teecive S15 for proviuing the 
initial bloou and urine. You will receive 5:5 for completing the qnestionnaire. You \"ill be given 
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a $2 parking coupon all the day of your blood draw, if you have your blood drawn at UNC 
Hospit.als. You will receive up to 6 free pregnancy tests and $5 for each fertility calendar you 
complete and return to us (up to 3 completed calendars or $]5) and $5 for each set of montWy 
mines (Up to 5 urine sample or $25). You will receive an ultrClsound picture of your baby, if you 
become pregnant during the study. You will not have to pay for the ultrasound. 

'"Viii it cost )'OIl anything to be in Ibis study? 
If you choose to participate in this study: you will be respollsible for paying for your 
transportation to and from the study site. We ,\ill 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 pay'ing for them. If you require any care outside of the study protocol, the 
costs ~Jfthat caTe will be billed to you and/or yom insUTaJJCe. 

"/hat if you are a UNC student?
 
Yon may' choose not to be in the study or to stop being in the study before it is m'er at any time.
 
This will not affect your elass standing or b'Tades at UNC-Ch:.:l.pd Hill. YOll will not be offercd
 
or receive any special consideration if you lake parl in this research.
 

";hat if you arC:l VNC emplovee?
 
T:tkjug part in this research is not a part of your University dUlies, aJld refusing v.ill not affect
 
your job. You will nol be offered or receive any special job-related consideration if you take part
 
in this research.
 

'''hat ifyou ban questions about this study?
 
Yon have the right to ask, aDd have answered, any questions you may have about this research. If
 
you have questions, or if a research-related injury occurs, you should contact the researchers
 
listed on the first page of this form.
 

"'hat if yOU bave questions about your rigbts as a research subject?
 
All research au human volunteers is reviewed by a committee lhat works to protect your rights
 
and welfare. If you have qnestious or concerus about your rights as a research subject yon may
 
cOlltact, anonymously if you wish, Lhe Institutional Review Board at 919-966-3113 or by email
 
to IRB_subjects@unc.cdu.
 

Title of Study: Time to Conceive 

Prineipal Inycstigator: Anne Z. Steiner. ~1D, IYfPH 

Subject's Agreement: 

1hdVC rcad tIle information provided abovc. I have asked all the questions I have at this time. I 
voluntarily agree to participatc in this research study, 

Signature of Research Subject Date 
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Printed Name of Research Subject 

Signature ofPerson Obtaining Consent Date 

Printed Name of Person Obtaining Consent 

Page 5 of 5 


