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CHAPTER 1
INTRODUCTION

In partial fulfilment of curriculum requirements for Masteirs Clinical Research
Management, | did a six months internship through J0e€2209 to November's 2009 in the
Baylor Research Institute (BRI) located at Baylor AllriaiMedical Center, Fort Worth, TX. |
was under the supervision of my onsite mentor, Jennifer M. Thomas, R¥, BCRC and
research nurse, Theresa Cheyne, RN. During my internship | pedoh@elay to day activities
expected from a clinical research coordinator. During this periode twere four ongoing
clinical trials of which three were device studies and one wamaology study. | helped Mrs.
Tracy Messing (Clinical Research Manager of Baylor eResh Institute, Fort Worth) the
research coordinator for this study, by filling out the IRBrfsrthat are a prerequisite for any
study. | attended the Institutional Review Board (IRB) meetihgchvreviewed this project. It
was truly a learning experience to witness such meetingscliriieal trial involved subjects
with recurrent head and neck cancer. The IRB had concerns regardjact €ompliance for the
proposed medication and standard of care. This clinical trial g lm@inducted at different sites
across the United States.

The other study | was actively involved with was a device stodyexamined whether a
gel can prevent postoperative adhesion formation in subjects undgrggimecological
laparoscopic adhesiolysis. In this study, the adhesions are remodeal @olyethylene glycol

(PEG) based absorbable gel that forms a hydrogel and aeatbasier is poured through the



device during the endoscopic surgery. It is a randomized singbeleldli multi-site study
conducted at several locations throughout the United States. | hadpartuogy to see the
endoscopic surgery for one of the subjects who was randomized intovibe dtidy. Also |
observed the recruitment procedures and the informed consent procéiss &ove device
study.

BRI conducts mostly sponsor based studies that are multi-sitey dahe issues must
be dealt with before a study gets approval. These include finanat&trs, Baylor Institutional
policies, sponsors and other sites involved. Occasionally, a prinoiegtigator also wants to
examine the data apart from that mentioned by the sponsor. Thubefstudy to begin it

actually takes 2-3 months apart from the time required for the IRB approval.

The success of any clinical trial depends on the active meatich of the subject and
their cooperation throughout the study. It is especially needed s itelated to cancer therapy.
Since there is a high chance that the subject may withdrawtfr@study, recruiting subjects for
such studies is another obstacle. This results in an increase @oghand time involved in
obtaining the results. The study can get delayed because tdctimd@cal issues such as non-
availability of the personnel to conduct the study, or insufficseipiply of the device, drugs, or

paper work required for the study.

During a meeting with the monitor of a device study, | met with ainthe mid-wives
who is the Principal Investigator in this study. In this stadgevice that measures the cervical
length will be compared with ultra-sonogram results. This wilolve a short questionnaire
seeking subject satisfaction levels for either of the two proesdiuring that meeting, the
Principal Investigator described the use of the device for degepteterm labor. This meeting

led to the development of my research question. My literaturehsdar studies related to
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preterm birth and labor showed two results. There are studiesidhatbeen conducted that
suggest various risk factors for preterm births, and preventiveuresathat can be implemented.
However, there is not much awareness among pregnant women reganetigrgn birth/labor
which can lead to serious complication. Thus, it becomes imperatiuedt@ solution to this
serious health issue facing the world. In order to address tbidepr, discussion with the
pregnant women population regarding their concerns, preferences andbdeagreterm birth

IS necessary.



LITERATURE REVIEW

Definitions

1. Pregnancyis defined as the state of carrying a developing embryo os feithin the female
body! The birth of a baby is a process that starts when women exgetabor pain caused by
uterine contractions and ends with a delivery.

2. Full term birthsare defined as babies born between 37 weeks and 42 completed weeks.

3. Preterm births arbabies born before 37 weeks of gestational period or 259 days frdimsthe

day of the last menstrual cycle as per the World Health Organization.
Preterm births are most commonly classified as:

s Late term-prematurddabies that are born between 34 to 36 weeks of gestation.

* Moderately prematuréBabies that are born between 32 to 36 weeks of gestation.

*» Very prematureBabies that are born before 32 weeks of gestation.

Stages in Fetal Development and Labor

The World Health Organization defines normal pregnancies aséet37 to 42 weeks.
These weeks are divided into three trimesters, and each gmabsiracterizes a unique stage of

fetal developmentThe duration of each trimester is three months.

The first trimester(1 week, 0 day to 13 weeks, 0 day), is the time of rapid gramth

development of the embryo into its major organs like brain, spinal dest, dnd digestive
system. The heart starts beating, and formation of the plaedwes place. By the end of second

month, the fetus has a complete cartilage skeleton replaced bydand the arms and legs



begin to appear. By the end of first trimester, the kidneys betumsgonal, the toes and fingers

appear, and the face looks more human like.

The second trimestéil4 weeks, O day to 26 weeks, 0 day), marks the ability of thoeyemic

baby to make facial expressions. They can perceive sound. Theysnows and scalp begin
to develop and an accumulation of fat takes place. They can flex ekdécause of limb
development. And lastly, development of the reproductive system begins. Eventtlgigs
are not well developed, a fetus born at the end of six months canesuinprovided with

intensive care.

The third trimestef27 weeks, 0 day to 40 weeks, 0 day), the baby starts to openoardiot

eyes and respond to light. The color of the eyes is established, lbecwse fully developed,
and movements become more forceful. The skeleton begins to storemgalmon, and
phosphorus. Weight gain occurs and a slight movement of the diaphragganisas the fetus

attempts to breath. Reproductive development continues, and the skin begins to thicken.

These developmental stages of a fetus described above can dlzetsby using an
ultrasonographical technique which has been approved by the FDA. Asrtthayets closer,
frequent and prolonged vigorous contractions are experienced. This stagepmspanied by
back pain, vaginal discharge and membrane rupture. These vital segais mmdication of labor
which is the concluding step of pregnancy. Labor is divided into thages the first stage is a
change in the cervical length caused by dilation due to continuousctomtt This is further
divided into two parts: latent and active labor. In latent labor, éiné@>xcstarts thinning out and
opens slowly, while in active labor the cervix begins to dilatedhapiThe contractions get

longer, stronger and closer together. This is also refesrad the transition phase. In the second



stage, the cervix is fully dilated and this stage ends @feebaby is born. The third stage starts
immediately after the baby is born and ends with the separatidrdelivery of the placenta.

These stages are observed irrespective whether it is a normal or pretlerm bi

Preterm Birth Statistics

There has been a significant increase in the number of preterm births in ¢oeSthrties
from 11.6% in 2000 to 12.7% in 2007, which has been shown to be associated with increased
risk of infant mortality. In 2005 68.6% of infant deaths were related to preterm botbrding
to the statistics reported for 2007, nearly 549,000 babies were born preterm, i.e., agercenta
increase of approximately 34.0% since the 198fiing which the preterm birth rate was
estimated to be 9.5% of all birth$ There has been a significant increase of about 11% in the
number of late-preterm births from 8.2% of all births in 2000 to 9.1% of all births in*2005.
Recent studies indicate an increase in Cesarean births irrespectiveratagethnicity or
socioeconomic status. This increase in singleton preterm birth was seepimdaillveries that
were by Cesarean section, the largest increase seen in late-mteligaries’ ® The very
premature birth rate rose from 1.9% of all births in 2000 to 2.0% of all births in 2005,
representing a percentage increase of 5.0%. Death resulting from pretarrelatgd causes
was 34.6% of all births in 2000 to 36.5% in 2005, also representing a percentage increase of
5.0%. The rates of infant death due to preterm related causes are found to be loglger am
African Americans and Puerto Ricans as compared to Caucasians anddisptmars. With
an increase in preterm birth rates, the babies require additional hospdalieatra care, and
pediatric surveillance that add to the overall health expenditure. According to the&3Qics,
the average annual cost for premature births is approximately 10 times thall ¢éran birth.

Thus, the cost involving prenatal care for a preterm baby right from its birthitdirtebirthday
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roughly amounts to $449,033. This serious health problem costs the United States $26.0 billion

annually’

Causes and Risk Factors

Although, physicians have been unsuccessful in determining the caurs¢eah labor,
some factors have been identified. One important factor is sganitsipremature rupture of the
amnionic membrane (PRONM)The opening up of amniotic sac too soon, i.e., before the labor
begins results in PROM,; this is also referred to as wateaking. According to one study,

smoking or excessive caffeine drinking can result in PROM.

Secondly, premature birth can be due to spontaneous labor caudéeérbyesitourinary
infection that triggers the body’s natural response to induce laédy or premature dilation of

cervix with no contractions (referred to as cervical shortening.)

Thirdly, premature birth may be due to a medical condition such edingecaused by
placental abruptions. This result in tearing of the placenta fronutdrene wall, stretching or
over distension of the uterus that is seen in multiple pregnanciasy thue gestation of twins or
triplets, or early induction due to health problems like diabetegsesegampsia or C-section

carried out in complicated cases. All of these conditions increase the riskesfrplabor.

Furthermore, women who have had a history of prolonged PROM may also beaatuhcre
risk in subsequent pregnancies. Preterm births have a tendenagcuo in subsequent
pregnancies and the risk of delivering preterm is often aroundathe gestation time as the
previous preterm birtH. Preterm labor cannot be predicted because any woman can deliver a

premature baby, but it has been observed that some women are aihoneased risk than



others. This is mainly due to difference in lifestyle, genetakenup, occupation, education or

some other parameter.

Researchers have identified these risks and grouped them as:

¢ Risk due to socio-demographics

+» Risks due to lifestyle

% Risks due to medical conditions

+ Risks due to certain uterine, cervical abnormalities or stretdridgstension seen when
pregnant with twins, triplets, or a singleton fetus after in-vitro featilon

% Risks due to complications such as fetal birth defects, bleedingthe vagina, women
with a history of premature birth, and those who do not allow adeqoateng between

children??

Studies have shown that socio-demographic factors have an effecteom jehs. Low
economic status, poor education or an unfavorable neighborhood increaseslitieodktor
gender discrimination, with increased level of stress, low egiéem, poor sanitation and
nutrition.® * These parameters showed higher impact in African Americaiher than in
Caucasian women in terms of the preterm birth rates. One shpdigated age as one of the
criteria for increased risk irrespective of the socio-demogragthittis, the reason being some
inherent biological factors that causes premature [Abkirhas been reported that African
American women have higher premature birth rates compared tasiau@nd Hispanics. This

may be due to difference in genetic or psycho-social factors.

Smoking increases the risk for premature membrane rupture, othe chuses for

premature birth and also increases the risk due to intrautgraveth restrictions! Alcohol



consumption and especially heavy and binge drinking patterns augment the rigitdonpabor
even if the consumption of alcohol is stopped during pregndnbyugs of abuse such as
cocaine and methamphetamines are associated with increasgendec and high risk of
premature membrane rupture, as well as placental abruptionmaednal hypertensioh®.
Recent research has shown that women exposed to diethylstilbestrol (D&$)dieth produced
offspring called “DES Daughters.” Mothers who took DES or theirgtigers had a higher
percentage of preterm babies than the unexposed women poptilathars, DES is banned for
use. Stress (physical, emotional, or both) is an important ris@rfanvolved in preterm births.
Long term strenuous activities, shift duties and domestic violeace all been associated with
preterm labof! Studies have linked air pollution to preterm birth due to the seleé organic
compounds, such as polycyclic aromatic hydrocarbons iff &rThis may be because of
combustion of fossil fuels, industrial waste products, wood, cigarettes, or some fosdlitese
compounds have shown to produce toxic effects on the fetus if exposgdoeddte in
pregnancy. One theory suggests that an immature immune systeasggthe susceptibility of

developing life threatening conditions.

Infections, such as chorioamnionitis, bacterial vaginosis, asymptdraateriuria, acute
pyelonephritis, and cervical/vaginal colonization, can result in premaupture of the amniotic
membrane and preterm labor indications? Studies have shown that treatment of these
infections reduces preterm delivery up to 50%. Studies have also desteuhghat systemic
inflammation caused by various conditions such as diabetes, hypanemse-eclampsia and

obesity increase the risk for preterm births that may be PROM dependent onohetgpe

Additional studies have revealed a higher incidence of preterm initkemen who are
underweight and those who gain little weight during pregn&n8ytecent study has correlated
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periodontal disease to be one of the risk factors for preterm Agtording to American Dental
Hygienists Associations women with periodontal disease are 3 tmés tat greater risk of
preterm birth compared with healthy women with no periodontal dis€asemay be due to the
inflammation of the gums caused by gram- negative bactefetion which release endotoxins
and cytokines into the cervicular fluids resulting in loss of teetht®mne destruction. However,
it is yet to be established that periodontitis and preterm amela®d; it is argued that
periodontitis can serve as a marker for preterm births. Since pdaldhygiene reflects

unhealthy habits increasing the risk for preterm birth/I&b®r.

Another risk of premature birth is due to complications likedbige distress due to
multiple pregnancies, and any past history of preterm Bifne study suggests that women
born preterm are predisposed, to having a preterm baby. Thus, thenahatérauterine
environment may play a role in predisposing women for preterm’biithall these cases, the

labor is induced by the physician.

Medical complications in the premature babies

A number of complications are more likely to be seen in premature babies thiktemnmf
healthy babies. The main reason for these complicationssisvidlsdeveloped organs that carry
out the function of breathing by the lungs and the pumping of blood blyedn#® The babies
that are born very preterm have less chances of survival and malomgleserious lasting
disabilities as compared to babies born at late preterm. Thecaoroshon conditions resulting
from preterm birth include infant respiratory distress syndrome,aagatent ductus arteriosis,
anemia and chronic lung disease, intra-ventricular hemorrhageotingxy enterocolitis,

retinopathy and jaundice. Preterm babies are also at increakedf auditory impairmentt.
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Recent population based studies link preterm births to a higheofrid&veloping autism like

symptoms as well as other related social, behavioral and speech priblems.

Medical complications are seen in babies born less than 28 weeksatbabw birth
weight. These babies are at high risk for developing the above amedticomplications.
However, most babies born around week 28 have an 80% chance of survival degrawi

extended stay in the intensive care @nit.

Babies that are born between 28 to 31 weeks of gestation have a 86&afhsurvival.
Many of them require oxygen, surfactant and assistance pothein breathe. They are also at

risk for developing the above mentioned conditions but they may not be as®severe.

Babies that are born between 32 to 33 weeks of gestation have a@3&8% af survival.
These babies may or may not require oxygen to help assist in bgeathey have less chances
of developing serious disabilities, but they are at risk for develdgaging and behavioral

problems’

Babies that are born between 34 to 36 weeks of gestation (tatenpigave a greater than
99% chance of survival. However, surviving babies remain at higherfarskieveloping

newborn health problems than full term babfes.

Methods to detect preterm birth

If detected early for prematurity, one can prolong the birth dbahg by administering
appropriate treatments and medications on time. Proper prenaatamarbe followed by the
physician or mid-wives since they can diagnose and treatrpréddor. The steps involved in

diagnosing preterm labor include diagnosis of the symptoms recddmyzine women followed
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by clinical evaluation testing for any infection, maternakassent, blood test or physical exam.

There are many ways one can detect prematurity, including:

Cervical Length Cervical length is an important indicator for prematutgotd’ There is an

inverse relationship between the cervical length and pretermedeliCervical length of an
unaffected cervix measures around 3.5 to 4.8 cm in length. Measurevichciength can be
accomplished by using a transvaginal ultrasound technique; howevergedhises a skilled
sonographer. The high costs involved and limited amounts of data to suppefficacy have
delayed application. Recently, a new device is under study thaumesacervical length and

would be cheaper compared to the ultrasound techffique.

Fetal FibronectinA biochemical marker that assesses the true risk ofrpretath? It is an

extracellular fluid that is found in the fetal membrane, amnittid and deciduas, and functions
as an adhesive between the developing embryo and the interioceswfathe uterus.

Measurement of fetal fibronectin is a test that has been apprg\ad BDA for use between the
24" and 34' completed weeks of pregnancy. A positive test indicates tha ihan increased

risk for premature labor.

Home Monitoring of Uterine ActivityThough it is still not approved because of efficacy issues,
home monitoring of uterine activity is licensed for use in womeh wiprevious preterm birth.
This can help reduce number of incidences through early recogoiteterm contraction®.

It is a device placed on the abdomen for at least one hour that tbehgsord any faint

contractions that women may not be able to detect.

Salivary Estriol Estriol is a biochemical marker that can assist in aisgp#ise risk factors for

preterm birth’> Estriol is a form of estrogen that is released by the fatdsthe placenta and can
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be detected in the saliva and blood of the mother. An increase in pés$rich concentration
stimulates oxytocin receptors in the uterus, myometrial gap amgtioteins and prostaglandin
synthesis, all which act as precursors to labor. Salivaryok#riels greater than 2.1 ng/ml of
saliva are considered positive. Salivary estriol can be calldzyethe woman at home. The
sample should be collected one hour after eating, drinking, smokinginghgum, brushing or
flossing. However, this test has a high chance of showing @ palsitive value and bleeding

gums affect the accuracy of the test.

Management of Preterm Labor

If detected early on during pregnancy, preterm labor can be mdltwygadministering
medication on time, providing good care and informing the patients of likelihood in
experiencing preterm labor. There are different ways in whichcanemanage preterm labor,

this include& **:

Physician Monitoring One can reduce the preterm incidence by consulting a phybiefare

and during pregnancy since the physician will be able to pr@adg and regular prenatal care.
Early consultation with health care providers can help women vathetis and hypertension to
receive preconceptional medication, and the care necessary to tedutsk to these preterm
labor patients: Specific strategies for management of preterm labor aa#éable; their use

should be considered before 37 completed weeks to produce an effect.

Tocolytic agents Tocolytic agents such as magnesium sulfate, nifedipine and indanmétha

offer short-term benefit to preterm labor, and usually are rmidtared before steroid therapy

However, they result in many maternal complications, so it shoelegdtablished that the

13



benefits outweigh the risks involved in their use. No studies haveiediggproven that the use

of tocolytic agents reduce mortality and perinatal morbidity.

