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ABSTRACT
Objectives. To determine the effects of patient perception on perceived treatment options, and to
determine whether distance traveled to receive treatment affedysvssit attendance.
Methods: Prior to enrolling in the study, patient information was gathered using3&axan
electronic medical records (EMR) program. Pregnant women between shefd@eand 35,
inclusive, were selected to participate in the study. The subjects werstpdeséh information
about the pregnancy study at their clinic visits verbally and/or via a brocAngequestions that
the patients had were addressed by the clinical research coordinators tsSuéjecandomly
assigned to one of three different treatment groups — OMT, ultrasound, anddstarda A
One-Way ANOVA was conducted to examine the relationship between the @sdaatte and
the treatment group, clinic group, and distance traveled to receive treatment.
Results: Subjects in the three different treatment groups, on average, completed alsaméehe
amount of visits and traveled about the same distance to their respective acliemsive
treatment. Research participants from the Harris clinic completed tadsevssits than
research participants from the PCC, even though participants from Hareletra further
distance from their homes to the clinic.
Conclusions: Patient perception of treatment options did not seem to have a significahbaffec
study visit attendance for the pregnant women involved in this study. Factors tlat coul
potentially hinder study visit attendance or clinical research enrolwenet discussed; however,
factors that effected study visit attendance for the participantsneéexamined.
Keywords:. patient perception, attendance, OMT, ultrasound, standard care, study visit

completion



Abbreviations. OMT, osteopathic manipulative treatment; PCC, Patience Care Center; OMM
osteopathic manipulative medicine; ORC, osteopathic research center; OBjashsien,

gynecology; IRB, institutional review board
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CHAPTER |
SUMMARY

Obstetrics and gynecology is a rapidly growing practice in the healthielake it was
one of the top 5 specialties with the largest number of active physicians in 2007 (AAMEn
though it is a field that deals only with women, there is still a great deal ety#rat can be
found within this demographic subset. The majority of my practicum project will piyma
cover obstetrics. There have been multiple research studies conducted on pregrsmt wom
however very few of them pertain to osteopathic research.

The Osteopathic Research Center (ORC) is the research site wbergléted my
Internship Practicum. The goal of the ORC employees is to establishdkaea/base for
osteopathic manipulative medicine, and thus, increase its implementation ialthechee
setting. They hope to bridge the gap between science and the practice of ntechaigie the
use of evidence based medicine. Through their efforts, the ORC staff hopes to gataittat
supports osteopathic manipulative medicine (OMM) as an effective forreadfrtent. The long
term goal would be that all patients would be able to benefit from osteopathigcmaedic

During my internship, | worked with the project entitl€teopathic Manipulative
Medicine in Pregnancy: Physiologic and Clinical Effectsin which Dr. Kendi Hensel is the
principal investigator. It is a prospective (cohort), randomized controlidexamining the
effects of OMT, ultrasound, or no care on treating low back pain in pregnant women. The
clinical investigators are not blinded; however, one of the three study grquaosiadly blinded.
The first group receives osteopathic manipulative treatment (OMT). eCoa@ group receives

ultrasound treatment, but, this group is unaware that the ultrasound maybe a, @iasbbm,



treatment. The third group is the time control group, or the standard care grouprotijis g
does not receive OMT or the placebo ultrasound treatment.

| worked closely with Mrs. Mayra Rodriguez, a clinical research cooalathe ORC.
My major responsibility was to enroll subjects in the pregnancy study.e &ne two parts to the
study — a clinical and sub study. The clinical study only involves treatmentéiceiving OMT
or ultrasound treatment). The subjects may or may not receive treatrpentiohg on which
treatment group to which they are randomly assigned. The purpose of the sub &iudy
examine the physiological effect that an individual treatment has on a subjsiy's

The goal of this practicum report was to investigate how patient percepti@athent
options affects completion of study visits in a clinical trial. The reposggots the
demographics of the subjects that participated in the study. In addition, it exdh@ne

relationship between visit attendance and distance traveled to receinestreat



CHAPTER I
Problem/Hypothesis
The field of clinical research is rapidly expanding and changing. The suthatt

participate in clinical research studies are just as dynamic. $tladies enroll participants with
a wide range of demographic information. In addition, treatment options availalégriate
different and are based on whether they receive genuine or placebo treatmehinatoamof
both, or neither. This project tested the hypothesis that patient perception ofitesgitizas
effects study visit attendance. For example, those subjects thaahelast care or ultrasound
was not working for them did not feel the need to complete their visits; whereasrehesing
OMT completed most if not all of their visits when compared to the other two treagnoeipis.
Likewise, because of the placebo effect, those receiving ultrasound treabmgfeted more
visits than those in the standard care group. The placebo effect can be des¢nbadpesific
effects of treatment, attributable to factors other than specific acimpanents” (i.e., physician

attention, patient expectation of treatment effects) (14).



