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EARLY PREGNANCY STUDY



THANK YOU FOR PARTICIPATING IN TH IS
IMPORTANT STUDY OF EARLY PREGNANCY.

PURPOSE OF THE STUDY

This study has severa l purposes:

-To evaluate the accuracy of
new chemical assays of urine for
the detect ion of very ear ly pregnancy.

-To learn more about the earl y
par t of preg nancy, especial ly
wi t hi n t he firs t s ix weeks of
concept io n.

-To f i nd out how soon af ter
conception women begi n to
have symptoms of pregnancy.

-To provide informatio n on
how many conceptions end
i n delivery of a baby and
haw many are lost i n ear ly
preg nancy .

The National Insti tute of Env ironmental
Health Sciences (NIEHS) i n cooperation
with t he Nat io nal Institute of Ch ild Health
and Human Deve lopment ;s sponsori ng t he
study. The pr incipal i nves ti gat or is
Dr . Allen Wilcox at NIEHS , Researc h
Triangle Park.

Survey Research Associates, also located
in the Research Triangle, wi ll be con
t act i ng volunteers and collect ing t he
data for t he study. Please cal l 541-7692,
a local cal l from Chapel Hil l , Durham, and
Raleigh, for any questions.

PARTICIPATION

AS A PART IC IPANT , you will be asked to:

- re spond to a questi onnai r e at t he
beg inni ng and t he end of t he study.
Survey Researc h Associa tes per sonnel
will set up a t ime and locat ion convenient
to you for t he conf ide ntial in t ervi ews.

-col le ct dail y urine spec imens whic h you
wil l freeze. You will be pai d $10 f or each
week you cont r i bute ur ines . Al l needed
mate r i al s wi l l be provi ded for you
and delivered to your home. Specimens
wi l l be pic ked up by study personnel
every week or every other week.

- fill out a dai ly check-li s t of four
pregnancy rel ated quest ions on t he
Daily Record Card whic h wi ll be
provi ded far you each week.

STATEMENT OF CONFI DE NT IALITY

All i nformat i on wi l l be kept complete ly
conf i dent ia l. You will not be ident i fi ed
by name and any informa t i on you pro-
vide wi l l be combi ned with t hat f rom
ot her volunt eers and presented i n sta t is 
tical form onl v,

PAYMENT

Payment will be made each time t he repre
se nt at ive of Survey Research Assoc iates
comes t o your home to pick up your uri ne
samples.



BEGINN ING

Active parti c i pati on begin s th e day
immediatel y foll owing di scont inu at i on
of all methods of contr acept ion. Each
day t hereaf t er , i ncl ud i ng menstruati on
days , the first ur i ne of th e day should
be collected.

LENGTH OF STUDY

Urine specimens will be col lec ted for 8
weeks after a mi ssed me nstr ual per iod
t hat ;s diagnosed as pregnancy or up t o
six months. If you become pregnant,
we would li ke to keep in t ouch wit h you
t o the concl usion of your pregnancy.

COLLECTI NG THE SP EC IMEN

We wo uld li ke for you to col l ect t he fir st
urine of each day. It i s the most import
t ant urine of t he day for the purposes
of t his research. If you get up during
the night i t is not necessary to catc h that
urine. You can wa it until you get up for
t he day. We have made every effort to
consider your convenie nce. and wil l
provide al l the materia ls necessary for
urine col lect ion. and storage.

A plast ic spouted beaker i s provided for
col lec tion convenience . It should be
rinsed care fu l ly af ter each use so that
t here i s no contami nat ion of subsequent
ur ines by previ ou s specimens.

A pl ast i c " bo n n e t ~ facilitat ing col lectio
can be provided if you pref er . It is
l arger and requ ires mor e storage space
but some women collecti ng urine appreciatl
t he convenience s ince 1t fits into the
commode and can be put i nto place the
eveni ng before. It also has a pouri ng
spout and should be careful ly r i nsed af te
each use.

Eac h day's spec imen wil l be stored in a
sma ll plastic bot t l e. Th is bott le should
be fil led to about a quarter inch f rom
the top. (Thi s i s about 35cc.) Bott les
are stored i n a small box which holds
a week1s supply. After each collec tion .
the specimen should be pu t immediately
in t he fr eezer.