Steroids Use of corticosteroids at least 48 hours prior to delivery realnice mortality,
respiratory distress syndrome and intra-ventricular hemorrhageaintsnborn between the 24

and 34" weeks of gestatiof.

Antibiotic therapy **: Use of antibiotics for prenatal benefits is still not cleéaryvever, they tend

to sustain pregnancies in women with PROM and those treatedrif@ary tract infection.

Nevertheless, their use in women with an intact amniotic membrane remainsstalbleshed.

17-Hydroxy progesterondn one double blind stud¥, results showed a decrease in uterine

activity due to progesterone application every night from 24-34 weakpared to a placebo.
Uterine contractions are the indicators of preterm labor, sinceewomnho are experiencing
strong contractions have a higher chance of delivering a pretdsyn Béso, use of vaginal
progesterone suppositories reduces the risk of premature birth iBnweith a short cervix and

those who had no previous history of premature birth.

Folic Acid: Some studiéshave shown that continuous use of folate medication one year prior to

conception helps in reducing preterm risk and also helps to reduce birth defects.

Other standard recommendations prescribed for women at high riskteynplabor and
delivery includes bed rest, hydration, and pelvic rest. However, thefib@l outcome from

these is still to be established.
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Preliminary studies/data

To reduce the incidence of preterm labor one needs to understand woiews v
preterm labor. If they are better aware of the facts ofmpterity and early diagnosis then
treatment can be made available. Two stdtliéshave shown a lack of knowledge among the
population, especially, mothers about preterm labor. Health careeeasas the top of the list
followed by birth defects and smoking, while less than 1% of the populatated prematurity
as a problem. The study also pointed out the fact that white (Cangpsiomen were better able
to define preterm birth when compared to African American and Hispaomen. African
Americans more likely believed preterm labor is more common grttem than among white
women. This study was carried out on White, African American aspafic women who were
not pregnant, pregnant or had a previous preterm or healthy Bédycomparison was made

with respect to their knowledge gained through earlier delivery.
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CHAPTER 2

SPECIFIC AIMS AND SIGNIFICANCE

SpecificAim 1

To determine if there exist any knowledge base differentveclea the first time mothers and

those who have had healthy full term or a previous preterm birth baby.

SIGINIFINANCE

According to the National Vital Statistics of 2007, about 12.7 percevaboés are born
prematurely. The state of Texas reported 13.6% preterm bithfoatthe year 2007 which
represents a decrease of approximately 1.0% in the pretetmréies when compared to 2006
statistics. The state of Vermont reported a preterm birthafa@2%, and the territory of Puerto
Rico reported 19.4% preterm birth rate these represent the langstighest number of preterm
infants born in United States for the year 2007. The rate of prdtetimwas 18.3% among the
African American while the Caucasians and Hispanic population egpdil.7% and 12.2%
preterm birth rates respectively for the year 200This suggests that racial disparity among the
population is one of the factors that results in preterm birth/labthr,Black population having an
approximately two-fold higher risk for delivering preterm baliesn Whites. Nearly more than
half million babies i.e. one in every eight babies, are born preteusjncreasing the in health care

cost for babies that are born prematurely. Premature babies tannbe any woman irrespective
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of race, economic status or educational qualification. No stualidaté suggest that it is prominent
in any particular race or people belonging to a particularossmdnomic status. Rather, data
suggests that race, or socio-economic status might be one ohdtwsfthat cause preterm
birth/labor, but there are some factors that place women at hrighdor preterm labor/ birth than
the others! These factors are responsible for causing early contractionsoceither premature
rupture of the membrane or spontaneous preterm birth as a resultofliee’ defense mechanism
against infection or other emergent problems. It has been obsgr@d/sicians that babies born
prematurely due to a serious medical indication have a bettecelod survival when compared to
the preterm births resulting from other factors such as prentagemgrane rupture or spontaneous
birth. However, many programs aimed at reducing preterm birth fmetspontaneous birth rather
than medically indicated birth.

It is important here to note the fact that although there i€leedén prenatal mortality,
because of the availability of better medical care for bigkslting from medical indications, there
is no change in the preterm related morbidity. Babies born prezhatne at an increase risk for
life-threatening problems such as respiratory conditions, lung problenfections and
developmental disabilities. These would include: mental retardatearnihg and behavioral
disabilities, cerebral palsy, vision and hearing loss. Sombesktconditions have a long lasting
effect on the child such as affecting its overall development\w@lal@ing some other neurological
problems. The first objective of this practicum project is to undedswhether pregnant women
consider preterm birth to be a serious health issue. To aclhisvebjective, a comparative study
was carried out by conducting a survey via questionnaire to the wwheeare first time pregnant

and to those who are pregnant with second or third child with a previous term or preterm baby.
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Subjects were asked questions which tested their knowledge abewn ieth/labor. These
guestions covered their perception about preterm birth. Do they féeimreirth is one of the main
problems for perinatal morbidity and mortality? What about thetytieshey follow, and what in
their view, is the risk to mothers? Questions were also designeetermine whether stress, age,
race, and diabetes, high blood pressure were significant risk fdctongreterm birth/labor.
Additional questions queried what the subject’s believe are the sigd symptoms of preterm
labor.

Specific Aim 2

To design an effective program that educates women about phétérihabor based on

responses obtained from study population.

SIGINIFINANCE

There has been a significant increase in number of preteéhs &daross United States and
other developed countries in the last two decades despite many climdat@nmunity based
preterm prevention programs. These programs provide guidanceefatglr care, nutrition to be
followed, supplements to be taken and usage of tocolytic drugs to prolorgiop early
contractions. The main reason for these programs to be unsutdestiie lack of interest,
seriousness, and the myths among the pregnant women that babies botarphgmren be saved
and protected by the health care professionals. These babiefiesreaddressed as “MIRACLE
BABIES.” But not all the babies born prematurely are lucky enoogsutvive even if provided
with the best medical treatment or care. This just proves thelfat new findings and modern
techniques cannot save a premature infant from life threatehssg@ses or death very often.
Furthermore, the perception among the general public and pregnanhwopeeticular, has led to

the belief that preterm babies are not a serious cause dlityaahd morbidity, and it is normal to
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have preterm birth. This study can help in planning a multifacetadaturity awareness program
such as planning workshops, doing a documentary, organizing lecturesitaiksthe program
would be designed based on the feedback we receive after distridutirguéstionnaire to the

women population.
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CHAPTER 3

METHODOLOGY

Study Design

This study will examine how pregnant women define preterm Wintsther they consider
preterm birth to be a serious health issue, whether they consitemnpiarth to a serious threat
to infant health, and whether they understand the signs and symptgrsteym labor. The
study population was divided in two groups: The first group consistéidsbtime mother and
the second group consisted of mothers who had a preterm baby orrfulbaey before. The
study sample included Caucasians, African American, Hispanic arah A®men who are
covered or uncovered under insurance. The questions were givenwm thetps and assessed
for their gain of knowledge. The questions were administered biieyaevere counseled by the
mid-wives about the general health care they are to follow anderpre labor
prevention/education in particular, which usually occurs around tflen®ék. The questions
related to their nutrition, medication, symptoms, stress, whereotitayn new information, their
views about signs and any significant symptoms experienced iratlyegestation period. The

guestions can be found in appendix B.

Data Collection:

The study was conducted at Andrews Mid-wife Clinic a part ofa$eHealth Care located at

Baylor All Saints Medical Center. The data was collectedibtyibuting the questionnaire to the
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women populations who met the inclusion criteria for the study. That is, those whd 3vgears
and above. First time mothers or have had a previous full termetaripr baby before and in
their 1-24 weeks of gestation. Subjects with more than 24 wegksstdtion were excluded as

well as subjects whose English was not the first language.

Based on the literature review the sample size for the stagycalculated using to be 300-350

subjects with 95% of confidence levél.

Study procedures used for the analysis of the study were apprpvitee Baylor
Institutional Review Board Dallas, TX and by the UniversityNarth Texas Health Science
Center Institutional Review Board, Fort Worth, TX. The IRB prot@aw be found in Appendix

C

Variables:

Dependent variable:

Response given by the first time mother was considered, Nohasd who have had babies

before preterm or full term was considered, Yes.

Independent Variable

Age: Age was characterized into three groups: less than 18 {&aBg|, years, and more than

35years.

Race: Race was characterized into five groups: Asian, Aféeaerican, Caucasians, Hispanic,

and Others.
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Education: Education was categorized into three categories:selgiol or less, Undergraduate

School, and College degree or more.

Gestation week: Women were characterized according to th&tigesveek into three groups:

less than 12 weeks, 13-24 weeks, and more than 24 weeks.

Insurance: The site in which study was carried out accepisnfsatwith Medicaid, Cook’s

insurance (Insured) insurance.

Questions 1-14 are all considered to be independent variables.

For question 6: Response was considered, No, if checked for poor edupatierty, walking,
spicy food, and it was considered to be, Yes, if checked for smoKoahoa consumption,
previous preterm, heavy physical activities, accidents, drinkingeedifased on the literature

review.

For question 9: Response was considered, No, if checked for nausdeajiaone of the above
options, and was considered, Yes, if checked for uterine contractagisal discharge, back

pain, or bleeding based on the literature review.

Due to the small sample size, only the main indicators thatpsétliict any change in the

knowledge or attitude between the two groups were considered.

Questions 15 and 16 will be used for the analysis of Specific Aim 2.

Analysis:

The data set was created and variables were recoded using SPSS Version 17.0.

There are two steps in the analysis:
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1) Descriptive analysis:
Descriptive statistics were calculated for categoricalabée such as frequency and
percentage.

2) Multivariate logistic regression analysis.

All statistical results were analyzed at 5% level of significance.
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CHAPTER 4

RESULTSAND DISCUSSION

Results

There were 73 subjects who completed the survey for this lreseaschundred percent
(100%) response was obtained from the survey questions. Among all 1sisA24.7%
African American, 26.0% of Caucasians, and 48.0% of Hispanic populatiboigeted in the
survey. Data are presented as per the demographics such sscageducation and gestation
week and the response to the study questions. The study population egasizatdl into two
groups: first time mothers and those with previous full term oepretAmong the population,
43.8% of the pregnant women were first time mothers and 56.2% havephadaus full term
or preterm baby before.

Distribution of demographics amonq the study population

According to the age group it was found that the number of firstrtiathers under less
than 18 years to be 18.6%, 78.1% were under 18-34 years group, and 3.1% undbamdte
years age group. There were 2.4% of women under less than 18ofesys group, 95.1%
women between the age group 18-34 years, and 2.4% who were more than 3%agars

observed for women who had full term or preterm babies. These data are showreid fig
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Figure 1: Distribution of age among the study population

Gestation week: In the first time mother it was observed1B#%% women were less than 12
weeks pregnant, while 87.5% women were in their 121@dek of pregnancy. The following
results were observed for subjects in the second category 24.4% wemeless than 12 weeks
pregnant, 75.6% women were in their 12"2eek of gestation.

Race: First time mother who participated in the survey belotgéallowing categories: 3.13%
Asians, 21.9% African Americans, 25.0% Caucasians, and 50.0% Hispanics. Raspontiee
second category were mostly in the above mentioned categorieslyn@®8% African

American, 26.8% Caucasians, and 46.3% Hispanic. These data are shown in figure 2 .
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Figure 2: Distribution as per the race among study population

Education: It was observed for the first time mother that 71.9% woeweived a high school
education or were less educated, 15.6% had an undergraduate degree, &th&fohad a
college degree or more. There were 73.1% women with a high schaaltieduor less, 22.0%
had an undergraduate degree and 4.9% had a college degree or moaboVdealata was

observed for women who had a full term or preterm baby before.

The first aim of the study is to observe for any differeincthe knowledge about preterm birth
among the first time mothers and those who have had babies bdfertlldwing results were
obtained:

Of the total first time mothers, only 50.0% of them have heard atstetrprbirth/ labor,
37.5% women never heard about preterm birth/labor and 12.5% women respondeelytiat
not know about it. While 78.1% mothers with previous full term or pretewe haard about
preterm birth and labor and 12.2% responded to “No” and another 9.8% resporidiec’t

know.” There were 59.4% of first time mothers defined correadlypreterm to be birth of a
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infant born before 37 weeks, however, in the second category 65.9% of ma$eosded
correctly. The rest either answered incorrectly or did not ansiae question. These data are

shown in figure 3

80 -+
70 -
60 -
50 -
40
30 A M First time mother

20 - B Full term or preterm
10 -

0 . .

™ @ 9 ~+ 3 MM O = MO T

42 weeks lessthan 38 weeks No
37 weeks response

Question 2

Figure 3: Response among the group when asked to define prematurity

Perceived seriousness of preterm as a health prod@®% women in the first category think

that preterm birth/labor is a serious health issue as opposed to 1&@8#nwvho did not
consider it to be a serious health issue and 28.1% women don’t know abouwdré& unsure.
53.7% of women with previous preterm or full term consider it to ber@us health issue as
opposed to 14.6% who did not consider it while 26.8% women don’t know about it or are unsure.

These data are shown in figure 4
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Figure 4: Response among the two groups on the preterm as a health issue

Viewpoint among the study population about effects on preterm on that'snfeealth: There

were 65.6% women in the first category who considered babies emmagurely increases the
threat to the infant’s health and 6.3% did not consider it to be @t tloréhe infant’s health. Data
indicated that 28.1% of first time mothers said they were unsuneva no idea. In the second
category the response was 70.7% responded “Yes”, 7.3% “No” and 19.584"'mwe¢rsure.”

These data are shown in figure 5
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Figure 5: Distribution of response among the two study group
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There were 40.6% of women in the first category who think thetby born early will have a

risk of developing long term health problems as opposed to 34.4% women winat dwhsider

it to be a serious health issue; 21.9% women didn’'t know about it @ weure. There were
63.4% of women with previous preterm or full term consider it to ber@us health issue as
opposed to 17.1% who did not consider it was serious, and 17.1% women did not know about i
or were unsure.

Supposed causes of prematurity:this study, for the first category 96.9% respondents selected

the correct factor that causes preterm birth or labor whidleases the risk of preterm labor as
opposed to previous full term or preterm mother with 97.6% that seldwtedorrect factor.

These data are shown in figure 6

120

100 A

80 -

60 -
M First time mother
40 1 ® Fullterm or preterm
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Yes No

Risk factors for preterm labor

Figure 6: Percent response obtained from two groups

Furthermore, the subjects were asked if stress increagseskhior preterm labor and what do

they consider the risk to be. The response among the first totteemwas 71.9% women said
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“yes” while 25.0% said they are “not sure”, while the percentageng the with previous full
term or preterm was 80.5% “yes”, 17.1% were “not sure.” Amondatters that cause stress,
both the groups agreed that work requiring long hours of standing, arguondights, worrying
about money are the likely factors.

Perceived signs and symptoms about preterm :1&dben asked about the signs and symptoms

of preterm labor: 84.4% first time mothers were able toectiyr identify the signs and
symptoms as the women with prior pregnancy at 92.7%. Thesardathown in figure 7. Most
women responded that they will call the midwives in case tkpgreence any symptoms, the

next choice being Physician/obstetrician followed by mothers and friends.

100 ~
90 -
80 -
70 -
60 -
50 -
40
30 -
20 -
10 A
0 -

M First time mother

M Fullterm or preterm

™ M ® ~+ 3 MM O =< MO O

Yes No

Signs and symptoms of preterm labor

Figure 7: Distribution of response among the two groups

Among the first time mother 56.3% of women have heard or know about plaibem
and 68.3% women among the previous full term or preterm have heakdching the first time
mother the source to get this information were friends and oivedabr heard it from physician

or midwives, or magazines but fewer mothers choose computer ositabeas the source of
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their information, while among the women with previous pregnancy respgauelly to all the
options.

Perception on prevention and knowledd#.3% first time mothers do not know of any

medication or nutrition as compared to 58.5% women with previous pregmahdgrm or
preterm. Only 15.6% women in the first category said folic aeid be used as compared to
14.6% and 4.9% women in the second category who choose folic acid and ponge3térmen
in both the groups considered bed rest as a solution to prevent plabemiollowed by Iron

supplement.

There were 48.0% women who agreed that an awareness pregemired to prevent number
of preterm birth outcomes as opposed to 49.3% who said that they hadedhoaind 2.7% said

“no.” These data are shown in figure 8
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Figure 8: Response among study groups towards the need for awareness program

When asked about the most effective communication tool to learn abtartmpbirth
DVDs, followed by one on one learning, documentary, lectures tinergoreferred modes of
audio-visual aid that can help mothers to learn about pretdyon. laess than 11.9% women

thought brochures can be used as a learning tool. These data are shown in figure 9
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Table 1:

Preferred mode of learning
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Figure 9: Preferred tool used for communication program

Below summarizes the results obtained from the study.