CHAPTER 1l
SIGNIFICANCE

There has been little literature published regarding how subjects perceivestitenent
options in clinical trials. The significance of this report is to provide climmadstigators with
information regarding the role of patient perception of treatment options, whiglaffiect a
subject’s willingness to complete a study visit. By using this information, @agsimay then
be able to establish innovative ways to improve study visit attendance. It iivg@éhat
researchers understand these details so that they can maximize thattesodéd from the data
collection. Investigators can reach better conclusions to support or refotbésgs with a

greater amount of accurate data.



CHAPTER IV
BACKGROUND

Osteopathic manipulative treatment and low back pain

Osteopathic manipulative treatment (OMT) has been in practice fdeanitre than one
hundred years (5). Itis a “distinctive modality commonly used by osteopatlsiciaimg to
complement their conventional treatment of musculoskeletal disorders” (&) sgecific
musculoskeletal disorder that is often treated by OMT is low back pain. Low hadk pee
number two reason for scheduled doctor’s visits, preceded by the cold and flu (10). Tlity major
of the American population will experience acute or chronic back pain withmiteeme. The
Chicago Institute of Neurosurgery and Neuroresearch (CINN) statdddtuate prevalence of
back pain in the United States is about 90%, with 30% - 60% experiencing some form of low
back pain in any given year (10). In this case, the lifetime prevalencs tethe number of
people [in the United States] who have [had] complaints of back pain throughout thé&d)ife (

Many osteopathic physicians utilize manual manipulation to treat patéhtow back
pain. There are four crucial points to recognize when examining the affectopattic
treatment of low back pain — “1) the body is a unit; 2) the body possesses selferggulat
mechanisms; 3) structure and function are reciprocally interrelated; aaiibfpt therapy is
based on an understanding of body unit, self-regulatory mechanisms, and the tiotesrepaof
structure and function” (6). These four points are the foundation for osteopathicn@edibe
effectiveness of osteopathic manipulation in treating low back pain has been undegativas
for several years. Some investigators have concluded that “manysstadiee efficacy of OMT
or other spinal manipulation for low back pain (LBP) have shown varying degrees of

effectiveness” (3).



Advocates of OMT claim it is just as safe and effective as medicaheeawith
prescription drugs, but with fewer side effects. If found true by investgyaten the use of
OMT would help reduce the over-prescription of many pain medicines used for lkydiac
Desai and Patel explain that “osteopathic physicians tend to prescribvenfedieations than
their allopathic counterparts in general and osteopathic physicians who uspréddiibe fewer
medications than osteopathic physicians who do not use OMT” (8). The reason for the
difference in the amount of medications prescribed by allopathic physi®@esiss the amount
prescribed by osteopathic physicians may lie in their method of handling disortiegs of
musculoskeletal system. In reference to low back pain, allopathic pimgsisa a broader
approach to treat it, meaning they believe “an anatomic cause for the paim idithitalt to
define with specificity and that only a small percentage of patients haderdriiable
underlying cause” (3). In contrast, osteopathic physicians have a naagpveach for treating
musculoskeletal disorders; osteopaths “establish a specific diagnosisgreat specific
anatomic region, which can then be treated with OMT” (3).

Pregnancy and low back pain

A specific group of people that are more prone to suffer from low back pain grepte
women. The female body experiences many morphological changes duringhpyeignarder
to contain the developing fetus (1). The back pain that most women experience during
pregnancy is “caused by relaxation of the sacroiliac joint which is due tassctdrormones
(steroid sex hormone and relaxing) resulting in slight joint and muscle tielaxxad increased
mobility” (1). Pregnancy may cause problems such as lumbar lordosis angliosslsy specific
types of musculoskeletal disorders (1). Lordosis refers to an over exaggefdhe curve

formed by the lumbar vertebrae, and kyphosis refers to the over exaggerationuwf #iare of



the cervico thoracic vertebrae. The lumbar vertebrae are located tovealadgttm of the spine
around the low back and pelvic regions. The cervico thoracic vertebrae aeel kmvedrds the
upper part of the spine around the neck and chest region.