A l abel on t he lid of the plas t ic contain
will speci fy the day of t he week you are
to use the conta i ner . Please be care fu l
to use the conta i ner correc tly labeled
for t hat day. The label cor res ponds to
more comp le te information . needed for
analysis . shown on a label on t he si de of
the conta i ner.



DAI LY RECORD CARD

You will receive a Daily Record Card for
each week's collection which will f it inside
the box containing your bottles . The top of
the card will already be filled out ~ showing
your identification number . data form number ,
the week number of participation and the
date of the Monday beginning that week .

Each day. at the same time you collect the
first morning uri ne. we would like for you to
answer these four Quest io ns on the lower part
of th e card :

"I n t he past 24 hours :

-Has t here been unprot ect ed i ntercourse?

-Have you had any symptoms of pregnancy?

·What number of tampons have you used?

-What number of pads have you used?"

Here is an example :

The third week of Patls urine collection
begins on Monday, November 22. 1982 .
Early morning urine" is collected . Code
Y is entered in the box under M (for
Monday) . In the past 24 hours unpro
tec ted intercourse did occur . Code Y
is entered in corespo nding box under M.
There were no symptoms of pregnancy. Neither
t ampons nor pads were used. Code a is
entered in the three boxes .

On Tuesday, the first morning urine
was missed. later Tuesday, Pat
real ized that she had forgotten. She
then collected a sample and noted that
important fact by coding l in the box
under Tu . Code a was entered in all
four boxes for the past 24 hours as

i there had been no unprotected inter
course, no symptoms of pregnancy. no

) tampons used. and no pads used.

EXAMPLE

N H EARLY PR NAN Y U Y TEl EPHON : -
IDi : ill - 10 12..13 I Form: [Q]]] Vill Irjeek: illIJ

rzm f2T2:l rzm
Mo. ------oay Yr.

ur i ne coll ec te d?
Y" yes

rr.~=, """"t - teee r
24 hours : void

unprotctd intcs?
Sot of pg?
I taqlons used?
I pads used?
Comment s on back:

NOTE : You should answer the four questi ons
. for each 24 hour peri od even when you were
I not able to collect urine . Please do not

go back to answer questions for previous
days. Answer questions only for the cur rent
day. When the last urine of the week i s
collected on Sunday morning , the Daily Record
Card should be transferred to the box in the
freezer containing al l t he urines for that we
The Survey Research Associates representative
will pick up the Daily Record Cards with the
urine specimens.



WHAT IF

-Wha t if you miss the f irs t mo rning urine?
Although t he f irst mor ning urine i s
preferable for t he lab ora t ory analys is ,
a urine col lect ed anyti me that day
woul d be useful. Let us know that
the specimen is not t he fir st
mo rni ng ur ine by recordi ng l (" later
voi d") on the Dail y Recor d Car d.

-What i f you forget the enti re day?
It is important for you to make
every effort to cont ri bute a dai ly
urine . If , however , you shou ld
mi ss an ent i re day. s imply
put t he empty container in
the car t on and enter a note on t he
Daily Record Card . DO NOT
SUBSTITUTE . Do not discontin ue
coll ec ti on of urine . Missing a day
does not disqual ify your cont inued
part icipati on but DO NOT SUBSTITUTE
urine f rom anot her day. Please
answer the four questi ons on
t he Dai ly Record Card even i f you did
not col lect urine that day.

e

•

-What i f you go out of town? It is
important to the succes s of the st udy t o
have as comp lete a set of sampl es fr om eac
woman as possible. If you can manage t o
freeze the samples while away , we
will be happy t o provide a cooler
and bl ue ice to keep it frozen while
being transported. l et us know ahead
of t ime so that we can help you in
any way we can.

-W hat i f you have a frie nd who is i nterestel
in becoming a vo lu nteer? Please have her
contac t us, or gi ve us her name . We are
looki ng for vol unteers .

-What if you mi so1ace your Da i ly Record Carl
have a defective plastic container or
have any questi ons?
Call staff personnel at Survey Research
Assoc i at es , 541-7692 any time of the day
or ni ght. If you call after office hours,
please leave a message and we will cal l
you at the beginn ing of the next work ing
day. Our number is toll free from Chapel
Hi l l , Durham and Raleigh .



NOTES AND QUEST IONS:

•

SPONSORED BY
NATIONAL INSTI TUTE OF ENVIRONMENTAL

HEALTH SERV ICES
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