. . Full term or
Independent variable First time mother preterm

n | % n | %

Age
less than 18 years 6 18.75 1 2.44
18-34 years 25 78.13 39 95.12
more than 35 years 1 3.13 1 2.44
Gestation period
less than 12 weeks 4 12.50 10 24.39
13-24 weeks 28 87.50 31 75.61
more than 24 weeks - - - -
Race
Asian 1 3.13 - -
African American 7 21.88 11  26.83
Caucasians 8 25.00 11  26.83
Hispanic 16 50.00 19 46.34
Other - - - -
Education
high school or less 23 71.88 30 73.17
Undergraduate school 5 15.63 9 21.95
College degree or more 4 12.5 2 4.88
Insurance
Insured - - 1 2.44
Uninsured 1 3.13 - -
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Medicaid 31 96.88 40 97.56
Don't know - - - -
Question 1

Yes 16 50.00 32 78.05
No 12 37.5 5 12.20
Don't know 4 12.5 4 9.76
Question 2

42 weeks 1 3.13 - -

Less than 37 weeks 19 59.38 27 65.85
38 weeks - - 3 7.32
Nil 12 37.50 11  26.83
Question 3

Yes 15 46.88 22 53.66
No 6 18.75 6 14.63
Don't know 9 28.13 11  26.83
Not sure 2 6.25 2 4.88
Question 4

Yes 21 65.63 29 70.73
No 2 6.25 3 7.32
Don't know 9 28.13 8 19.51
Not sure - - 1 2.44
Question 5

Yes 13 40.63 26 63.41
No 11 34.38 7 17.07
Don't know 7 21.88 7 17.07
yes or no 1 3.13 - -

Nil - - 1 2.44
Question 6

No 1 3.13 1 2.44
Yes 31 96.88 40 97.56
Question 7

Yes 23 71.88 33 80.49
No 1 3.13 1 2.44
Don't know 8 25.00 7 17.07
Question 8.1 Work requiring long hours

of standing

Yes 16 50.00 26 6341
No 16 50.00 15 36.59
Question 8.2 Shift/ night duties

Yes 5 15.63 10 13.70
No 27 84.38 31 75.61
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Question 8.3 Vacuuming

Yes - - - -

No 32 100.00 41  100.00
Question 8.4 Sitting in front of

computer

Yes 1 3.13 - -

No 31 96.88 41 100.00
Question 8.5 Cooking

Yes - - - -

No 32 100.00 41  100.00
Question 8.6 Seeing physician or

midwives

Yes 2 6.25 - -

No 30 93.75 41  100.00
Question 8.7 Arguments/ Fights

Yes 24 75.00 34 8293
No 8 25.00 7 17.07
Question 8.8 Worry about money

Yes 22 68.75 33 80.49
No 10 31.25 8 19.51
Question 9

No 5 15.63 3 7.32
Yes 27 84.38 38 92.68
Question 10.1 obstetricians

Yes 14 43.75 17 41.46
No 18 56.25 24  58.54
Question 10.2 midwives

Yes 31 96.88 41 100.00
No 1 3.13 - -
Question 10.3 mothers/relative

Yes 9 28.13 13 31.71
No 23 71.88 28 68.29
Question 10.4 friends/Neighbors

Yes 2 6.25 1 2.44
No 30 93.75 40 97.56
Question 10.5 none

Yes - - - -

No 32 100.00 41 100.00
Question 11

Yes 18 56.25 28 68.29
No 9 28.13 8 19.51
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Don't know 5 15.63 5 12.20

Question 12.1 Computer

Yes 2 6.25 7 17.07

No 30 93.75 34 82.93

Question 12.2 Television

Yes 3 9.38 11  26.83

No 29 90.63 30 73.17

Question 12.3heard from frds/ relatives

Yes 17 53.13 14  34.15

No 15 46.88 27  65.85

Question 12.4 heard from Ob/ midwives

Yes 7 21.88 13 31.71

No 25 78.13 28 68.29

Question 12.5 Know it before

Yes - - 10 24.39

No 32 100.00 31 75.61

Question 12.6 Magazines

Yes 6 18.75 10 24.39

No 26 81.25 31 75.61

Question 13

Yes 6 18.75 8 19.51

No 18 56.25 24  58.54

Don't know 8 25.0 8 19.51

No response - - 1 2.44

Question 14.1 Folic Acid

Yes 5 15.63 6 14.63

No 27 84.38 35 85.37

Question 14.2 Progesterone

Yes - - 2 4.88

No 32 100.00 39 95.12

Question 14.3 Iron supplement

Yes 8 25.00 7 17.07
82.93

24 75.00 34

No

Question 14.4 Bed rest

Yes 10 31.25 13 3171

No 22 68.75 28 68.2

Question 14.5 Vitamin D

Yes 7 21.88 2 4.88

No 25 78.13 39 95.12
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Table 2: Summarizes the response for a need for awareness program

Questions pertaining to Responses
awareness N %
Question 15

Yes 35 47.95
No 2 2.74
Don't know 36 49.32
Yes and or No - -
g:;ztlon 16.1 One on one N %
Yes 35 47.95
No 38 46.58
Question 16.2 DVDS n %
Yes 39 53.42
No 34 46.58
Question 16.3 Documentry n %
Yes 23 31.51
No 50 68.49
Question 16.4 Lectures N %
Yes 15 20.55
No 58 79.45
Question 16.5 others n %
Yes 10 13.70
No 63 86.30
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Discussion

Preterm birth is one of the leading causes of infant morgaidymorbidity, amounting to
billions of dollars each year, thus, increasing the cost faltlheare. Proper awareness programs
about preterm births may help the women population to know and understandheeteans
and symptoms of preterm. It will enable pregnant women to avoicimcenabits that are
responsible for increasing the risk of preterm labor, leatting decrease in the preterm infant

birth rate.

Previous studies on preterm birth indicate that pregnant women, iculpartand the
public, in general, do not consider preterm birth as a serious indafth hazard because of a
lack of awareness about the implications of preterm. This stuthaply tries to compare and
correlate the knowledge and awareness about preterm betwédimgrsnothers and those who
have had a previous preterm and/or full term baby. This studyasisoto develop an effective
mode of communication to create the awareness regarding preighmamong the women
population. The knowledge obtained from this study will further helgetvelop method(s) and
steps needed to bridge in the gap between the knowledge and ssssoabout preterm birth or

labor.

A practicum study used a survey to examine responses among ghanpre/omen
regarding preterm birth and what tool to be effective to creaseemess among them. Seventy
three subjects participated in the study. They were divided into grotgisime mothers and

those who previously had a baby

The participants were primarily Hispanics, followed by CaaeasiAfrican American and

Asian populations. A majority of the subjects (87.7%) were betweendes 18-34 years, while
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9.6% population were less than 18 years and 2.7% of population were dgheated5 years.
With regards to education, 72.6% of women participants had a high sclhgreeder less,
approximately 19.2% had their undergrad degree and 8.2% had a college @egrore. Results
from this study showed that only about 37.5% and 26.8% of the women in ehgrowps
(pregnant for the first time or have had a full term or pretpreviously) did not know what
preterm meant while the majority in both the study groups, knew treninge However,
regardless of their understanding of the term, they fail toidengreterm as a serious health
issue and threat to the infant health. The data also suggests tratimpgely 97.3 % of the
participants know that smoking, alcohol, previous preterm, heavy @lhysitivities, accidents

and drinking coffee are the risk factors of preterm labor/birth.

Approximately 89.0% of the subject population aptly identified someeafbst critical
signs and symptoms of preterm labor as uterine contractions, vagohharge, back pain and
bleeding. Most of the subjects in the study population also agreédthdahealth care
professionals (obstetrician midwives) are/will be their primeoptact if they experience any
preterm labor signs and symptoms. However, only a small numitiee study population knew
about the preventive measures to be followed to delay the earhactons and medications to

be taken so as to prevent preterm labor.

Data collected from this study suggest the need to educatamragpmen about the facts
of preterm birth/ labor and how it escalates the health cate Togs, to achieve this goal a
suitable tool is required. In this study, 48.0% of women thought thavareaess program will
help educate them about preterm birth. DVDs and individual teachihgamre as good tools in
this process. The study site at Andrews Mid-wives Center proti@edouts to women who are

past their 2% week of gestation. These handouts contain information about pretehmshirts
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and symptoms, what should be avoided and how to take care during predhaweyer, there
is a high chance that patient lose handouts or throw it awagd&y's world of technology, the
use of DVDs might serve as an excellent tool that can befaosedmmunicating and educating

pregnant women about preterm.

The main limitation of the study is that the number of subjedisipating in the survey
is small. Due to the small sample size, no significant diffeggp-value was greater than 0.05)
was observed between the two groups. Thus, the validity of results daaragplied to the
overall women population. Also the survey did not separate the answeesl loa the
demographics mainly race, age, education among the groups.

More subject involvement will be required to decide whether a difterean be found
between the two groups and where that difference lies. This stugyests that there is a
difference regarding knowing the facts of preterm among thetfime mother further research
needs to be carried out. With the prior knowledge of this thetifingt mothers can be educated
early on during the pregnancy. Also these awareness programs canebéhtbugh DVDs as

found out in the study.
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Conclusion

Birth of the baby in less than 37 weeks of gestation is known asnpreirth. Preterm
affects all the population irrespective of age, race, and econtatus slue to lack of serious and
awareness among the pregnant women as found in the earlies tadiell as this study. This
study suggests the use of DVDs as a teaching audio-visualoot preterm birth to pregnant
women. This will help in motivating pregnant women to consider preterra serious health
issue. Since as the study pointed out most women do know what pretarmasvare of the risk

factors, signs and symptoms it’s the attitude among them that needs to be changed.
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INTERNSHIP ACTIVITY SUMMARY
My daily activities varied from filling out forms to arranging bindesessisted the Baylor
Research Institute (BRI) staff with the consenting proce$isgfibut IRB forms like amendment
form, and deviation form for the ongoing studies. | realized a Ipapér work is involved in the
process. As mentioned in the clinical research classsihivi written than it did not happen thus

documentation is key to clinical trials since these documents serve as aphaoprocess.

Conducting the study was actively involved with Covidien Hydrogel study which idevice

study that helps to prevent adhesions after the endoscopic surgertaskh@volved was to
recruit and screen the subjects. Of the five patients screemed;ould be in the study. |
observed the surgery for the same. The study involved in all fats aied two surgeries. Before
the main surgery there is a pre-surgery visit in which the bleedthdrawn and checked for
indices of pregnancy. After four days, laparoscopic surgergrisgned in which the adhesions
are removed and PEG- absorbable gel is sprayed over the snfmee where the surgery is
carried out. After the surgery, the subject comes back after oek foe the follow-up visit.
During the follow-up visit, enquiries about reactions of the drugs andeffiglets of the surgery
are made. Within the next three-eight weeks the subject undeaggezond surgery to ensure
that the gel sprayed is no longer there and no adhesions are deenwAfweeks the subject
comes in for the final visit. The subject response is filled tilopatient log with notes attached.
These are then entered electronically and sent to the studyomalhiserved as a good
experience to understand the intricacies of clinical trialgirg from subject interaction to the

paper work involved.
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| also learned to arrange the regulatory binder. This vaoes dponsor to sponsor; |

looked over three binders which were all different from each other.

Filling out IRB forms for new study | got a chance to fill out forms and write a protocol that

involved informed consent for the new cancer study. | attended Bieneting for the same. It
was a full board review. Various questions were asked durindisicassion session. It was a

great learning experience as to how the IRB conducts its procedures.

Filling out the deviation form and the amendment form: Many tituesg the trials there
are deviations from what has been approved. | got a chance to fill detmegion forms. It is
important to fill in the deviation form and send it to IRB withire tseven working days after
being reported. Also, during the trial which is usually many s/éang, lots of changes take
place with the advent of new findings, and change of personnel. Thiss,né#cessary to
implement new changes in a timely manner. Once approved, thedoewment is used in
practice.

Paper work for continuing revievDne needs to keep a track of deadlines when they are due for

the continuing review. Depending on the study, mostly all studieapgm®ved for a period of
one year whether expedited or full board. One needs to have photocoples ddcuments
approved by the IRB, status of the project, reports of any sidetefie adverse events, and its
validity. This involves lots of paper work

Maintaining study files and patient logalso assisted in maintaining study files and patient

logs. This is essential and becomes handy when the monitor visits the site tiagaudi
This helped me when | was doing my thesis project as to how to approach the subject for
participation in the study, telling them about the study. This experience gisal meé in

writing my protocol, cover letter, and filling out forms.
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In all this internship was an excellent platform for me to gain an insighdlimical trials.

Furthermore, it imparted training for the duties performed by the Clinies¢&tch Coordinator.
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APPENDIX A

DAILY LOG
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INTERNSHIP DAILY ACTIVITY JOURNAL

Internship Starting Date: Jun&2009

June 2" Tuesday

Jennifer showed me my office and introduced me to the other BRI staff

Read Study Binders assigned to me, and policies at the Baylor All SaidisaM@enter.
Read HIPAA regulation, Belmont Report, Standard Operating Procedures, Badgéites.

Read the handbook for new clinical research coordinator

June 3" Wednesday
Had a committee meeting to discuss the time-lines and requirements ferstif@siission

Read two protocols of the start- up study

June 4™ Thursday
Completed Study Manager training

Read protocol of a study due for continued review

June 5" Friday
Did hands on Study manger

Completed BLN modules
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June 8" Monday
Filled out amendment form for study 009-009
Read through the investigational Brochure for protocol number 008-247

Filled out Form 7 for the study number 008-247

June 9" Tuesday
Gave the completed form 7 to Theresa for checking
Filled out Form 7 for protocol number 007-054

Made changes to the informed consent as per the sponsor’s protocol

June 10" Wednesday

Filled out deviation form for studies 08-044 and 08-045

June 11" Thursday
Gave the forms to Tracy for checking

Helped Theresa in stacking up the binders
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June 12" Friday

Browsed the internet to look up articles on Cord Blood

Participated in the discussions concerning the issues and solutions for the Corstidyod

June 15" Monday

Meeting with Jennifer regarding the thesis project

Read protocol informed consent for the study number 2-04-09

June 16™ Tuesday

Met Nancy, principal investigator for Cervilenz study

Helped Theresa in putting up the charts

June 17" Wednesday

Searched articles and browsed the net for my internship practicum

June 18" Thursday

Meeting with Jennifer to discuss about the study and issues related to it
Learnt how arrange a regulatory binder

Helped Theresa in arranging Regulatory Binders
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June 19" Friday

Read articles
Read books related to Clinical Research Management, and How to recruit subjects

Helped Shawnta in setting up the table for BRI ad

June 22" Monday

Read articles related to preterm labor, cervical length

June 23" Tuesday

Attended workshop on how to fill IRB forms

Helped Theresa in filling subject charts

June 24™ Wednesday

Worked on my proposal

June 25" Thursday

Attended lecture on How to write grants to NIH

Read protocol for the study number 007-054
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June 26" Friday

Read Investigator Brochure for study number CA 22531

June 29" Monday

Read sponsor’s protocol and informed consent for study CA 22531

June 30" Tuesday
Assigned task of filling out IRB forms for study CA 22531 requisite for stagimgnew study.

Filled out Review of Scientific and Scholarly Validity IRB form 18

July 1% Wednesday

Filled out form 1 for application and Summary for new study

Filled out form for Financial Disclosure,

Went with Theresa to see a follow-up study subject for project number PO071

Helped in filling out the follow-up template provided by the sponsor

July 2" Thur sday

Wrote an informed consent for study CA-22531

July 3% Friday

Holiday
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July 6™ Monday

Submitted forms and informed consent to Tracy for checking

Edited the forms for minor changes

July 7" Tuesday

Read protocol and investigator brochure for new device study

July 8" Wednesday
Went with Theresa to see a new subject and observed the informed consent protedg for s
Gyn-06-001

Searched articles and information for my thesis

July 9" Thursday

Met Jennifer to discuss about thesis project

July 10" Friday
Met with the monitor of Cervilenz study

Met Nancy to discuss about the thesis
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July 13" Monday
Observed an endometriosis surgery for protocol Gyn-06-001

Went with Theresa to see a subject in the device study for its follow-up visit

July 14™ Tuesday
Read articles on preterm

Worked on my proposal

July 15™ Wednesday
Helped Theresa in arranging binders

Worked on my thesis

July 16™ Thursday

Attended Full Board IRB meeting at Dallas

July 17" Friday

Worked on my proposal

Helped Theresa in trashing of the supplies and device used for the study

July 20" Monday
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Worked on my proposal

Helped Theresa in filling out patient charts

July 21% Tuesday
Saw a subject who came for the follow-up visit for a drug study

Read articles for my thesis

July 22" Wednesday

Helped Theresa in clearing off tubes and other materials provided by the sponsortiaifythe s

July 23" Thursday

Helped Theresa in pulling up patient charts and arranging it

Made photocopies of Investigators brochure

July 24™ Friday

Helped Tracy in arranging subject binders as per the sponsor log

July 27" Monday
Helped Theresa in arranging subject file

Worked on my proposal
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July 28" Tuesday

Helped Theresa with paper work

July 29" Wednesday

Browsed internet for articles

July 30" Thursday

Read protocol and informed consent for device study

July 31% Friday
Submitted thesis proposal

Helped Tracy in arranging subject file

August 3% Monday
Met Nancy to discuss about what questions should be asked

Pulled out the forms to be filled for the expedited study

August 4™ Tuesday
Filled out Form 1 for my study

Filled out form 23
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August 5" Wednesday
Filled out form 24
Wrote a letter for requesting Parental Waiver

Filled out form 18

August 6" Thursday

Wrote a Cover letter for my study
Helped Theresa in arranging patient logs
Filled out form 14

Took Theresa’s signature on them

August 7" Friday
Gave the IRB filled documents to Jennifer for checking

Read articles for the study

August 10" Monday
Read the investigators Brochure for project 009-145

Filled out Form 7 for project number 009-145

August 11" Tuesday
Went with Theresa to consent subject for the device study
Observed Theresa while collecting the blood

Centrifuged the blood sample and labeled it with the identification number
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August 12" Wednesday
Helped Theresa in arranging subject file prior to the monitor’s visit

Worked on my thesis

August 13" Thursday
Made corrections to the IRB forms

Helped Theresa in putting up the charts

August 14" Friday
Browsed the internet for the articles

Made copies of the IRB documents

August 17" Monday
Designed questionnaire for my study
Gave to Nancy for reviewing

Made changes to the questionnaire

August 18" Tuesday

Went with Theresa to Dr. Johns office for getting his signatures on IRB dataime
Saw a patient and told her about the study

Wrote protocol

Browsed the internet for finding out the sample size calculator
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August 19" Wednesday
Went with Theresa to see two subjects who had come for their follow-up visit
Observed blood -draw