Another cause of the back pain experienced by women during pregnancy is weight gai
During a normal pregnancy, a woman may gain approximately 25 — 35 pounds (8). gCarryin
extra weight, such as during pregnancy, “worsens spinal [curvatures] assdstiige supportive
structures of the pelvis, such as extremities” (7). Any excess cwkthg spine can cause
excruciating pain, and some of this excess curvature is due to changes inghefognmatvity
from enlarging abdomen and breasts (1). In addition, the pain is also a resuibh aigpals and
other sensory inputs [that] are amplified via central sensitization at tred sprd level” (7).
Therefore, the area around the spinal cord is particularly sensitive to paimiull,ssuch as
lumbar lordosis. Although weight gain is considered normal for a healthy pregfiiecy,
weight changes [that a woman experiences] are modifying factors torgagait, and somatic
complaints” (7). Somatic complaints are those that do not have a clear nesgiealation; they
include, but are not limited to heartburn, migraines, and back/neck aches (9).

Pregnancy and osteopathic manipulative treatment

Because pregnant women cannot consume certain medications, they often seek
alternative forms of treatment for their low back pain, and OMT is one of thosedfypes
treatments. A study involving pregnant women who experienced pain in the lundar are
concluded that the “use of osteopathic manipulative treatment to the lumbareseéed in
significantly reduced pain; the conclusion of this study was measured by th@naadl§esic
medication during labor” (4). This is one of the few studies that have been able to dat@onst

the effectiveness of OMT in treating low back pain. Many studies that hamecbaducted



have been too small to draw significant conclusions on the effect of OMT on pregapdot

study conducted by Christopher Caragan et al concluded that “OMT appears tdfbetae e
therapy for immediate relief of pregnancy related low back pain and ssiggestall possible

longer term effect on improving functional capacity and bodily pain aftez 8egal weekly
treatments” (2). Despite the positive results of this study and othersjnfayreation needs to

be collected to determine during which stage of the pregnancy proces®fliceptton to birth)
osteopathic manipulation should be implemented and how many times during the pregnancy a

woman should received OMT.



CHAPTER V
RESEARCH DESIGN AND METHODOLOGY

The Osteopathic Manipulative Medicine in Pregnancy: Physiologic and Clinical Effects
project is a prospective, randomized control clinical trial in which one of theneaagroups
(ultrasound) is blinded to the fact that they are receiving a placebo. Prior tingnrothe
study, patient information is gathered using NextGen, an electronic mestioads (EMR)
program. Pregnant women between the ages of 18 and 35, inclusive, are selected tdearticipa
in the study. Also, the patients’ EMRs are reviewed to make sure they aensmtered high
risk pregnancies. The factors that were considered high risk include, but are tect foni
gestational diabetes, hypotension, and third trimester bleeding. This ititornsaalso cross
checked with the medical staff before a subject is enrolled. The subjeetpresented with
information about the pregnancy study at their clinic visits verbally andda krochure. It was
explained that participation was independent of the clinic visit and strictly aojunfny
guestions that the patients had were addressed by the clinical research aosrdinat

The demographic data collected for this practicum study include the tsilbjge, race
and/or ethnicity, educational level, address, and employment status. The daaijdsed was
the obstetrics study database which was created at the ORC. Thiselatahakes the
aforementioned demographic information, except the addresses, as well datesianswers to
the questionnaires, measurements from the sub-study, and delivery recordtiofornibe
delivery record information was obtained from two University of North Texa#iH@aNT
Health) clinics — Harris Methodist OB/gyn and Patient Care Cen@C)PWhile working at the
ORC, | created a delivery records form, which was used to obtain relevantatitorritom the

subject’s actual delivery record. A release of records form thatigraedsby the patient was



faxed to the Harris Methodist records department in order to obtain labor arehydéli & D)
summaries. Once the L & D summary for the subject was received,rtimepeinformation
was entered on the ORC delivery records form. The form was then reviewedHbgrisel
before the information was entered into the obstetrics database. All of thesedta this
practicum report came from the demographics form that the subjects filled oillthor taken
from the OB study database.

At the beginning of each visit the subjects were asked to fill out a set of questsnnai
prior to receiving treatment. The subjects filled out the demographic infomeitihe first
visit. The research participants could either participate in the clinugh} $teceive clinical
treatment — OMT, ultrasound, or no care) alone or participate in both the clinobalksd sub-
study. If a subject participated in only the clinical study, the visiédbabout forty minutes. If
she happened to fall in the standard care group, the study visit lasted fogtheofdime it took
for her fill out the paperwork. Subjects were compensated twenty-five dliarseir time and
travel required to attend the clinical visit. If they participated in the plogical sub-study
visit, they received an additional fifty dollars. The sub-study was amgucted at the first and
fourth visit. The total time for a clinical and physiological sub-study vis#t agproximately
two to two and a half hours.

When participating in the sub-study, the subject was asked to walk on a Gaiftite®
before and after completion of the physiological sub-study. The mat me#se@essure
distribution in the subject’s feet, how fast she walked, and the angles at whichthanded
while she walked. In the physiological sub-study room, the subject was requieedridner left
side for approximately thirty minutes. A string gauge was attachektwidest part of the

subject’s right calf to measure the edema, or swelling, in the leg. In adthtoiollowing
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circumferences were recorded in centimeters with a tape measure: 1)d¢separt of the right
thigh, 2) the area just above the right knee, 3) the area just below the right kneethanarda

just above the right ankle. The distances between 1) and 2), and 3) and 4) wer@alsd.rec
Their blood pressure and pulse were monitored via a finometer machine; headsateasured
by an EKG machine. Within the 30 minutes of lying on the left, the subject was eleva®@to a
degree tilt and asked to perform heel raises. After the session, the pagerdddreatment in
nearby room for approximately 30 minutes. If the woman was in the standagtaapethe

bed was lowered to a horizontal position, and the subject was asked to lie in the bedtbfor te
fifteen minutes for time control purposes. The physiological sub-study waseel for another
thirty minutes.

The statistical analysis of the data was performed using Excel &6l &Rtware. | first
used excel to organize the information that | needed from the OB study. | then bepuladst
into SPSS and ran the analysis. A One-Way ANOVA was conducted to examinatibaskip
between the visit attendance and the treatment group, clinic group, and distaelesl tto
receive treatment. This test was conducted to see if there is variati@ebegroups based on a
specific variable. Any results with a p-value greater than .05 was considgmniidaint.

A literature review was conducted to show that patient perception of treatmemsopti
does play a role in the outcome of a study. Furthermore, | have discussedasoes that | felt
hampered the enrollment process of the obstetrics study as well adadtede visit

attendance. The three reasons are as follows: 1) lack of manpower, 2) pro&)llccation.
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CHAPTER VI
RESULTS

Prior to enroliment the subjects were told that OMT and ultrasound were available
treatment options. They were also told that those falling within the standargroap would
not receive a treatment option.

Out of the 100 subjects that have completed the obstetrics study, 57 (57%) were never
married, 39 (39%) were married, 1 (1%) was separated, 2 (2%) were divorced 1&bdwlas
widowed. With respect to highest education level attained, 2 (2.1%) complededsgheol, 51
(52.6%) completed high school, 25 (25.8%) had completed some college course work, 9 (9.3%)
received an associate’s degree, and 10 (10.3%) received a bachelor's dégreducation
level was left unmarked by 3 of research participants. As per vocation of ticgopats, 5
(5.5%) were professionals, 18 (19.8%) worked in the services field, 21 (23.1%) wodaddg,

1 (1.1%) worked in construction, 17 (18.7%) were homemakers, and 27 (29.7%) unemployed.
Nine research participants left this question blank. The majority of thercagearticipants had
some type of insurance coverage. Only 1 person left this question blank, and one other woman
marked that she did not have insurance coverage.

The results were analyzed using a “One-Way ANOVA”. Data are showrbie Ta
There was a significant difference seen between the subjects froms &atithe subjects from
the PCC with regards to the number of visits completed. The mean percentadgs of visi
completed for Harris subjects was about 91% and for PCC subjects was 82%, wélua pf
.06. The subjects from Harris tended to complete more visits that the subjectsdB@Q
even though the results also showed that the subjects from Harris had to traveradfstance

to get to their appointments. There was no significant difference seen betweédisi@nce
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and treatment groups, which mean the treatment groups, completed mosetioe Emme
amount of visits regardless of the distance traveled. There was also rmmsélgtiseen between
the percent of visits completed and distance traveled. With the results recemedtdr
analysis, | must reject my hypothesis about perception of treatment optiging @asignificant
role in study visit attendance. However, other factors such as travel distayee alsignificant
role.