Centrifuge the tubes and labeled the tubes

August 21% Friday

Made a copy of protocol

Listed the items required for IRB submission

August 24™ Monday

Did not go to the internship site

August 25" Tuesday
Attended monthly staff meeting

Had a meeting with Jennifer regarding the IRB submission

August 26™ Wednesday

Helped Theresa in paper work required for the continued review for one of the diyug stud

August 27" Thursday
Went over at Dr. Johns office to get his signature on Form 18

Assigned a Nursing Project

August 28" Friday

Pulled out articles related to Nursing
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Browsed the internet for information regarding Nursing Research

August 31 Monday
Meeting with Jennifer regarding nursing project
Mail sent from the IRB office regarding the submission

Made changes in the IRB document

September 1% Tuesday

Went with Theresa to see subject for the study INS 009-145

September 2" Wednesday
Went at Dr. Johns office to collect the forms and papers
Attended meeting on Billing Compliance

Submitted the corrected IRB documents

September 3" Thursday
Worked on nursing project

Prepared power point of nursing project

September 4" Friday

Did not go to the internship site

September 8" Tuesday

Did not go to the internship site
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September 9" Wednesday
Went with Theresa to see a subject that had queries regarding the sterisaady

Consented the subject for the device study that prevents the adhesions around theallterine w

September 10" Thursday

Got the IRB documents back

Made changes to the document, since student cannot be the PI for the study

September 11™ Friday
Read articles
Filled out form 14

Took Jennifer’s signature on it and on the forms since she is the PI for the study

Explored Andrews Women Hospital

September 14™ Monday

Went over to Dr. Johns office for his signature on Form 18

Submitted IRB documents

September 15" Tuesday
Spoke with Juliana at the IRB office

Made changes to the informed consent (cover letter)

September 16™ Wednesday

Attended BRI —Investigator’'s Breakfast
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Explored Baylor All Saints Hospital

September 17" Thursday
Prepared Excel sheet for my study

Spoke to ITS people regarding SPSS installation on my computer

September 18" Friday
Helped Tracy in putting up the subject files
Read brochures on diabetes and studies carried out at Baylor All Saints

Made photocopies of the changed Investigator Brochure

September 21% Monday
Went with Theresa to consent the subject
Observed the Blood draw

Centrifuge the tube and labeled it

September 22" Tuesday
Met Jennifer regarding IRB submission
Called Juliana to ask the status of the project

Told to contact Deborah that looks over the financial support

September 23" Wednesday
Contacted Deborah
Got the approval letter from the IRB office

Called up Nancy to inform her about the approval
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September 24™ Thursday
Went to Texas Health Care to carry out the survey
Handed out questionnaire to the subjects

Went to school to drop off the IRB documents at OHHRP office

September 25" Friday
Stopped the study since require school IRB approval
Wrote a mail to Nancy

Started writing protocol synopsis

September 28" Monday

Took signature of Jennifer on conflict of interest form and on her resume
Wrote a parental permission letter

Made photocopy of all documents submitted to UNTHSC IRB

Went to school for submitting IRB documents

September 29" Tuesday

Worked on my thesis
September 30" Wednesday

Helped Theresa in filling out patient log for device study

Went to school to submit Jennifer’'s BLN lessons
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October 1% Thursday
Worked on my thesis
Pulled out articles

Read March of Dimes bulletin

October 2™ Friday
Attended seminar on hypertension

Worked on my thesis

October 5" Monday
Worked on my thesis

Helped Theresa in putting in subject charts

October 6™ Tuesday

Did not go at the internship site

October 7" Wednesday
Called up at OHHRP office to know the status of the project
Called up Juliana to find out if | can make changes in the approved documents

Went with Theresa to see a subject that withdrew from the cancer study

October 8" Thursday

Got the UNTHSC IRB approval for my study
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Wrote mail to Nancy
Went to school to collect IRB approval letter

Submitted a draft of thesis

October 9" Friday
Made copies of questionnaire sets, instruction sheet
Went to Texas Health Clinic

Pulled out patients charts

October 12" Monday

Conducted survey

Attended seminar on Breast Cancer
Made the data entry in the Excel sheet

Pulled out patient chart for tomorrow

October 13" Tuesday

Made copies of questionnaire
Conducted survey

Made data entry into the Excel sheet

Pulled out patient chart for tomorrow

October 14™ Wednesday
Conducted survey
Made data entry into the Excel sheet

Pulled out patient chart for tomorrow
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October 15" Thursday

Made copies of questionnaire set and instruction sheet
Conducted survey

Attended meeting for IUD

Made the data entry into Excel sheet

Pulled out the chart list for tomorrow

October 16" Friday
Conducted survey
Made the data entry into Excel sheet

Pulled out the chart list for Monday

October 19" Monday
Conducted survey
Made data entry into Excel sheet

Helped Theresa in arranging patients files

October 20" Tuesday
Conducted survey

Made data entry into Excel sheet

October 21% Wednesday
Conducted survey

Made data entry into Excel sheet
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Worked on SPSS

October 22™ Thursday
Meeting with Nancy to tell about the survey
Conducted survey

Made data entry in Excel sheet

October 23" Friday

Feed the data in SPSS

Run the results

Created tables in Excel sheet

Made copies of questionnaire set and instruction sheet

October 26™ Monday
Conducted the survey
Feed the data in SPSS
Made bar graphs

Worked on my thesis

October 27" Tuesday
Conducted survey
Feed the data
Worked on my thesis

Made copies of questionnaire, instruction sheet
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October 28™ Wednesday

Submitted thesis draft to Dr. Gwirtz
Meeting with Jennifer

Conducted survey

Worked on thesis

October 29" Thursday

Worked on my thesis
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QUESTIONNAIRE

To be filled in by midwives or research assistant

SUBJECT: Identification Number: PBOO

Age: [1<18yrs [118-34yrs [1>35yrs

Gestation weeki| < 12weeks [113-24weeks [1>24weeks

Race: [ Caucasian ] African American 1 Hispanic [ Asian 1 Other
Education: 1 High School or less [ Undergraduate School [1 College degree/ more

Health Insurance: [JInsured [] Uninsured [1 Medicaid [1 Don’t know

For question below check all the boxes that are applicable

[l First time mother
71 Previousfull term delivery (>37 weeks)
71 Previous preterm delivery (<37 weeks)

Q1. Have you heard about preterm labor?
1l Yes
1 No
71 Don’t know
If you answer yes proceed to next question, otherwise, go to question number 3

Q2. A baby is considered preterm if born before how many weeks?
[l 42 weeks
[ less than 37 weeks
'] 38 weeks

Q3. Do you consider preterm labor to be a serious health problem?
1 Yes
1 No
71 Don’t know

Q4. Do you consider preterm birth a serious threat to the infant’'s health?
'l Yes
1 No
'l Don’'t know
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Q5. Do you think babies born early are at an increased risk of developing long tetm heal

problems?
1 Yes
1 No
'] Not sure

Q6. What do you think might be the cause of preterm birth? (Mark all that is d&bglica
1 Smoking

Alcohol consumption

Previous preterm

Poor education

Poverty

Heavy physical activities

Walking

Spicy food

Daily chores

Accident

Drinking coffee

O 000 -d-og-gOooOo.m

Q7. Do you think stress might be one of the factor for preterm birth?
1 Yes
1 No
71 Don’t know

If you answered yes proceed to question number 8, otherwise, go to question number 9

Q8. What in your opinion is stress?
] Work requiring long hours of standing
Shift/ night duties
Vacuuming
Sitting in front of computer
Cooking
Seeing physician/midwives/older family members
Arguments/fights with family members
Worry about money

N I
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Q9. What in your opinion are the signs and symptoms of preterm labor?
1 Nausea

Uterine contractions

Vaginal discharge

Diarrhea

Back pain

Bleeding

None of the above

O O0O0googo

Q10. Who would you contact in case you experience any of the above symptoms?
Obstetrician or clinic staff

Midwives

Mothers/relatives

Friends/neighbors

None of the above

0 [ B

Q11. Have you ever come across or heard about preterm labor?
1 Yes
[ No
'] Not sure
If yes answer the next question, otherwise, proceed to question number 13.

Q12. Where have you come across this information?
(] Computer (Google)

Television

Heard from a friend/relative

Heard from physician or midwives

Know it because of previous pregnancy

Magazine

N [ B

Q13. Do you know about any medication or particular nutrition that can prevent preterm?
1 Yes
1 No
71 Don’t know
If you answered yes proceed to next question, otherwise, go to question number 15

Q14. Do you think one of these medication/practices prevent preterm labor?
1 Folic acid
[l Progesterone
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'l Iron supplement
(] Bedrest
] Vitamin D

Q15. Do awareness programs help in reducing the number of premature birth outcomes?
'l Yes
1 No
'l Don’'t know

Q16. Which of the following would be the best way for you to learn about preterm labor?
One on one learning

DVDS

Documentary

Lectures

Others (please specify)

O 0Oo0goodg
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O)BAYLOR o

™ Resarch Institute (214) BB0-BEAT
Affilisced with Baylar Healh Care Syseem ﬂi]mﬁmﬁl
APPROYAL

lennifer Hayes Thomas, RN
1400 Eighth Ave.
Forth Worih, Tx 7a104

Re: Pretenm Bitth: A Cause of Concern for High Infart Mortality Rates
Project#: 009-205  Protocol¥ N/A Protocol Dt

The fallowing itemns received expedited review:

Education Report [05/24/2009)

Aoplication and Project Summary - TRB0O01 (08/24'2009)
Review Scientific/Scholarly Validity - TRBO18 (D8/24/2009)
Author zation to Enroll Children in Research - IRB (08/24/2009)
Authorzation to Enroll Pregnant Women in Research (03/24/2009)
Questionnaire [ Survey

Project=d Mumber of Subjects'Charts/Specimens - 300-350
Letter o request waiver of patental permission (08/17/200)
Instrucions to complete survey

Key Pergonnel Contact [nformatios

Research Protocol

a ® ® ® ® % ® = = & &

Expedited Approval was granted 09/15/2009 for a perod net to exceed 12 months and will expire on
09/14/2010. Your Continuing Review is scheduled for 08/10/2010. This Expedited review will be reported
to the fully convened Institational Review Board ~ Red on 10/13/2009.

On behalf of the Institational Review Board, 1 have reviewed the above referenced research project in
accordancs with 45 CFR 45 & 164 and 21 CFR 50 & 56, This review was conducted in accordance with the
expedited review process as outlined in 45 CFR 46.11b). Based on the information presented, 1 have
determined that the study meets the criteria specified below. NOTE: The list of categories is from the
MNovember ©, 1998 Federal Register

45 CFR 46,1 10B) 10T
(1) some or all of the research appearing on the category list and found by the reviewer(s) to involve nc more

Page 1 of 3
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than minimal nsk:

(T) Research on individual or group charagteristics or behavior (including, but not Fimited to, research on
perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social
behavior), or research employing survey, interview, oral history, focus groups, program evaluation, human
factors evaluation, or quality assurance methodologies. (MOTE: some research in this category may be
exempt from the HHS regulations for the protection of human subjects 45 CFR 46.101(b)}(2) and (B)(3). This
listing refers only to research that is not exempt.

Based on this review, the above referenced items are approved for implementation.

The Board reminds you that Baylor Palicy requires that that unless waived, fully do cumented informed
consent must be obtaimed in accordance with 45 CFR 46.116 and 21 CFR50.20 from all human subjects
involved in this research study. Informed consent must be obtained by the principal investigator or ather key
personnel as listed in this submission. Documentation of informed consent must be kept on file for a period of
three years past completion or discontinuation of the study and will no deubt be subject to ingpecticn in the
furture. .

In addition, 45 CFR 164 requires that, unless waived by the IRB, authorization must be obtained for use and
diselasure of Protected Health Information. If this project is currently open to new enrollment, the approved
version of the consent formd(s) is listed above. The document(s) reviewed in this submission has been
determined 1o satisfy the requirements as outlined in 45 CFR 164.508.

DHHS and FDA regulations require you to submit periodic and terminal progress reports to Baylor's
Institutional Review Board and to receive at least annual approval of your activity from this Committee.

You are also required to report to this Committee itmmediately any death, unanticipated problems invoving
risks to subjects or others, or serious adverse incidents resulting from your study. These events must be
reported in accordance with current BRI Policies 830 and 838,

Federal regulations and institutional policies require that the TRB rewiew any and all changes in your research
activity. This includes amendments, revisions, administrative changes, advertisements, or ANY other change
in the information as presented at initial review. In other words, should your project change, another review
by the Board is required. Failure to comply with any of the above requirements, federal regulations, or
institutional policy may result in severe sanctions being placed on the Medical Center and on you as the:
Principal Investigator. These sanctions could result in your research being permanently terminated for non-
compliance.

Receipt of approval does not convey institutional authority to gain additional patient information, Tt is your
responsibility as Principal Investigator to abide by institutional and/or departmental policies regarding
confidentiality, access, and release of patient data,

Please be advised: there may be additional administrative requirements from Baylor Research Institute that
st be met before the study may begin enrolling subjects,

Projectd 009-205 Page 2 of 3
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Sincerely,

— DU P thinte

Lawrence R. Schiller, MD, Chair
Institutional Review Board ~ Red

Project# 009-205 Page 3 of 3
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UnIVERSITY of MORTH TexAS HEALTH SCimnce CENTER at Fort Wrth
Texas CoLLEGE OF OsTEOPATHIC MEDICINE
InsTITUTIoNAL Review BoarD FOR THE PROTECTION OF Huniam SUBIECTS

BOARD ACTION

IRB PROJECT #:__ 2008-105 DATE SUBMITTED:_September 28, 2009
PRINCIPAL INVESTIGATOR: _ Patricia Gwirtz, P {with Amrula Oak, CRM Studant}

PROJECT TITLE: Praterm Birth: A Cause of Concemn for High Infant Mortality Rates

PROTOCOL #_™2
DEPARTMENT. _Clnical Research Management (CRM) TELEPHONE EXTENSION: ¥ 2079 _—

In accordance with UNT Health Science Center policy on the protection of human subjects, the following
action has baen taken on the above referenced project

Approval, when given, is only for the project as submitted. No changes may be implemented wilhout first
receiving IRB review and approval.
v Project has received appraval through October 8, 2010 .

o Informed Consent approved as submitted on _October 8, 2009

You MUST use this version (attached) rather than inusly approved versions. In addition,
only consant documents which bear the official NTHSC IRB approval stamp can be used

with subjects.
¥ Study Protocol dated CCiober 8. 2009 approved as submitted.
o Praotocol Synopsls approved as submitted on,
Amendment to the protocol approved as submitied,

Hased upon the recenily complated Gonfinuing Review {IRB Form 4), project has received
continuad approval through,

Project has been reviewed. In arder 1o Wﬂ' you must incorporala the attached
miodifications. You must submit one “highli copy and one “clean” m%&imﬁﬁd

Erc-lmnl\%nﬁm informed consant and adverisements 1o the |IRE for review.
EGIN YOUR PROJECT UNTIL NOTIFIED BY THE IREB.

_ Consideration of the project has been tabled panding resolution of the issua(s) outlinad balow.
Praject is disapproved for the reason(s) oullined below.

o Completion of project is acknowledged and &l required paperwork has been raceived.
¥ Special Findings:

Sge sttached page for findings related 1o protocol approval

: October 8, 2009
Chairman, Institutional Review Board Date

IRB Fom & sedsed 1200 MAD4-1837
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IRB Board Action October 8, 2009
2009-105 Patricia Gwirtz, PhD CRM Program
(with Amruta Oak, CRM Student)

Preterm Birth: A Cause of Concern for High Infant Mortality Rates

Study to be conducted at Texas Health Care (Ba

ylor, Dallas) also requiring approval by Baylor
Research Institute (BRI) IRB.

As reviewed by UNTHSC IRB, and in concurrence with the findings of BRIHIRE, this study
meets the criteria for Expedited Review, under the provisions of 45 CFR 46,110 (b} (1)

category # 7, research employing survey, interview methodologies; and under the provisions
of 45 CFR 46 404 (research not involving greater than minimal risk in minors).

Given that the study will be conducted only at Baylor health care facilities (Texas Health Care)
as described in the protocol submitted, protocol synopsis and consent form approved by BRI-
IRB accepted as submitted for use in Texas Health Care facilities only as approved by BRI-

IRB, and for use in Texas Health Care facilities only. NO UNTHSC IRB-Approved stamp is
required or provided

1t is also noted that only data collected after the protocol was approved by UNTHSC-IRB can
be used for this UNTHSC graduate student project. Thus, only those data collected on ar after

October 8, 2009 may be used in any research report, presentation, thesis, dissertation or
publication by any UNTHSC faculty, staff, or student.

Please note that Dr. Gwirtz, on behalf of tha

student, must file a Final Report at project
completion, bui not later than one year from

this approval date.
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Research Protocol
Preterm Birth: A Cause of Concern for High Infant Mortality Rates

BACKGROUMD:

According tc National Vital Statistics these has been a significant increase of sbout 30% in
preterm birth rates from the 1980s thus increasing the cost for prenatal care. This serious health
problem costs the Urited States $26.0 billion annvally. Babies born prematurely (that = less than
37 weeks) are at an increased risk of developing genetic cefects and or complications that may lead
to death. The number of preterm births is high among non-Hispanic black population s compared
to non-Hispanic white or Hispanic population as per the National Statistics. Despite such a high
rate and cost mvolved its exact etiology is not known.

Several studies have identified factors such as smoking, sxeessive alcohol, caffeine consumption,
heavy physical activities, stress, edacation, age, genetic make-up, lifestle, digbetes, high blood
pressure, previous history of preterm, multiple pregnaney , pregnant with twins, triplets requiting
"-seciions or such other medical complication thet increases the risk for preterm labor. Apart from
this lack of awareness, seriousness. false misconception can alsc increase risk for pretzrm labor.
Twao studies have pointed out this fact when quesionaire pertairing to preterm birth and its cause
were asked to general public and pregnant women in particular. When asked what can be a
problem for society prenatal health care tcps the Tist while prematurity ‘s at the bottom half of the
list. This approach in the public towards preterm birth points the preconceived notion they have
that the best medical care would be given and medern tezhnology will be utilized to protect the
preterm infants from any harmful effects. This stresses the need to educate women about preerm
labor, its signs and symploms, person to ke contacted if experiencing ulerine contractions and
medications available in the market that belp to prolong preterm labor. Studies have shown taat
early intervention and detection cen help srevent preterry labor and thus preteom birth thus helping
to reduce the cost involving prenatal care

The proposed study will help us unders-and whether prior pregnancy better prepares mothers in
terms of undersiancing the signs and symptoms, and facts about preterm birth than first time
mother. Also the study aims at proposing an effective educational program based on the feedback
that is received from the siady population.