Table 1: Visits & Distance by Clinic

Harris PCC| Both

Clinics
Avg. # of visits completed 5.06 468 4.93
Avg. % of visits attended 90.9 82.3 88.0

Avg. distance traveled (mi) 13.6 9.4 11.8

Table 2: Visits & Distance by Treatment Group

OMT | Ultrasound Standard Care  All groups
Avg. # of visits completed 5.0 4.91 4.82 4.93
Avg. % of visits attended 87.0 90.3 86.6 880
Avg. distance traveled (mi) 11.8 11.8 11.7 11.8

| cannot solely base study visit attendance on patient perception of treatmems.opti
Other factors such as distance traveled, socioeconomic status, and othetdife dffect how

many study visits will be completed.
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CHAPTER VI
DISCUSSION
Protocol

One of the reasons as to why patient enrollment is hindered in a clinicahttial
especially “Effects of OMM on Pregnancy” study is due to changes inquoee There are
many steps, or protocol, that needs to be followed to complete a task. For examples tteinge
are made to a consent form must be submitted to the Institutional Review BRRaydéfore
those changes can be implemented in the study. Everything that pertaingliwdhktrial must
be submitted to the IRB for approval ranging from paperwork to personnel that witirkiegv
with the study. One setback that | experienced while working on the pregnancy agidy w
recruiting freeze. Every year the forms that are used in a study mygtrosed by the
Institutional Review Board, and in this case, the IRB approval for the pregnancyestiety
April 1, 2009. The consent forms for the study were not submitted and approved in a timely
manner; thus, | could not recruit any new subjects for the study until after apipoondahe IRB
office was received. As a result, | missed two patients that weresitg@rnea participating in the
study. The study received special permission from the IRB office to conteaimg patients
that were already enrolled in the study.

Another factor that could delay enroliment in a clinical study is gettinglmees of them
research team together. One example, would be gathering the memberseoSafBigtand
Monitoring Board together in one place. A Data Safety and Monitoring Bo&®MHE) meeting
must be set up prior to the start of the research. Because everyone in the boafereas dif
schedules, getting them together is a difficult process. This playsasrtdevhen clinical study

can officially begin. The purpose of a DSMB meeting is to ensure patietyt bgfexamining
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the clinical trial protocol. Also, the members discuss how to make the studyyaaneleefficient
as possible. Members of the board usually consist of lay people and speai#fistparticular
field of research that is being studied.

Lack of manpower

One major problem that the study dealt with was lack of man power. When | arrived,
there was one clinical research coordinator that was recruiting atdledinics. Harris
Methodist has two obstetrics units — one composed of midwives and the other composed of
physicians. In essence, one person was recruiting at three differesd. chidith only one
person recruiting, many potential subjects were not approached for enrollnhenRafient Care
Clinic is smaller in size, and does not receive as high a patient volume ssNHzthrodist. For

this reason Mrs. Rodriguez concentrated most of her time at the Harris clinic.

Location

Clinical treatments were provided at the ORC or the Harris clinic. Sshfettattended
the PCC for their OB visits came to the ORC to receive their treatmentPd@end the ORC
are in close proximity to each other, and thus, the subjects simply had to walkangnwed feet
to get to the ORC from the PCC. Most Harris patients received treatmbathatris clinic;
however, on rare occasions, they would have to travel to the ORC to receive #teiette
This would happen if the clinic visit with their obstetrician gynecologist oedurn a day in
which the clinical research coordinator was not at Harris. This required themet@olout 2.64
miles to get to the ORC from Harris, or about eight to ten minutes. Many tijests had

difficulty locating the ORC, which caused some to not come to their study @#iers either
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could not or did not want the inconvenience of driving to multiple destinations to complete the
study.