STUDY AIMS:

1. To observe for any difference in the knowledge and epproach towards preterm binh wher
compared betwezn first time mother and those who had a previous full term or preterm
beby.

2. To design an educational program tha will help in educating women aboul preterm birth,

METHODRS OF STUDY:
Inclusion Criteria: Worren whe are pregnant and atl.24 weeks of gestation will be approached.
% Age 13 years or older
% First fime mother or mothers who have had previous full term ar preterm baby before
% Has not beer. counseled about preterm birh.
Fxclusion Critedia: Women who cannot read English
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Those consenting to the study will have to fill out the questionnaire.
1. Each questionnaire sheets will be assigned a specific number such as PBOOL, PBOOZ, etc and
handed out to the study subject at Texas Health Care.
5 Tt will take around 10 minutes to fill out the guestionnaire.
3. Subjects will fill out the questionaire and hand over 10 the staff or the researcher.

SAMPLE S1ZE AND STATIST IC&:
To achieve accuracy of the test with a p value of 0.03 approximately 300-350 patients will be
enrolled in the study, Multivariate regression analysis will be use to report the outcomes of the
study.

BEFERMCES:

1. Brady E. Hamilton. Preliminary data for 2007, Mational Statistics Report. March 18, 2009, 57

3 Marian F. Mac Dorman PD, T.J. Mathews. M$. Recent trends in infant mortality in the United
States. Mational Center for Health Statistics Data Brief. October 2008; Mumber 9

1. March of Dimes: Facts about Prematurity

4. Reedy NJ. Born Too Soon: The Continuing challenge of Preterm Labor and Birth in the United
States, Journal Midwifery Women Health. 2007;52:281-2590

5. Nancy S Green MD, Colleen E. Ryan MA, Lisa Shusterman MA, Ellen L. Fiore, Karla Damus
RN, PhD. Understanding pregnant women's perspectives on Preterm Birth, Contemporary (OB-
Gyn. Jan 2003:70-87

6. Holly A, Masset PhD, Marion Greenup MEd. MPH, Colleen E. Ryan MA, Douglas A Staples
BA, Nancy S, Green MD, Edward W Maibach PhiD. Public Perception zbout Prematurity a
National Survey. American Journal of Preventive Medicine. 2003; 24:120-127
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PROTOCOL SYNPOSIS

PROTOCOL TITLE Preterm Birth: A Cause of Concern for High
Infant Mortality Rates.
PRINCIPAL INVESTIGATOR PATRICIA GWIRTZ, Ph.D.,

DEPARTMENT OF INTEGRATIVE

PHYSIOLOGY, UNTHSC, Fort Worth, TX
PRINCIPAL INVESTIGATOR

CONTACT INFORMATION 817-735-2079

CO-INVESTIGATOR Jennifer M. Thomas, RN, BSN, CCRC, BR

STUDENT INVESTIGATOR Amruta Oak , Graduate student in
Biomedical Department, UNTHSC Fort
Worth, Texas

SPECIFIC AIM 1.To observe for any difference in the
knowledge and approach towards preterm
birth when compared between first time
mother and those who had a previous ful
term or preterm baby.

2.To design an educational program that will
help in educating women about preterm

birth.
BRIEF SUMMARY AND Preterm birth is found to be a leading cause
SIGNIFICANCE of mortality and morbidity globally, in recent

years. According to National Vital Statistic
of 2007, 12.7% babies were born
prematurely across the United States,
accounting for an annual cost of $26.0
billion. Preterm birth rates were found to b
high among the Non- Hispanic Blacks as
compared to the Non-Hispanic Whites angd
Hispanic populations. Despite these high
rates and the costs involved, the exact cause
is still unknown. Several studies have
identified factors that increase the risk for
preterm labor/birth. “Two studies showed
that general public and women, in particular,
are unaware of preterm and its related signs
and symptoms.” Also, these studies
highlighted the fact that the study population
not only lacked seriousness and awareness
but also had misconceptions about preterm
birth/labor. Our study aims to find out
whether previous pregnancy, full term or
preterm, helps to better prepare the mother to

Uy
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follow any signs or symptoms of preterm
labor and to see if they are better aware
about preterm birth than the first time
mother.

PRELIMINARY STUDIES

Two telephonic survey studies related to
preterm birth were conducted. The study
populations were tested on their
understanding about preterm birth/labor
through the designed questionnaire.

But no comparisons were made between t
study populations.

INVESTIGATOR EXPERIENCE

Dr. Patricia Gwirtz is a faculty at University
of North Texas Health Science Center, Fo
Worth, Texas. She has been honored by
various awards for her contribution toward
research.

Jennifer Thomas, the co-investigator of the

study, heads Baylor Research Institute at
Fort Worth and Dallas and has expertise i
research involving human subjects.

Ms. Amruta Oak is a graduate student in tk
department of biomedical sciences, at
University of North Texas Health Science
Center, Fort Worth, Texas.

All investigators involved in this study have

completed CITI training for conducting
human research.

METHODS AND PROCEDURES

Questionnaire would be distributed to the
study population during their OB-Gyn visits
Instruction sheet would be attached to thig
guestionnaire. The sheet will educate the

subject about the study and also emphasiz

that the participation in it is entirely the
subject’s choice.

he
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DATA ANALYSISAND DATA
MONITORING

All the data collected from the questionnai
will be converted to SPSS format.
Multivariate Regression Analysis would be
used to calculate the difference in the
knowledge gained based on the age, race
education, insurance or any previous
pregnancy.

re

DATA STORAGE AND
CONFIDENTIALITY

The data collected will be used for researg
purposes only. Only the key personnel
approved by both the UNTHSC and the
Baylor Institutional Review Board (IRB) wi
participate in collection and analysis of dat

h

a.
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All records and medical information will be

kept confidential as required by the current

local, state, and federal laws. The researc
data collected will be kept in the Departme
of BRI in the office of the Research
Coordinator in a locked filing cabinet. All
electronic data will be kept in a
passworeprotected, secure computer

database in the investigator’s office. These

files will only be accessible to the Key
Personnel of this study, the UNTHSC and
Baylor IRB, and regulatory agencies. The
databases will contain no personal
identifiers.

STUDY SETTING

Questionnaire would be given to the study|
subjects at Texas Health Care during their
OB-GYN visit. Each study subject would b
assigned a unique ID.

DURATION OF STUDY

The study will last for a period of three
months; however the time spent by each
subject will be approximately about 10
minutes.

INCLUSION CRITERIA

»Women who are pregnant

» 1-24 weeks of gestation

» Age 13 years or older

» First time mother or mothers who have h
a full term or preterm baby before.

» Has not been counseled about preterm
birth in the last 6 months.

EXCLUSION CRITERIA

»Women who cannot read English.

SAMPLE SIZE

Approximately 300- 350 subjects will
participate in the study.

RISK/BENEFIT

The proposed study involves a questionnairs
that needs to be answered by the subject. N
personal information or health history would
be collected from the subjedthis study
carries minimal risk to the subjects regardi
loss of confidentiality.

There are no direct benefits for subjects fr
this studyHowever, this study will help us
understand the differences in the approact
towards preterm birth between the first tim
mothers and those who have had full term
and/or preterm babies previously and wha

=)
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D
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their view might be an effective way to
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create awareness about preterm birth

PAYMENTS COMPENSATION

No costs involved for the subjects
participating in this research study. Subjeg

will not be compensated for participating in

this study

LIST OF KEY PERSONNEL

Dr. Gwirtz, Ph.D. will help in looking over the

research study.

Jennifer Thomas co-investigator will help in
carrying out the research work at the site
Amruta Oak will give out the questionnaire ,

collect the data and will help in analyzing the

data set
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Version Date: 09/11/2009 IRB Project # 009-205

Preterm Birth: A Cause of Concern for High Infant Mortality Rates

[ am a Student intern at Baylor Research Institute and 1 am conducting a research project on
Preterm Birth: A Cause of Concern for High Infant Mortality Rates and | would appreciate
you taking part in this project. This research projeet is intended 1o give us an idea ifthere is a
difference in the knowledge about preterm birth between the first time mother and those who had
a baby hefore. You have been selected to be in this study hecause you are 1-24 weeks pregnant
and have not yet been counseled about pretert birth since thiz iz vour first/second Ob-Gyn visit,

To take part in this study, you will need to complete a short survey that asks several questions
regarding preterm birth such as:

Do vou think preterm is a serious health problem or cause of infant mortality

What do you think are risk factors associated with preterm birth?

What are the signs and symptoms that indicate preterm labor?

Who would you contact if you experience these symptoms?

What would be an effective way to leam more about preterm birth/labor?

This should take only about 10 minutes. Do not write your name on the survey. Onee you
have completed the survey return it to me or the mid-wife. [ will use the results of this
project to write a research paper. The results may be published in the mid-wife journal.

There are no risks or benefits to you for been in this study. You have the option io not complete
the survey and therefore not to be in the study. By filling out the attached survey and returning it
to me or the mid-wife, you are saying that you are willing to take part in this study.

If you have any questions about this project, please contact me at 817-922-7159. If you have any
questions about your rights as a research subject, please contact Lawrence Schiller, MD at 214-
B20-2687.

Thank you for the time. | hope you will take a few minutes to complete the survey and 1o retumn
it to me or the mid-wife. Without the help of people like you, this important research would not
be conducted,

Sincerely,

Ammruta Crak
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key Persopme]l Contact ation
[
. ‘Business Telephodne .
Tile Mame Address ausher Email address
- . 11400 Eighth jcnniha@baylorhealth.edu
Principal Jeanifer Avenue | 417 997 9560
Investigator Thomas Fort Worth
Texas 76104
1400 Eighth
. Avenue ¥ byl eidu
Co-lnvestigator | Amnuta Oak, Fort Worth B17-922-T159
Texas 76104
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BAYLOR RESEARCH INSTITUTE
BHCS Deparim ental Research Support Form
Estimate of Associated Cost for Resenrch Study

Frincipal Investigater: Jennifer Thomas, BN Department: BRI West

Telephone & B17-922-2560 Fax # B17-922.7360 E-mail: jenniba@baylorhealth.edu

Name of Study: Preterm Birth: A Cawse of Concern For High Infant Mortality Rates

Is there an outside sponsar being songht? Yes X Mo

IRBIACUCFM9-105 Date Approved 09/15/09

Brief Description of the Study: There has been a significant increase in the number of infant related

deaths due fo preterm or preterm related cause.  Survey results from carlier studies on pregnant
women and on the gemeral public suggested a Fack of seriousness, awaremess, and some false
misconception the study population had mbout preterm birth/ labor, This might be one of the reasons
for am imcrease in number of preterm birth, The purpose of this study is bo find whether women who
had earlier pregnamcy have heard or know about preterm birth' labor and are better prepared than the
first time mother. To achieve the objectives of research general guestionnalre have beem designed which
the subjiect needs to fill out and hand over fo the mid-wife or to the researcher. The questiennaire test
the views and general understanding about preterm birthAabor among the study population, Also the

stmdy aims at proposing an effective educational program based on the feedback that is received from
the study popualation,

Siari Date: 092400 End Date: 123109 Tolal Yearss 3 months

Number of Patiente in Study A pproximately 300-350

Estimated Annual Costs Per Fatient:
Salaries Fringes 31540
Supplies 5010
Lab or Other Diagnostic Services  §0.0
Miscellaneous SI0.00  (Plesss axplaic)
Total Annual Cost Per Patient § 35.50

Taotal Eﬁtimgpe_d A]‘i_l!l_l_i_l lf‘{-f:

o - % 10,650,000 % of pariens X costpes patlesl

Does Praject involve any of the following (Indicate date of commbttee approval, if applicable):

[ 1 Biologleal Safety/Recombinant DNA.......... Date Approved:
| 1 Radicisotope/Radiation Safety... - Date Approved:

{pnstions <m completion of this form should be ﬂII'EIIIElIl W Epunmrﬂ‘l FResar

[FIETEIAET

4]13/&{

(R T st
I

meipal imistrator Date

Cheied of Serviee] Medical Direcior Daie Drepartment Wice President Daie
Department Director

OHFice of Sponsored Research Date BHCS Estity Finsncial (ificer Date

Baylor Resaarch Instihrio Faage 1 of 1
34 Live Oal Slrest
Dadlas, Texas 75204

Form Fin D25
Warnaian 03
Effective Date- 1173006

85



IRB Number: 009- 205 Version Date: 08/24/09
Baylor Research Institute
Institutional Review Board

Application and Project Summary
This form must by TYPED — Handwritten copies not accepted

Project Title: Preterm Birth: A cause of Concern for High Infant Mortality Rates

Principal Investigator: Jennifer Thomas. RN Clinical Department: BRI West
Telephone Extension: 817-922-2560 FAX: 817-922-7360

Mailing Address: 1400 Eighth Avenue Forth Worth Texas 76104
Email Address: jenniha@baylorhealth.edu

Contact Person (if different from PI): Theresa Cheyne. RN Department: BRI West
Telephone Extension: 817-922-2579 FAX: $17-922-7360
Mailing Address: 1400 Eighth Avenuc Fort Worth Texas 76104

Email Address: theresa.cheyne@baylorhealth.edu

THIS BOX FOR IRB USE ONLY
DATE RECEIVED: IRB MEETING ASSIGNMENT:
PRIMARY REVIEWER:
PRIMARY REVIEWER:

Instructions: All sections must be completed. All questions must be answered. It is NOT acceptable to
answer see attached or see protocol — the one exception is that you may attach a copy of the schedule of
events to the form to supplement the information provided in that section. This portion of the document
is to summarize the protocol and provide supplemental information to the IRB to assist in conducting a
thorough review. DO NOT DELETE ANY QUESTIONS ON THIS FORM OR ALTER ANY OF THE
TEXT WITHIN TIE QUESTIONS. If a question does not apply to your study — answer N/A.

1 | Funding Source: N/A
Industry: Name of Sponsor:

NIH: Specific Institute:

[ ] National Science Foundation

Public (Federal, State or Local):

Baylor Department:

Baylor Foundation

Private Foundation:

2 | Are resources for conducting this research being provided from other sources? [_|Yes [X] No

If yes, please specify what resources are being provided: No funding

If yes, please specify the source:

Contracts for industry sponsored studies must be negotiated through the BRI Office of Sponsored
Research. Grants must be submitted through BRI Office of Sponsored Research. Funding from the BHCS

Baylor Research Institute 1 Form # IRB001
3310 Live Oak Street, Suite 501 Version 004
Dallas, Texas 75204 04/2009
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rIRB Number: 009- Version Date: 08/24/09
Foundation vr from within the Baylor department also require the completion of specific forms. These
bmitted to the BRI Office of Sponsored Research.

OBJECTIVES OF THE STUDY: Preterm births are growing cause of concern for hig 1an .
There arc number of factors that increase the risk for preterm labor.

Primary objective: To see if there isa difference in the knowledge between the first time mother and those

who have had a baby before.
Secondary objective: Is to design an educational program based on feedback obtained from the survey

results.

4 | SUMMARIZE THE STUDY DESIGN: This is a survey study. Subjects would be handed out a
questionnaire sets which they will fill out and return to the researcher or the mid-wife.
5 | PROVIDE THE SCIENTIFIC RATIONALE: National Vital Statistics for 2007 showed infant death
due to preterm birth or related cause to be 12.7% that means an increase of about 30% as compared to
1980s statistics. Even than the etiology of why women experience preterm labor is not known.
Many factors have been identified that may increase the risk of preterm birth/labor. These factors can be
grouped into five major categories:
1. Due to lifestyle followed like Excessive alcohol, caffeine consumption, drug addiction, smoking
2. Due to socio-demographic issues such as Low education, status. poor sanitation, nutrition, gender
discrimination, physical mental stress, genetic factors
Due to certain medical condition like diabetes, hypertension, urinary vaginal infection. heavy
bleeding requiring C-sections

4. Dueto medical complications like birth defects in baby. bleeding from vagina, women with a
prior preterm baby, not enough spacing between the two pregnancy( multiple pregnancy)

5. Due to other factors like uterine, cervical abnormalities or Stretching or distension seen when
pregnant with twins, triplets, singleton fetus after in-vitro fertilization.

Studies have shown that the babies born prematurely are at an increase risk for developing long
lasting birth defects and those born very prematurely have a lower chances of survival. Due to the
development in technology and medicine early intervention and treatment can help in delaying the
birth of the child.

But lack of awarenzss, seriousness, misconception among general public and pregnant women in
particular is the root cause of the problem.

Study aims at finding out the difference in the approach among the women who have had a baby
before than the first time mother.

HISTORICAL INFORMATION — ANIMAL STUDIES: N/A
7 | HISTORICAL INFORMATION — HUMAN STUDIES: Earlier survey studies carried out on pregnant
women and general public showed lack of awareness. misconception and belief towards the preterm

birth/labor. This might be one of the reasons for increasing infant death due to preterm or preterm realteed
cause.

[

[

8  Phase of the trial:| |I I 111 IV Other:

9 | Provide the following information for each drug used in this study (If additivnal drugs are used,
please attach separate list and check here [ ]
A | Drug name:
Is this drug approved by the FDA? [[]Yes[ | No

If yes, is it being used in accordance with current approval? [_]Yes O No

If the answer to either question is no, provide IND#:

IND number is indicated on which sponsor document (protocol, 1B, Letter, etc.):

Baylor Research Institue 2 Form # IRB0O1
3310 Live Oak Street, Suite 501 Version 004
Dallas, Texas 75204 042009
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T IRB Number: 009- Version Date: 08/24/09

Where will drug be stored?*:

B | Drug name:
Is this drug approved by the FDA? []Yes [ No

If yes, is it being used in accordance with current approval? [Yes [INo

If the answer to either question is no, provide IND#:

IND number is indicated on which sponsor document (protocol, IB, Letter, etc.):
Where will drug be stored?*:

C ! Drug name:
Is this drug approved by the FDA? [|Yes [INo

If yes, is it being used in accordance with current approval? [ JYes [ | No

If the answer to either question is no, provide IND#:

IND number is indicated on which sponsor document (protocol, IB, Letter, etc.):
Where will drug be stored?*:

D | Drug name:
Is this drug approved by the FDA? []Yes [ ] No

If yes, is it being used in accordance with current approval? [_[Yes [ No

If the answer to either question is no, provide IND#:

IND number is indicated on which sponsor document (protocol, IB, Letter, etc.):
Where will drug be stored?*:

Policy 118 re ational drugs in out]

tie

arding storage and control of investig

10

used, please attach separate list and check here lE

*For all drugs stored in your facility, you are responsible for following guidelines set forth in BRI

Proviethe fllowing information for each deic bemg used in thl s additional devices are

A | Device name:
Is the device used in this study approved by the FDA? CYes I No
If yes, is the device being used in accordance with current approval? [Oyes (I No

FDA Letter indicating IDE # and HCFA Category must be provided.
Where will device be stored?*:

If the answer to either question is no, provide IDE #: HCFA Category:_] A [ B

B | Device name:
Is the device used in this study approved by the FDA? [ Yes INo
If yes, is the device being used in accordance with current approval? [ ]Yes [INo

FDA Letter indicating IDE # and HCFA Category must be provided.
Where will device be stored?*:

If the answer to either question is no, provide IDE #: HCFA Category: [ ] A OB

C | Device name:
Is the device used in this study approved by the FDA? []Yes [ No
If yes, is the device being used in accordance with current approval?: [_|Yes I No

FDA Letter indicating IDE # and HCFA Category must be provided.
Where will device be stored?*:

If the answer to either question is no, provide IDE #: HCFA Category: [ ] A OB

D | Device name:
Is the device used in this study approved by the FDA? Oyes [ No
If yes, is the device being used in accordance with current approval? [_]Yes [ ]No

FDA Letter indicating IDE # and HCFA Category must be provided.
Where will device be stored?*:

If the answer to either question is no, provide IDE #: HCFA Category: [ ] A (1B

Baylor Rescarch Institute 3
3310 Live Qak Street, Suite 501
Dallas, Texas 75204

Form # IRB0O1
Version 004
04/2009
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*You are responsible for control of investigational devices in accordance with BRI Policy 113
Investigational Device and Radiologic Accountability.

Age Range: 13 years and older

Number of subjects:  Locally: 300-350 Nationally/Internationally (multi-center trials): N/A

Gen [ ] Mal D Female [ | Both

(<] Children (age<18) — Complete IRB Form 23 Authorization to Enroll Children.
Are any (or all) of the potential subjects in this study considered to be Wards of the State? [IYes [] No.
If you answer yes to this question, special provisions must be made to comply with 45 CFR 46.409.
Please contact the IRB Office Directly for further guidance.

15

[T Neonates — please check all that apply (See BRI Policy 856 for definitions)
[] Viable Neonates — Complete IRB Form 23 Authorization to Enroll Children
[_] Non-Viable Neonates — Contact the IRB Office for Special Instructions
[ ] Neonates of Uncertain Viability — Contact the IRB Office for Special Instructions

16

[X] Pregnant women - Complete IRB Form 24 Authorization to Enroll Pregnant Women
Are any (or all) of these pregnant woman under the age of 182 PdYes [ ] No. If so, complete IRB Form
23 Authorization to Enroll Children.

17

[ I Prisoners or parolees - NOT ALLOWED - If you have a research subject who becomes a
prisoner while on the research study, they must be removed from the study, except for follow up
activities to assure safety. Please contact the IRB Office immediately if this occurs during the study
for guidance.

18

[_Spanish speaking subjects — please specify which document you will use

|l Spanish translation of the entire consent document

[ Spanish version of the short form document —bilingual witness required
With either of these documents you must also have a translator available who will facilitate the translation
process. This translator can NOT be a family member/friend of the research subject. It can be a member
of the research team, physician practice group, certified translator from the hospital guest services
department or other comparable individual.

Translator:
[] Other non-English speaking subjects — please specify which document you will use

] Translation of the entire consent document

(] Translated version of the short form document -bilingual witness required

Specify language(s):

With cither of these documents you must also have a translator available who will facilitate the translation
process. This translator can NOT be a family member/friend of the research subject. It can be a member
of the research team, physician practice group, certified translator from the hospital guest services
department or other comparable individual.

Translator:
19 | [ ] Terminally Ill
Protocol specific rationale for enrolling these subjects:
Special provisions to protect these subjects:
20 | [ ] Elderly (>64)
Protocol specific rationale for enrolling these subjects:
Special provisions to protect these subjects:
21 | [] Cognitively Impaired (mentally challenged, alzhcimers, ete) (See BRI Policy 857 for guidance)
Protocol specific rationale for enrolling these subjects:
Special provisions to protect these subjects:
Baylor Research Institute 4 Form # [RBOO1
3310 Live Oak Street, Suitc 501 Version 004
Dallas, Texas 75204 24/2009

90



IRB Number: 009- Version Date: 08/24/09

How will you assess the capacity of these individuals to provide informed consent:
Special Consent Requirements:
[] Informed consent will be obtained from legally authorized representative
(See BRI Policy 857 for individuals who qualify under Texas Law)
[] Assent of the subject will be obtained. Provide specific information on method and timing:

22

[] Medically Unable to Consent (comatose, head trauma, ete) (Sec BRI Policy 857 for guidance)
Protocol specific rationale for enrolling these subjects:
Special provisions to protect these subjects:
Special Consent Requirements:
[] Informed consent will be obtained from legally authorized representative
(See BRI Policy 857 for individuals who qualify under Texas Law)
[] Informed consent will be obtained from the subject as soon as they are physically
able to provide such and they will be informed that they can withdraw from the
study if they so choose. Provide specific information on method and timing:

23

] Employees (BHCS)
Protocol specific rationale for enrolling these subjects:
Special provisions to protect these subjects:

24

] Students (this only applies to students from institutions working with BHCS)
Protocol specific rationale for enrolling these subjects:
Special provisions to protect these subjects:

25

X] Educationally/Economically Disadvantaged
Protocol specific rationale for enrolling these subjects: Studies suggest that subjects are not aware
about preterm birth/labor this may be due to lack of awareness, education. These subjects will be included

in the study since they will help us to know if better education prepare women for pregnancy.
Special provisions to protect these subjects:

26 | ] Other (be specific):
Protocol specific rationale for enrolling these subjects:
Specia isi bjects:

Inclusion Criteria: who are pregnant and at1-24 weeks of gestation will be approached
» Age 13 years or older

% First time mother or mothers who have had a full term or preterm baby before
» Has not been counseled about preterm birth

Exclusion Criteria:
» Women who cannot read English

Protocol specific rationale for the exclusion of any group of individuals for whom this treatment
ould potentially benefit (i.e., women, children, non-English speaking): N/A

Subjects will be recruited from the following sources (check all that apply):
(] my private practice
[] physician referral sources
[ posters/flyers within the local community
[] copies of these items are available and are included with this submission
[ copies of these items are NOT available and will be submitted prior to use
[] advertise with the local media (newspaper, radio, television)
] copies of these items are available & are included with this submission
[ copies of these items are NOT available & will be submitted prior to use
[ listing on Baylor internet site

Baylor Research Institute 5 Form # IRB0O1
3310 Live Oak Street, Suite 501 Version 004
Dallas, Texas 75204 04/2009
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[ | listing on www.clinicaltrials.gov
[X] other {be specific): patients from Andrews Mid-wife clinic will be recruited for the study.

31

Describe methods that will be used to identify potential subjects, obtain and record subject PHI (i.e.
BCON search, medical records query, database query, etc). This section should specifically state
what records will be searched, who will conduct the search, what (if any) data will be recorded for
future contact with subjects, what relationship the individuals who review the data have with the
potential subject: N/A

32

Recruitment incentive offered: N/A
] Cash or Visa/American Express Gift Card
How much?$ (total for entire study)

How frequently will payments be made? (Payments must be made to the subject at least
every six months and bonus payments cannot be given for completion of the study.)

[] Store or Other type of Gift Card: (location)

Ilow much?$ (total for entire study)

How frequently will payments be made? (Payments must be made to the subject at least
every six months and bonus payments cannot be given for completion of the study.)
[ ] Other (b ific):

Procedures involved in the study — Be sure to include at least the following information: study
schedule; study procedures; number of visits; duration of participation. Procedures, tests or
activities that are not considered standard of care and are being done for research purposes only
should be differentiated from any procedures, tests or activities that are already being performed
for diagnostic or treatment purposes.
Those consenting to the study will have to fill out the questionnaire.

1. Each questionnaire sheets will be assigned a specific number such as PB001, PB002, etc and

handed out to the study subjects at Texas Health Care
2. It will take approximately 10 minutes to fill out the questionnaire
3. Subjects will fill out the questionnaire and return to the staff or to the researcher

Physical Risks: There are no known physical risks to the subject

Psychological Risks: Study hold no known psychological risk

Social Risks: None identified

Legal Risks: Patients do not waive any legal rights by taking part in the study.
i ifie

Economic Risks: None

Sim Diostic x-ray: | |Yes [ | No Specify p (i.e. cest, adoal, etremlty)

If yes, is it for Standard of Care* | | or Research ** [ ] (see definitions below)

How many procedures will be done: ‘What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?

B | CT Scanning: [ |Yes [ ] No If yes, what part of body:

If yes, is it for Standard of Care* [ ] or Research ** [ | (sce definitions below)

How many procedures will be done: What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?
Baylor Research Institute 6 Form # IRBOO1
3310 Live Oak Street, Suite 501 Version 004
Dallas, Texas 75204 0472009
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[ | listing on www.clinicaltrials.gov
[X] other {be specific): patients from Andrews Mid-wife clinic will be recruited for the study.

31

Describe methods that will be used to identify potential subjects, obtain and record subject PHI (i.e.
BCON search, medical records query, database query, etc). This section should specifically state
what records will be searched, who will conduct the search, what (if any) data will be recorded for
future contact with subjects, what relationship the individuals who review the data have with the
potential subject: N/A

32

Recruitment incentive offered: N/A
] Cash or Visa/American Express Gift Card
How much?$ (total for entire study)

How frequently will payments be made? (Payments must be made to the subject at least
every six months and bonus payments cannot be given for completion of the study.)

[] Store or Other type of Gift Card: (location)

Ilow much?$ (total for entire study)

How frequently will payments be made? (Payments must be made to the subject at least
every six months and bonus payments cannot be given for completion of the study.)
[ ] Other (b ific):

Procedures involved in the study — Be sure to include at least the following information: study
schedule; study procedures; number of visits; duration of participation. Procedures, tests or
activities that are not considered standard of care and are being done for research purposes only
should be differentiated from any procedures, tests or activities that are already being performed
for diagnostic or treatment purposes.
Those consenting to the study will have to fill out the questionnaire.

1. Each questionnaire sheets will be assigned a specific number such as PB001, PB002, etc and

handed out to the study subjects at Texas Health Care
2. It will take approximately 10 minutes to fill out the questionnaire
3. Subjects will fill out the questionnaire and return to the staff or to the researcher

Physical Risks: There are no known physical risks to the subject

Psychological Risks: Study hold no known psychological risk

Social Risks: None identified

Legal Risks: Patients do not waive any legal rights by taking part in the study.
i ifie

Economic Risks: None

Sim Diostic x-ray: | |Yes [ | No Specify p (i.e. cest, adoal, etremlty)

If yes, is it for Standard of Care* | | or Research ** [ ] (see definitions below)

How many procedures will be done: ‘What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?

B | CT Scanning: [ |Yes [ ] No If yes, what part of body:

If yes, is it for Standard of Care* [ ] or Research ** [ | (sce definitions below)

How many procedures will be done: What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?
Baylor Research Institute 6 Form # IRBOO1
3310 Live Oak Street, Suite 501 Version 004
Dallas, Texas 75204 0472009
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C

Fluoroscopy: [_]Yes [ | No If yes, what part of body:
minutes of fluoroscopy per procedure minutes of digital cine pre procedure

Tf yes, is it for Standard of Care* [ ] or Research ** [ | (see definitions below)

How many procedures will be done: What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?

Radionuclide Studies: [ ]Yes[ | No Speeify type (liver scan, bone scan, HIDA scan, PET, etc):

If yes, is it for Standard of Care* [ ] or Research ** [ ] (see definitions below)

How many procedures will be done: What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?

Therapeutic Radiation (external beam or other): [ [Yes[ |No If yes, what part of body:

If yes, is it for Standard of Care* [ | or Research ** [ | (see definitions below)

How many procedures will be done: What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?

Other administration or use of Radioactive Substances: [ |Yes [ |No

If yes, is it for Standard of Care* [] or Research ** [ ] (see definitions below)

How many procedures will be done: What is the estimated dose per procedure:

Where (facility) will the above procedures be performed?

Will women of child-bearing potential be exposed to radiation (including any diagnostic or
therapeutic radiology or nuclear medicine procedure) as part of this study?
Yes [ | No[]

If YES, then pregnancy status might need to be evaluated prior to each radiation procedure. Please
indicate what provisions for pregnancy status are proposed for your study. This should include
(but is not limited to) such information as when study required pregnancy tests are done and what
type of birth control is required per protocol.

*Standard of Care: Use of radiation or radioactive substances that would be part of the routine care or
follow-up of patients with disease as part of current standard of care (examples: radiation therapy for
certain tumors, follow-up CT scans after chemotherapy, spiral CT scan of chest in patients with suspected
pulmonary embolism). If the number or frequency of such procedures is greater than, or the manner in
which such procedures are performed is different from, the same procedures that would be performed in
these patients if they were not part of this research, then this does not qualify as Standard of Care.

**Research: Use of radiation or radioactive substances in normal individuals or in patients that would not
routinely be indicated or done as part of current standard of care (examples: fluoroscopy to place tube in
small bowel in normal subjects for research study, additional heart catheterization to assess patency of
coronary artery stent in asymptomatic patients, MUGA scans to evaluate cardiac function after novel
chemotherapy, novel use of implanted radioactive seeds to treat tumor). This also includes standard of
care procedures that would not be performed on these patients unless they were in this research or
standard procedures that are done more often for research

Based on yor oledge of the subject matter, do you believe tha y
alternative of least risk for the potential subjects to be enrolled in the study? XYes [ ] No
If no, provide justification for conducting the study:

41

Have evaluations of less risky alternatives been done? [Jves X No
If yes, summarize:

42

What provisions are in place for monitoring study related data to assure the protection of the

rights, welfare and safety of the research subjects. This would include (but is not limited to) such

Baylor Research Institute 7 Form # IRBO01
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information as protocol compliance, adverse events, serious adverse events, complaints by subjects,
and other risks to subjects? If your study involves greater than minimal risk, at least one of these
options must be chosen. Check all that apply: N/A

Data Safety Monitoring Board (DSMB), Data Monitoring Committee or other committee
provided by sponsor.

Process to provide reports to the PI and IRB:

Medical Monitor, Data Monitor or other monitor provided by sponsor.

Process to provide reports to the Pl and IRB:

Review of AE’s, problems and other data by investigator on a regular basis.

Frequency of review:

Review of AE’s, problems and other data by another researcher or physician on a regular basis.
Identify who will review the information: and frequency of review:

Other (provide details):

O o000

43 | If the study has the potential for research related injuries or problems (physical or psychological) -
please describe any procedures that are in place to provide medical/psychological care to the
subjects if these problems occur. This explanation should not simply address who will pay for the
care, but should address how the care will be provided: N/A

Potential direct benefits to research subjects: No direct benefit to the study subject
Potential future benefits to individuals with the condition being studied: By the end of this study we
will be able to design a educational program based on the survey results. This will help in creating an
awareness among the women about preterm and thus help in reducing preterm births.

Potential benefits to society in general: 1t will help in designing a new study program that will help

educate the women about preterm birth/ labor.
oten be efits ot involved in th

44

Poc informa 1ou ing the risks of the study in relation to the anticipated benefits
and importance of the knowledge that may reasonably be expected to result from the study: Itis a

survey study with no risk identified to the subject

ki

46 | Provisions in place to protect confidentiality of research related information: Neither name nor
personal history will be collected from the study subject

47 | Provisions in place to protect the privacy of the research subjects: Standard Good Clinical Practice
and Baylor confidentiality policies. all computers password protected and records stored in locked file
cabinets in low traffic areas.

48 | Provisions in place to protect the PHI collected during the study: Neither name nor personal
inft i ill be collectcd from the study subject

it e

ipal Investigator must be current on the IRB educalion modules on the Baylor Learning
Network before this project will be put on the IRB agenda. All other members of the research team must
be current on the lessons before the final approval will be granted Provide name and
credentials/qualifications (MD, PhD, CCRC, RN, eic.) of all members of the study team. If a CV/Resume
is not on file with the IRB Office for an individual, one must be provided.

49 | Principal Investigator: Jennifer Thomas
50 | Other Investigators*: Amruta Oak
51 | Research Coordinators*:

52 | Other Research Staff*:

Baylor Research Institute 8 Form # IRB(01
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53

Support Staff (o interaction with research subjects) *: N/A

54

Collaborators with outside institution(s): N/A
Will any of these individuals interact with BHCS subjects or have access to their BHCS PHI?

[IYes[ ]No

*Please attach contact information for all individuals listed in 49 -52. This should include business
addess phone numb mail.