Aversions to or difficulties with participation in clinical researchl$ri

Different subsets of the population have experienced the downside of unregulatedl clinic
trials. The residual effects of the injustices faced by African Acararmales in the notorious
U.S. Public Health Service Syphilis Study at Tuskegee are still felt.todlegording to Grant,
“There appears to be a lingering distrust in the research enterprise aomagersons of color
in the United States,” (731). The study commenced in 1932 in Tuskegee, Alabama. Thk clini
trial was conducted by the Public Health Institute and the Tuskegee Inslitoggan with six
hundred African American males, but grew to a much larger number as th@ymaessed. Of
the 600 men that initially started the study, 399 had syphilis and the other 201 did not have the
disease (CDC). The men were told that they were receiving treatonésgveral ailments
including syphilis, anemia, and fatigue” (CDC). Unfortunately, the Africanfoae male
participants were not receiving any treatment to cure their illness. ThegBes&eperiments
were to conclude approximately six months after the start study, but insséed flor roughly
another 40 years. The African Americans in this study were treated yrgndttaken advantage
of. Consequently, many of them have apprehensions about enrolling in clinical veals, e
today.

A different sub-group of the population that may be averse to participating eatlini
trials is pregnant women. This may be because they want to protect ftheohézeir fetus, and
they feel that participating in a clinical study might harm the unborn childddrtion, the
women have undergone physiological, emotional, and physical changes; theyeftorming a

task outside of their routine, such as participating in a research study, may nbt@ppa.
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Like many African Americans, some pregnant women may be apprehensivellogim a
clinical trial because of the history of inclusion of pregnant women in previodiest In the
1960s and 1970s thalidomide was an experimental drug that was use to treat nausea i expecta
women (13). However, ingesting the drug led to disastrous effects on the growsgvieich
were not discovered until after the woman had given birth. Thalidomide caused aliresmal
the eyes, ears, heart, genitals, kidneys, digestive tract, (including lips artg,maadtnervous
system (13). The most common anomaly related to the thalidomide drug was phacomeli
seal limbs. This defect resulted in “shortening or missing arms with hatetslgrg from the
shoulders, absence of the thumb and the adjoining bone in the lower arms and similar problems
with the lower extremities” (13).

One way to address the apprehensions of some patients may be to have masanithre
coordinators approach the patients. | suggest minority research coordiemiamuse the
minority patients may be able to relate to them better than someone thahisranority. In
addition using advertisements with minority participants could ease the gihains®me may
have about enrolling in a clinical research study.

The Hispanic population is a vastly growing minority group. Their partioipan
clinical research studies is greatly needed and highly beneficial. Howlese is a major
problem that prevents many Hispanics/Latinos from participating in cliresabrch — the
language barrier. In general, clinical studies are conducted in Englishdelnto incorporate
non-English speaking Hispanics into a study, bilingual consent forms and quest®nmastdoe
available, as well as a professional interpreter. The bilingual forms musbinéted and
approved by the IRB. Also, clinical research employees that speak and amd&panish

cannot act as translators unless they have approved certification to do soyigripterpreters
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and translating documents, costs extra money that many studies cannot coveerrefioent
of Hispanics and Latinos might be reduced. In a review on the languagesharhealth care, it
was found that “non-English speaking status was a marker for a population at dekreaised
access” (15). In addition, “six of seven studies evaluating the quality of care feigrdfizant
detrimental effect of language barriers” (15). These studies demons&atepiortance that
language plays in the health care system, as well as the need to improveniliatiassof the

Spanish language into the health care scene.

Patient perception

In a sickle-cell disease (SCD) study, patients were asked theappiercof certain
treatment option for the disease and their willingness to accept a transidéed- mortality
(TRM) or graft failure (GF). As long as they perceived allogenic lmoaow transplantation
(allo-BMT) as a curative treatment option, the majority of the partitgpnat were surveyed,
were willing to accept TRM, GF, life-long prophylaxis, or infertility ieddition to a cure for the
debilitating disease. However, if the curative option was perceived to leadtheachronic
iliness, in this case chronic graft-versus-host disease (GVHD), thénno&m@cceptance was
quite narrow. In other words, “a majority refused to accept chronic GVHD in liawcwoife of
SCD” (12).