] Baylor Facility
a. Location: Bldg: Room:
Specific research activities to take place at this location:
b. Location: Bldg: Room:
Specific research activities to take place at this location:
c. Location: Bldg: Room:
Specific research activities to take place at this lecation:
d. Location: Bldg: Room:
Specific research activities to take place at this location:
e. Location: Bldg: Room:

Specific research activities to take place at this location:
[<] Non-Baylor Facility

a. Address: 1650 W Magnolia Suites 204 and 212 Fort Worth, TX 76104

Specific research activities to take place at this facility: subject will complete survey
b. Address:

Specific research activities to take place at this facility:
c. Address:

Specific research activities to take place at this facility:

56

If additional locations, please attach separate list and check here

Location of obtaining informed consent. Provide a specific location, such as clinic office, surgical
suite, and/or patient’s hospital room. If more than one location is possible, please list a summary of the
types of places that you would expect to obtain the informed consent: Subjects will be handed out the
informed consent letter prior to providing questionnaire.

57

Timing of obtaining informed consent. /nclude specifics and such details as when in relation to the
beginning of the study procedures you will obtain informed consent, and the amount of time the subject
has to make the decision. It is important that you allow the subject sufficient time to make an informed
decision prior to heginning the study and that they have the opportunity to discuss this with family or
other significant individuals in their lives. If the nature of the study requires that consent be obtained
immediately prior to the beginning of the research, give the rationale: Subjects will be given sufficient
time to read and decide whether to participate in the study or not. Any questions regarding the study will
be addressed by the researcher or by the rescarch staff before handing out questionaire to them.

58

Individuals designated to obtain informed consent (all must be listed as key personnel): Amruta Oak.,
Theresa Cheyne, RN

59

Consent as an ongoing process: N/A

60

Describe steps taken to minimize the possibility of coercion or undue influence. : Subjects have an

option not to fill in the survey and return to the researcher or the mid-wife and will not be a part of the
study.

61

If additional tools, handouts, other written materials are used (other than the TRB approved
consent forms) these must be listed here and provided to the IRB for review and approval prior to
their use. If you will use these materials, please list here: None Identified

Baylor Research Institute [+] Form # IRB0OO1
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62 | Where will the medications be administered? (Check all that apply)
[JBUMC [CIBIR [(IBaylor Irving
[CIBaylor All Saints Fort Worth [IBSH [[IBaylor All Saints City view
[(IBaylor Garland [JocH [ IBaylor Waxahachie
[ IBaylor-Plano [ BHVH [JBaylor Grapevine
[CIBaylor Irving Coppell
[]Clinic [CJoutpatient
[JPhysician’s Office [[JOther:
63 | The sponsor will supply all medications for this study.
[]Yes [[No
64 | Some or all medications for this study will need to be purchased by the hospital pharmacy.
[Yes [No
If yes, which medications will need to be purchased:
65 | If inpatient, all medications will be dispensed from hospital stock. The patient or the insurance

company will be billed for the product.
N

questions outlined in #38, you must obtain approval from the Committee on Radiation Safety and
Radioisotopes (CRSR}. Please contact CRSR at 214-820-7133 for specifics on submission process.

All protocols involving the following types of radiation exposure must be approved by the CRSR at a full
Committee meeting: 1. use of novel (non-FDA approved) radioactive materials, devices, or therapies; 2.
novel uses of approved radioactive materials; any type of radiation that exceeds 50 rem to any organ or
body part and is delivered in a manner, dose, or frequency that is beyond that which would be employed
in standard clinical practice if the patient were not on the protocol. The CRSR committee meets quarterly.
Protocols involving radiation exposure that meets “Standard of Care” criteria and/or involves lower
radiation doses MAY be approved at more frequent intervals by appropriate subcommittees of the CRSR.

67 | Institutional BioSafety Committee:
Does this study involve the use of recombinant DNA? CIYES XINO
Does this study involve the use of Select Agents*? LIYES INO
Does this study involve the use of Select Agent Toxins*? [ _JYES XINO
If you answered “YES” to any of the questions above, your study must be submitted to the Institutional
Biosafety Committee (IBC) for review. Send a copy of the protocol and IRB Application to:
Steven J. Phillips, Ph.D., BRI Biosafety Officer, Baylor Research Institute
214-820-9993 (Phone) 214-820-4952 (Fax) steveph@baylorhealth.edu
68 | Tissue Bank Committee:

Does this study involve the use and/or collection of human tissue, either in the form of glass slides or
fresh/fresh-frozen tissue? [_|YES [XINO

If yes, further review may be required by the BRI Tissue Bank Utilization Committee. To facilitate this
process, please complete the BHCS Tissue Bank/Fresh Tissue Procurement Application (ADMO012) and
submit to: BHCS Tissue Bank, Hoblitzelle Bldg., Suite 326

69 | Nursing Research Committee:

Does this project study nursing in the area of practice, professional issues, education, or management?

[ 1Yes [XINo If yes, this must be submitted to the Nursing Research Committee at:

John Dixon, MSN, RN, The Center for Nursing Education & Research, Baylor University Medical Center
Baylor Research Institute 10 Form # IRB001
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|
0 | Credentials Committ |
Do all members of the research team hold appropriate medical staff and/or allied health professional

credentials required to perform any standard procedures that are being done as a part of (his study? ’
S Yes [ INo 1

<

Yes

If no, please explain:
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INVESTIGATOR COMMITMENT:

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the
project, the protection of the rights and welfare of human subjects, and strict adherence to the IRB approved protocol and any
additional stipulations imposed by the IRB. I assure the IRB that I have sufficient time to conduct and complete the research in
accordance with TRB guidelines. T agree to comply with all Baylor Research Institute TRB policies and procedures, as well as with all
applicable federal, state, and local laws regarding the protection of human subjects in research. I certify that no similar proposal has
been disapproved by another IRB. Iagree to maintain strict confidence of information that may be disclosed including subject/patient,
data, employee, institution proprietary, industry trade secrets, and any other form of confidential information.

I agree to report immediately to the IRB any non-compliance, unanticipated problems involving risks to subjects or others,
complications or adverse incidents with respect to human subjects.

I agree to perform the project with qualified personnel according to the approved protocol. I agree that I am to implement no changes
in the approved protocol or consent form without prior IRB approval (except in an emergency, if necessary to safeguard the well-
being of human subjects). I agree to obtain the legally effective informed consent from human subjects or their legally responsible
representative, and use only the currently approved, date-stamped consent form. 1 agree to evaluate on an individual subject basis,
whether or not an individual subject understands the information presented during the informed consent process. I agree that informed
consent is an ongoing process and it is my responsibility to determine over a period of time that all research subjects continue to be
willing to participate.

T understand that I have the responsibility to make the Department Administrator aware of all protocols that are submitted to the IRB.

The Institutional Review Board of the Baylor Research Institute will suspend approval of all research projects of investigators who are
non-compliant with the above requirements. The Chief-of-Service will be notified of the suspension as will the Chairman of the
Medical Board and other Institutional Officials. Non-compliance of IRB requirements could result in Institutional Officials reporting
these actions to the Office of Human Research Protections, the US Food and Drug Administration, the Study Sponsor or other
agencies.

Investigator Signature Date

STATEMENT OF BAYLOR ADMINISTRATOR:

I have reviewed the proposal to be submitted to Baylor Research Institute and understand that by signing below I have committed the
resources needed by my department to conduct this study. It is my responsibility to assure that budget issues related to this study are
resolved. If this study involves the resources of another Baylor department, I have contacted that department administrator for input
regarding their department. If applicable, I will ask the investigator to obtain a second signature for said department administrator.

Opepfis Hho 2l 24109

Baylor Admipistrator Date
‘the study is funded solely by a Baylor department, must be signed by VP)

Name and Title of Baylor Administrator:
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Baylor Research Institute
Office of Research Subject Protection

Research Personnel Financial Disclosure Statement — Form 14

IRB/IACUC #: 009-R0 & Date: 08/24/09

Project Title: Preterm Birth: A Cause of Concern for High Infant Mortality Rates

Name: Jennifer Thomas Department: BRI West

Address: 1400 Eighth Avenue Fort Worth Texas 76104 Phone: 817-922-2560

E-Mail: jenniha@baylorhealth.edu
Sponsor: N/A

Significant Financial Interest includes the following:

e anything of monetary value of $10,000 or more, including but not limited to, salary or other payment for
services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options or other ownership
interests); and intellectual property rights (e.g., patents, copyrights and royalties from such rights)

« ownership interest less than $10,000 whose value could not be referenced to publicly available prices or

other measures of fair market value

ownership interests of any value that could be affected by the outcome of the research

ownership interests greater than 5% interest in any single entity

compensation related to the research in any amount that would be affected by the outcome of the research
board or executive relationship related to the research, regardless of compensation

Family member means a spouse or dependent child or stepehild.

List below any relationships in which you or your family members are involved that constitute a significant
financial interest as defined above, with any institution sponsoring this research project.

Institution/Company Relationship/Role (explain) Amount of Financial Interest

] $10,000 - $25,000
[ $25,001 - $50,000
[ $50,001 - $100,000
[ =$100,000

(record amount)

] $10,000 - $25,000
[ $25,001 - $50,000
O $50,001 - $100,000
[J =$100,000

(record amount)

[ $10,000 - $25,000
1 $25,001 - $50,000
[ $50,001 - $100,000
O=%100,000-

(record amount)

If you have nothing to disclose, please confirm such by checking the below statement and sign at the bottom of the
form.

X | hereby certify that none of the financial interest or arrangements listed above exists for myself, my spouse,
or my dependent children.

Signature Acknowledgement

| have read the Financial Conflict of Interest requirements as outlined in 42 CFR 80, Subpart F. | hereby
agree to report immediately in writing to the BRI Vice-President any new situation with the potential for a
conflict of interest that may develop before the completion of my next Statement of Disclosure.

The answeiabove athrue and accurate to the best of my knowledge as of the date of this disclosure.
e

A m Date: g( j‘\tkm

Signature: u
Baylor Research Institute Page 1 of 1 Form #RBO14
3310 Live Qak Street, Suite 501 Version: 09

Dallas, Texas 75204 Effective Date: 03/24/09




Baylor Research Institute
Office of Research Subject Protection

Research Personnel Financial Disclosure Statement — Form 14

IRB/IACUC #: 009- R 0§ Date: 08/24/09

Project Title: Preterm Birth: A Cause of Concern For High Infant Mortality Rates

Name: Amruta Oak Department: BRI West
Address:_1400 Eighth Avenue Fort Worth Texas 76104 ) Phone; 817-922-7159

E-Mail: amruta.cak@baylorhealth.edu

Sponsor; N/A

Significant Financial Interest includes the following:

+  anything of monetary value of $10,000 or more, including but not limited to, salary or other payment for
services (e.g., consulting fees or honoraria); equity interests {e.g., stocks, stock options or other ownership
interests); and intellectual property rights (e.g., patents, copyrights and royalties from such rights)

¢ ownership interest less than $10,000 whose value could not be referenced to publicly available prices or

other measures of fair market value

ownership interests of any value that could be affected by the outcome of the research

ownership interests greater than 5% interest in any single entity

compensation related to the research in any amount that would be affected by the outcome of the research
board or executive relationship related to the research, regardless of compensation

Family member means a spouse or dependent child or stepchild.

List below any relationships in which you or your family members are involved that constitute a significant
financial interest as defined above, with any institution sponsoring this research project.

Institution/Company Relationship/Role (exptain) Amount of Financial Interest

] $10,000 - $25,000
[ $25,001 - $50,000
[ $50,001 - $100,000
[ >$100,000

(record amount)

[_]1$10,000 - $25,000
[] $25,001 - $50,000
[] $50,001 - $100,000
[ >%$100,000

(record amount)

] $10,000 - $25,000
] $25,001 - $50,000
[] $50,001 - $100,000
[J>%100,000-

{record amount)

If you have nothing to disclose, please confirm such by checking the below statement and sign at the bottom of the
form,

< | hereby certify that none of the financial interest or arrangements listed above exists for myself, my spouse,
or my dependent children.

Signature Acknowledgement

I have read the Financial Conflict of Interest requirements as outlined in 42 CFR 50, Subpart F. | hereby
agree to report immediately in writing to the BRI Vice-President any new situation with the potential for a
conflict of interest that may develop before the completion of my next Statement of Disclosure.

The answers above are true and accurate to the best of my knowledge as of the date of this disclosure.

. AT | -
Signature: A Gy — Date: ogl! 'ﬂ o9
Baylor Research Institute Page 1 of 1 Form #IRB014
3310 Live Oak Street, Suite 501 \ersion: 09
Dallas, Texas 75204 Effective Date: 03/24/09
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BAYLOR RESEARCH INSTITUTE

INSTITUTIONAL REVIEW BOARD
Review of Scientific and Scholarly Validity — IRB Form 18
This form must by TYPED — Handwritten copies not accepted

IRB Project # 009-20% (for BRI usc) Date Subinitted: 08/24/09
J‘mProjec’c Title: Preterm Birth: A Cause of Concern For High Infant Mortality Rates

Principal Investigator: Jennifer Thomas. RN Department: BRI_West

Telephone Extension: 817-922-2560 FAX: 817-922-7360

Mailing Address: 1400 Eighth Avenue Fort Worth Texas 76104
E-Mail Address: jenniha@baylorhealth,edu

Contact Person (if different from PI): Amruta Oak Department: BRI West
Telephone Extension; 817-922-7159

E-Mail Address: amruta.cak(@baylorhealth.edu

Funding Source:  Industry [ ] BHCS Foundation [ ] Private Foundation [ ]

NIH ] Public (Federal, State, Local) [] Baylor Department/None
» Contracts for Industry Sponsored trials must be negotiated through the BRI Office of Sponsored Research.
¢ BHCS Foundation funding requires completion of BRI Foundation Form and Baylor Department funded or sponsored
non-funded studies require completion of BHCS Departmental Research Support Form. Both of these forms must be
submitted to the BRI Office of Sponsored Research.

Name of Sponsor: N/A

Please check ALL of the following that apply:

P Project has received scientific evaluation from an independent source:
: [J FpA

[ NIH

[] Sponsor/Manufacturer

X Other Patricia Gwirtz PhD{Dept. Physiclogy) at University of North Texas Health Science Center.

- Project has received scientific evaluation from BHCS representative: S

7] Department Chair
0 Department Committee

INVESTIGATOR COMMITMENT:
It is my opinion that the science involved in this project is ethically sound and that it meets with the mission of Baylor Health Care
tem.

N BSN CLEG, Q. 200
Pléfmm{e) Date

COMMITMENT OF CHIEF OF SERVICE/DESIGNEE: .

I have reviewed this proposed research project and my signature below certifies that this project has scientific and scholarly validity.
My signature also certifies that this project has undergone scientific and scholarly review to determine that it has scientific of scholarly
validity, I also certify that conduct of this project is in compliance with the mission and goals of Baylor Health Care System and this

service.

Chief of Service Signature ¢r fledigree)

—
saylor Research Institute Page 1 of 1 Form #IRB0O18
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BAYLOR RESEARCH INSTITUTE

INSTITUTIONAL REVIEW BOARD
Authorization to Enroll Children in Research- Form 23
This form must by TYPED — Handwritten copies not accepted

IRB Project# 009-2C5  (for BRI use) Date Submitted: 08/24/09
Project Title: Preterm Birth: A Cause of Concern for high Infant Mortality Rates
Principal Investigator: Jennifer Thomas, RN Depariment: BRI West
Contact Person (if different from PI): Amruta Oak Department: BRI West

Age Range of Child Subjects: 13 to 17. Be specific.

Protocol Specific Criteria for Including Children Enrollment of children in research requires that the
research meet specific criteria. Please choose the category that best fits your proposed research project.

[X] Categoryl Research involving no greater than minimal risk (i.e. drug or device studies do not fit this criteria).

[] Category2 Research involving greater than minimal risk but presenting the prospect of direct benefit to
the individual subjects. The risk is justified by the anticipated benefits to the subjects and the
relation of the anticipated benefit to the risk is at least as favorable to the subjects as that
presented by available alternative approaches.

[] Category3 Research involving greater than minimal risk and no prospect of direct benefit to individual
subjects, but likely to yield generalizable knowledge about the subject's disorder or
condition. The risk represents a minor increase over minimal risk; the intervention or
procedure presents experiences to subjects that are reasonably commensurate with those
inherent in their actual or expected medical, dental, psychological, social or educational
situations and the intervention or procedure is likely to yield generalizable knowledge about
the subject’s disorder or condition which is of vital importance for the understanding or
amelioration of the subject’s disorder or condition.

[[] Category4 Research not otherwise approvable, which presents an opportunity to understand, prevent, or
alleviate a serious problem affecting the health or welfare of children (requires special
approval from the federal government.).

Provide protocol specific documentation that the study meets the criteria for the category chosen:

(i.e. if you chose category 1 above, explain why this protocol involves no greater than minimal risk)

The study subject will be asked to complete a questionnaire for the research project. General questions
pertaining to what the subject knows or have heard about preterm birth will be asked. Neither identifying
information nor health history will be collected from the subject.

Provisions for obtaining parental permission.. Regardless of the regulatory requirements, it is always
preferred to obtain consent from both parents if available. The IRB expects that reasonable attempts will be
made to include both parents in the decision making process, even in those cases where it is not required by the
regulations or the IRB.

Please check all that apply.

[l  Permission will be obtained from both parents (preferred for all categories and required if research is
Category 3 or 4).
| Permission will be obtained from one parent only (allowed only for category 1 or 2).

Provisions for obtaining assent of the child subject. In almost all situations, the IRB expects that assent will
be obtained from all children over the age of six. There are certain specific situations where the regulations will

Baylor Research Institute Page 1 0f 3 Form #IRB(23
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BAYLOR RESEARCH INSTITUTE
INSTITUTIONAL REVIEW BOARD
Authorization to Enroll Children in Research- Form 23
allow some children to be included in research without their consent. These are outlined in BRI Policy 855. If
you believe that your study meets these criteria, please contact the IRB Office for additional guidance for
requesting approval to not obtain consent in these situations.