In a different study regarding the perception of OMT in a hospital setting, an
overwhelming percentage of patients surveyed declared that they would recommeé&ni D&
treatment of future patients. Of the 160 responses, 28 were considered obstedrits (pa.,
admitted for labor and delivery). In reference to the amount of pain, the level sfasicks

anxiety, the improved recovery and overall comfort, OMT had a tremendous posgisteosiff
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those patients admitted for labor and delivery (11). The perceived benefitdaleves 89%
believed OMT decreased their pain, OMT caused a reduction in stress and iarn3@8ty; 93%
felt their recovery was improved, and 100% perceived an improvement in overall co@fort
the other hand, in reference to the need for pain medication, only 29% declared a reedrfor f
analgesics. According to Licciardone, et al., “those open to receiving [ogtieapanipulation
were] more likely to perceive the outcome of therapy as being benefitig|"which was

acknowledged as a bias for this particular study.
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CHAPTER VIII
LIMITATIONS

With every type of research, there are some factors that limit thprigtiztion of data.
The major obstacle that the OB study faces is reduced subject reterdmor.oSthe main
causes are patient’s developing high risk pregnancies or simply not complefirggually visits.
This loss to follow-up decreases the validity of the data collected. An additiitatibn of the
data analysis conducted is the issue of missed subject visits. There amg agplanations
recorded regarding why visits were missed, unless the subject deleshed The means of
transportation during the course of their participation in the study was not reedftd Those
variables would help with the analysis as to why some women completed theirndsttthars
did not.

| was not able to obtain delivery records for some patients at the PCC. pHties¢s’
information was not available for retrieval on NextGen®, and had already bé&éredrat a
location outside of the clinic. Because | could not obtain some delivery records, | had to
estimate the approximate date of delivery using the subjects’ study vesit dgte problem with
estimating the dates is that a study appointment falls within a range. dfplexa woman is 32
weeks pregnant for approximately 6 days; thus | could have underestimated oliroagzdst
delivery dates based on this factor.

An additional limitation was poor equipment recordings, such as improper takhbo&
the machines which could cause data distortion. Subjects answering questioestigyamuld
pose as another limitation. Skipping a question, incorrect markings, or illegibfeyvare all
examples of answering a question incorrectly. When this occurs, investigatotg determine

what this subject actually meant in her response. The investigator must lequegtien blank
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when entering it in the database. However, if the mistake is noticed before #at Rayes, he
or she will be asked to clarify their answer. The final barrier that maythminterpretation of
data collected or arguments presented is a lack of follow-up questions for some of the
guestionnaires. As of now, only assumptions can be made as to why some subjauts felt

treatment option was better than another.
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CHAPTER IX
INTERNSHIP ACTIVITIES

While interning at the ORC, | was able to engage in many hands-on-astwith the
pregnancy study. | recruited subjects from the PCC, and sometimesdasksigta with
recruiting subjects at Harris. | entered all subject responses to thguaises into the
obstetrics study database, which was kept for analysis after completiens@itly. | provided
explanations about the consent forms for new subjects that wished to enroll in thdrstudy.
addition, | had the privilege of sitting in on the DSMB meeting for the studgnducted
several sub-studies and had the opportunity to train a fellow in how to conduct a subtstudy.
edited the protocol sheet that explained how to conduct a sub-study, created a debivesy rec
template and a height/weight chart for the research study. | kept a jauloglall of my
experiences.

As well as working on the obstetrics study, | assisted with the low backtpdin My
duties for the low back pain study involved calling subjects to remind them of thesransit

reviewing the questionnaires to make sure all questions were answered.
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APPENDIX A:

TABLES 3-9
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Table 3: Treatment Group Division

# of Subjectsin Each
Treatment Group

oMT 33
Ultrasound 34
Standard Care 33

# of Subjectsin Each

Treatment Group by Clinic

PCC
e OMT 11
e Ultrasound 10
e Standard Carg 13
Harris
e OMT 22
e Ultrasound 23
e Standard Carg 21

Table4: Average Age

Average Age of Participants

PCC + Harris 23.1
e PCC 21.8
e Harris 23.8
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Table5: Marital status frequencies