Please check all that apply

[0  Assentwill be obtained from all child subjects over the age of six. This will be done by:
[[]  Separate Assent Form as attached (required for all children ages 7-11).
[]  Signature of Child on Parental Consent form (may be allowed for ages 12-17).

Provide a detailed plan regarding your process for obtaining parental permission and assent of the child. This
would include any special circumstances surrounding this process that are in place to protect the child subject.

Inclusion of Pregnant Women under the age of 18. While Texas law does provide emancipation for women
under the age of 18 who are pregnant, this emancipation does not extend to their participation in a research
project. In addition to assent from the pregnant teen, parental permission is required unless specifically waived

by the IRB. If you desire to enroll pregnant ieens (under age 18) without obtaining parental permission, you
must also submit a request for waiver of consent.

I certify that the information in this application is complete and correct.

I understand that as Principal Investigator, T have ultimate responsibility for the conduct of the study, the ethical
performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any
stipulations imposed by the IRB.

MNorafdfosras. f0 ceees Q.1.09

Inyést| gatd(_sﬁ gnature Date

Baylor Research Institute Page 2 of 3 Form #IRB023
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INSTITUTIONAL REVIEW BOARD
Authorization to Enroll Children in Research- Form 23

_-r DO NOT WRITE BELOW THIS LINE - FOR IRB USE ONLY

Elizapeth Cofhran, MS, CIP Director, ORSP (or designee)

.. infgrative fevicy. : DZ[ [(‘[H

cd

The proposed project has been reviewed and meets the requirements set forth in the above referenced cétegory of
Subpart D of 45 CFR 46. :

The provisions for obtaining assent of the child and parental permission as outlined above have been reviewed
and determined to be appropriate and comply with requirements of Subpart D of 45 CFR 46. The following
deter_m_iilat'}(_)ns h_awe_ been made: ' ' . ST

* CHOOSE ONLY ONE:

' [J Permission from both parents is required unless one parent is dectased, unknown, incompentent, or not

reasghably available, or when only one parent has legal responsibility for the care and custody of the child. OR
Permission of one parent is sufficient even if the other parent is alive, known, competent, reasonably available,

- and shared legal responsibility for the care and custody of the child and protocol specific criteria for this
determination has been outlined in the IRB minutes. : B :
CHOOSE ONLY ONE: -

" [ Barental permission is required for all pregnant girls less than 18 years of age (if applicable). OR

_ E{mm tal permission is waived for all pregnant girls less than 1B years of age (if applicable) and protocol
‘specific criteria for the waiver is included in the IRB minutes. T e ' o

" CHQOSE ONLY ONE:

‘Assent is required of all children over the age of six. OR

[C] Assent is not required of all children over the age of six. Protocol specific criteria for not .requiring assent is

/" ‘documented in the IRB Minutes and communicated to the PI via the IRB approval letter.

L=

- This proposal was reviewed by expedited procedures; or -

- This proposal was reviewed by the fully convened IRB/Privacy Board.

Lawrence R. Schillgr', MD', IRB. Chair (or designee)

Baylor Research Institute Page 3 of 3 Form #IRB023
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August, 2009

Lawrence Schiller, MD

Chair, Institutional Review Board
Baylor Research Institute

Office of Research Subject Protection
3310 Live Oak, Suite 501

Dallas, Texas 75204

RE: Waiver of Parental permission when enrolling pregnant minors
Protocol: Preterm Birth: A Cause of Concern for High infant Mortality Rates
Sponsor: N/A

Principal Investigator: Jennifer Thomas, RN

Dear Dr. Schiller:

1 am applying for a waiver of parental permission for pregnant minor female age 13 to 17 for
a survey study. The study involves a questionnaire that the subject will fill out. This
questionnaire tests the subject’s knowledge and understanding of preterm birth. The data
obtained from this study will be used as a guide for preparing an effective awareness program for
preterm birth and also will help us to know whether women who have had a previous pregnancy
are more aware of preterm than the women who are pregnant for the first time. I feel that this
study offers no more than minimal risk to the study subjects and so I am applying for a waiver of
parental permission due to the fact that pregnant minors in the state of Texas are allowed to
consent for themselves to any medical treatments regarding their pregnancy.

Sincerely,

Jennifer Thomas
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BAYLOR RESEARCH INSTITUTE
INSTITUTIONAL REVIEW BOARD

Authorization to Enroll Pregnant Women in Research — Form 24
This form must by TYPED — Handwritten copies not accepted

IRB Project # 009- A0 (for RBuse only)  Date Submitted: 08/24/09

Project Title: Preterm Birth: A Cause of Concern for High Infant Mortality Rates
Principal Investigator: Jennifer Thomas Department: BRI West

Contact Person (if different from PI): Amruta Oak Department: BRI West

Enrolling pregnant women in research requires that the research meet specific criteria. Please provide protocol
specific information explaining how your proposed research project meets ALL of the below listed criteria (from
45 CFR 46.204)

Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including

studies on non pregnant women, have been conducted and data provided for assessing potential risks to pregnant women

and fetus.
Explain: There has been a significant increase in the number of infant related deaths due to preterm or
preterm related cause. Survey results from earlier studies on pregnant women and on the general public
suggested a lack of seriousness, awareness, and some false misconception the study population had about
preterm birth/ labor. This might be one of the reasons for an increase in number of preterm birth. Also these
studies reported no significant adverse event on the fetus and the mother, The purpose of this study is to find
whether women who had earlier pregnancy have heard or know about preterm birth/ labor and are better
prepared than the first time mother.

The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the
woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the
purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other
means.
Explain: The study involves no risk to the fetus. The main purpose of the study is to see if there is any
difference in the knowledge about preterm birth/ labor between first time mother and those who had a baby
before whether full term or preterm. Also this study will help in finding out or devising new awareness
program based on the feedback that will be obtained at the end of the study.

Any risk is the least possible for achieving the objectives of the research;
Explain: To achieve the objectives of research general questionnaire have been designed which the subject
needs to fill out and hand over to the mid-wife or to the researcher. The questionnaire test the views and
general understanding about preterm birth/labor among the study population. Health history or any other
personal information of the subject will be kept confidential. Since the subject has to fill in the questionnaire
without disclosing the identity we believe that this study poses the least possible risk for achieving the
objectives of the research.

Will inducements, monetary or otherwise, be offered to terminate a pregnancy? [Yes BXINo
If answer is yes, project not eligible Jor approval.

Will individuals engaged in the research have any part in any decisions as to the timing, method, or procedures used to
terminate a pregnancy? [Oyes XNo
If answer is yes, project not eligible for approval.

Will individuals engaged in the research have any part in determining the viability of a neonate?
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Authorization to Enroll Pregnant Women in Research — Form 24

If answer is yes, project not eligible for approval. Oyes XNo
Will any of the individuals involved in the research be less than 18 years of age? Nves [[INo

If answer is yes, complete IRB Form 23, Authorization to Enroll Children in Research.

Inclusion of Pregnant Women under the age of 18. While Texas law does provide emancipation for women

under the age of 18 who are pregnant, this emancipation does not extend to her participation in a research

project. Therefore, she is NOT eligible to consent for her own participation in a study. Inclusion of these
ubiects also requires completion of the IRB Form 23 Authorization to Enroll Children in Research.

subjects also requires completion of the IRB rorm 23 A o = =

Special Informed Consent Requirements

[ 1 will obtain consent only from the pregnant woman because (check all that apply):
[] Research holds out the prospect of direct benefit to the pregnant woman
[] Research holds out the prospect of direct benefit to both the pregnant woman and the fetus
[] Risk to the fetus is not greater than minimal and the purpose of the research is the development of important
biomedical or social/behavioral knowledge that cannot be obtained by any other means
IX] There is no anticipated risk to the fetus (survey study, etc.)

Provide Protocol specific information to support these answers: This is a survey study only.

] I will also obtain consent from the father (see definition of father in BRI policy) because the research holds out the
prospect of direct benefit solely to the fetus. :

(] Informed Consent will provide information regarding the reasonably foreseeable impact of the research on the fetus.
Provide exact location of this information in the consent form:

I certify that the information in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical
performance of the project, and the protection of the rights and welfare of human subjects, and strict adherence to federal
regulations and any stipulations imposed by the IRB.

Mﬁﬂﬁmm QUL A1

h(?rjstig&@j Signature Date

~ DO NOT WRITE BELOW THIS LINE - FOR IRB USE ONLY

This submigsion has received administrative review. a / da/
Date

Director, ORSP (or designee)
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'E'I The proposed project has been reviewed and meets the requirements set forth in the 45 CFR 46.204.

(1. Wess of obtaining informed-

fnformed consent is only required of the pregnant woman.

[ Informed consent is also tequired of the father (unless he is-unable to consent due to unavailability, incompetence, or

.~ temporary in_c_:a’pac‘ity or the pregnancy resulted from rape or incest).

consent is compliant with requiremenfs set forth in 45 CFR 46.204,

¥ This proposal was reviewed by expedited procedures - '

. This proposal was reviewed by the fully convened IRB Board : 3 : _
TRB Chair or IRB Vice Chair Datc:;: '7§; - :
Baylor Research Institute Page 3 of 3 Form #IRB024
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University of North Texas Health Science Center
Office for the Protection of Human Subjects (OPHS) / Institutional Review Board (IRB)

Request for Review of Expedited Category Research Project

IRB #

(Staff Use Only)

Research acfivities that (1) present no more than minimal risk to human subjects and (2) involve only procedures listed in one or more of the
categaries below in Section One may be reviewed by the IRB through the expedited review procedure. Minimal risk means that the risks of harm
anticipated in the proposed research are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or
during the performance of routine physical or psychological examinations or tests.

If you believe that your research falis into one of the following categories, piease indicate which category or categories you believe is or are
appropriate. The IRB Chairperson (or designee) will review your research to determine if expedited review is warranted and if approval can be
granted. If you have any questions, you may contact the OPHS Office at 817-735-0409.

Title of Research Activity:

Name of Principal investigator (Faculty Member): [)r_ Patricia Gwirtz

Department/Program: Physiology

Categories Eligible for Expedited Review: (You can check more than one category, as needed.)

Preterm Birth: A Cause of Concern for High Infant Mortality Rates

Category 1:

[ Clinical studies of
drugs and medical
devices ONLY when
condition (a) or (b) is

met: )

Check if applicable:

[ (a) Research on drugs for which
an investigational new drug
application is not required.

Check if applicable:

[ (b) Research on medical devices

for which:

(i) an investigational device
exemption application is NOT
required OR

(iiymedical device is cleared/
approved for marketing and it is
being used in accordance with its
cleared/approved iabeling.

Note: Research on marketed
drugs that significantly
increases the risks or
decreases the acceptability
of the risks associated with
the use of the product is
NOT eligible for expedited
review.

Category 2:

[ Collection of blood
samples by finger
stick, heel stick, ear
stick, or venipuncture

from: - >

Check applicable box:

[ (a) Healthy, non-pregnant adults
who weigh at least 110 pounds.

Contact OPHS Staff for criteria

[0 (b) Other adults and children*,
considering the age, weight, and
health of the subjects, the collection
procedure, the amount of blood to
be collected, and the frequency with
which it will be collected.

Contact OPHS Staff for criteria

Indicate volume and
frequency of blood draws.

| Category 3:

[ Prospective collection
of biological
specimens for research
purposes by
noninvasive means.

Check all that apply:
[ Placenta removed at delivery

[ Deciduous teeth taken during
exfoliation or routine patient care

[ Permanent teeth if routine patient
care indicates a need for extraction

[ Excreta and external secretions
(including sweat)

[ Uncannulated saliva

[ Amnictic fiuid obtained at the
time of membrane rupture prior to or
during labor

[ Supra- and subgingival dental
plaque and calculus. [Collection is not
more invasive than routine prophylactic
teeth scaling and it is done according to
accepted techniques]

[Mucosal and skin cells collected
by buccal scraping or swab, skin
swab, or mouth washings

[ Hair and nail clippings in
a non-disfiguring manner

[ Sputum collected after
saline mist nebulization

If research does not
include any of the given
specimen collections, give
a brief description:

Category 4:

[ Collection of data
through noninvasive
procedures routinely
done in clinical
practice. Where
medical devices are
employed, they must
be cleared/approved
for marketing.

_—

Check all that apply:

[ Physical sensors applied to the
body surface or at a distance AND do
not involve input of significant
amounts of energy into the subject or
an invasion of subject’s privacy

] Weighing or testing sensory acuity

[] Electrocardiography,
electroencephalography,
thermography, detection of naturally
occurring radioactivity,
electroretinography, ultrasound,
diagnostic infrared imaging, doppler
blood flow, and echocardiography

[ Magnetic resonance imaging
(MRI)

[J Moderate exercise, muscular
strength testing, body composition
assessment, and flexibility testing
(appropriate to age, weight, and
health of the individual)

If research procedures do not
include any of the given
procedures, please enclose a brief
description:

NOTE: Studies intended to
evaluate the safely and
effectiveness of a medical
device are NOT eligible for
expedited review, including
studies of cleared medical
devices for new indications.

To qualify for this
subcategory, the study
CANNOT involve general
anesthesia, sedation or
procedures with X-rays or
microwaves (such as
CT/CAT Scan, etc).

Expedited Review Form version 04/09 pg 1 of 3
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Category §:

[] Research involving
materials (data,
documents, records, or
specimens) that: —>

Check if applicable:

[] (a) Have already been collected
for some other purpose,

Check if applicable:

[ (o) Will be collected for non-
research purposes (such as
medical treatment or diagnosis)

Does the research protocol
fit under this category and
is condition (a) or (b) met?

[ Yes O Ne

Category 6:

[ Collection of data from
voice, video, digital, or

Check all those applied for
research study:

Will subjects be informed about
the recordings?

Include in the protocol a
detailed description of
how, when and what extent

N O Voice []Video 1 Yes I No subjects will be recorded.
ima dgefrecordlngsh In addition, describe data
made Tor researc [ Digital [] Image storage and confidentiality
purposes of the recorded data.
C 7:
ategory Check if applicable: Check if applicable: Does the research protocol
Research where O (a) Individual or group (b) Research employing survey, | fit under this category?
condition (a) or (b) is characteristics or behavior (research | interview, oral history, focus group,
applicable: on perception, cognition, motivation, | program evaluation, human factors Yes LINo
———p identity, language, communication, evaluation, or quality assurance

cultural beliefs or practices, and
social behavior)

methodologies.

Recall: ‘Children’ in (b) above is defined in the HHS regulations as “persons who have not attained the legal age for consent for
treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be
conducted” [45 CFR 46.402(a)].In Texas, this is typically under 18 years old.

Does the study involve storage or banking of human specimens or identifiable private information for use in future studies?

Yes[] Nel]

Does the study involve genetic testing or DNA/RNA extraction? Yes []

No [¥]

if any of the answers to the above questions are yes, please ensure that this information is discussed in the informed
consent form (if applicable).

Maximum number of subjects recruited for participation: 300-350 Age range of the subjects recruited: _13years and old

Will this study include any of the following subject pools?
Pregnant Women [] Cognitively Impaired  [] Prisoners
Minors (<18) ] UNTHSC employees [] Fetuses
[J] Economically Disadvantaged (homeless, evacuees)

[ Genetics [ Military Personnel
[[] UNTHSC students [ Patients

How will you recruit and correspond with subjects for this study?
[ Referrals
Other

[] Telephone (please submit telephone script with your submission)
[] Advertising (newspaper, email, Daily News, website, brochure, radio, etc.)

No
Document payment schedule in the protocol synopsis, and if applicable, the informed consent.

Wil subjects be compensated for their participation? Yes []

Will any of the following instruments or methods be used? Check all that apply. Include copies of these materials with your
submission:

[ Interview (attach script/guide) Surveys/Questionnaires

[ Standardized (published) tests or assessments [ Focus Group (attach guide)
Does the study involve (check all that apply):
[ Painful or aversive stimuli [ False Feedback [] Emotional Stress

[ Withholding of critical information [] Deception [] False Information
Expedited Review Form version 04/09 pg 2 of 3
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List all OTHER KEY PERSONNEL associated with this project (co-investigators, study coordinator, study physician, etc.)

Is there a STUDENT INVESTIGATOR associated with this project? i7] Yes [ No
Name of student investigator: Amruta Oak

Email address of student investigator: 808k@hsc.unt.edu Contact number of student investigator: 817-822-7159
Role/ Responsibilities: Consenting the subjects, handing out the questionnaire

CO-INVESTIGATOR:

Name & Degree: Department. Physiology
Role/ Responsibilities:

CO-INVESTIGATOR:

Name & Degree: Department:

Role/ Responsibilities:

STUDY COORDINATCR:

Name & Degree: Department:
Role/ Responsibilities:

When submitting your Expedited research to the OPHS Office, please submit 2 complete packets with the following
information contained within EACH packet.

If the IRB materials you submit fail to capture the most necessary information for a complete/thorough review, or if the
application packet is iIncomplete, your IRB materials will be sent immediately back to you. Please ensure that the
following information is submitted in each packet for a more streamiined “speedy” review of your research project. In
addition, please keep in mind that the review process takes time, and research may not be initiated until the application
has been approved.

(1) IRB Application Form (with original Pl signature on one If applicable:
copy)
(2) Protocol Synopsis (6) Grant Application
(3) Informed Consent Form (if applicable) (7) Recruitment Materials (flyers, emails, advertisements, etc.)
(4) Conflict of Interest Form (8) Surveys/Questionnaires
(5) CITI Training Certificates (9) Telephone scripts/oral scripts

(10} Assent Forms/Parentai Permission Forms
(11) Research Agreements
(12) Letters of permission/cooperation, and/or approvals from other

IRBs
2ol

Principal Investigator Si Date

Expedited Review Form version 04/09 pg3 of 3
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