Statistics

marital status

N  Valid 100
Missing 0
marital status
Cumulative
Frequency Percent Valid Percent Percent
Valid  Never Married 57 57.0 57.0 57.0
Married 39 39.0 39.0 96.0
Separated 1 1.0 1.0 97.0
Divorced 2 2.0 2.0 99.0
Widowed 1 1.0 1.0 100.0
Total 100 100.0 100.0
Table 6: Highest level of education frequencies
Statistics
education level
N  Valid 97
Missing 3
education level
Cumulative
Frequency Percent Valid Percent Percent
Valid Grade School 2 2.0 2.1 21
High School 51 51.0 52.6 54.6
Some College 25 25.0 25.8 80.4
Associate's Degree 9 9.0 9.3 89.7
Bachelor's Degree 10 10.0 10.3 100.0
Total 97 97.0 100.0
Missing  System 3 3.0
Total 100 100.0
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Table 7: Occupation frequencies

Statistics
occupation
N  Valid 91
Missing 9
occupation
Cumulative
Frequency | Percent | Valid Percent Percent
Valid Professional 5 5.0 5.5 55
Service 18 18.0 19.8 25.3
Sales 21 21.0 23.1 48.4
Construction 1 1.0 1.1 49.5
Production 2 2.0 2.2 51.6
Homemaker 17 17.0 18.7 70.3
Unemployed 27 27.0 29.7 100.0
Total 91 91.0 100.0
Missing  System 9 9.0
Total 100 100.0
Table8: Insurance frequencies
Statistics
insurance
N  Valid 99
Missing 1
insurance
Cumulative
Frequency Percent Valid Percent Percent
Valid HMO/PPO/POS 20 20.0 20.2 20.2
VA/Champus 1 1.0 1.0 21.2
Medicare 2 2.0 2.0 23.2
Medicaid 75 75.0 75.8 99.0
No Insurance 1 1.0 1.0 100.0
Total 99 99.0 100.0
Missing  System 1 1.0
Total 100 100.0
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Table9: Ethinicy and race frequencies

Statistics
ethnicity race other race
N  Valid 99 79 100
Missing 1 21 0
ethnicity
Cumulative
Frequency | Percent | Valid Percent Percent
Valid Hispanic/Latino 32 32.0 32.3 32.3
Non-Hispanic/Non-Latino 67 67.0 67.7 100.0
Total 99 99.0 100.0
Missing  System 1 1.0
Total 100 100.0
race
Cumulative
Frequency Percent Valid Percent Percent
Valid Black/African American 27 27.0 34.2 34.2
Asian 2 2.0 25 36.7
Amer!can INdian/Native 1 10 13 38.0
American
White/Caucasian 40 40.0 50.6 88.6
Other 9 9.0 11.4 100.0
Total 79 79.0 100.0
Missing  System 21 21.0
Total 100 100.0
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APPENDIX B:

DELIVERY RECORDS TEMPLATE
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DR [Maternal Labor/Delivery Information DB1 |DB2
G: P: T Pt: Ab: L:
Anesthesia: None 0O Local 0O, Epidural 0O, |[Spinal O3 |[IVSedation 0O,|General 0Oy
Oxytocin: Yes O No O Post Placenta: Yes O No O
DR [Labor Summary DB1 |DB2
Anesthesia: None 0O, Local 0O, Epidural O, |[Spinal Oz |[IVSedation 0O,|General Og
Prolonged Latent: Yes 0O No O
Stage 1: hr min|Prolonged Active: Yes O No O
nd Yes O
. |Prolonged 2™ Stage (>2.5hrs):
Length of [Stage 2: hr min No O
Labor:
Stage 3: hr min
Total: hr min
Precipitous (< 3hrs): Yes O No O
Prolonged (= 20hrs): Yes 0O No O
DR [Delivery Information/C-Section Delivery DB1 |DB2
Episiotomy:  [None O, Midline 0O, [LML 0, RML 0O
Perineal Laceration Ex: None 0O, 1° o, 2° O, 3° O, 4° 0O,
DR [|Maternal Complications DB1 |DB2
Febrile (> 100.4°F/38°C): [Yes O [No O |
DR [Baby A Delivery Information DB1 |DB2
Date: Gestational Age: |
Time:
Method: Vaginal 0O, |VBAC 0O, Converted to C-section O, |Schedu|edC-section O
Membranes: |Intact Og Bulging O, |Ruptured 0O,
Fluid: Clear 0O Bloody 0O; |Meconiumst. 0O, |
Odor: Foul 0O Normal 0O,
Forceps used: |Yes O No O Type:
Vacuum: Yes 0O No O N/A O
Pre-term (< 37wks): Yes O No O
Post-term (= 42wks): Yes O No O
Unknown O, Faceébrow Breech 0O, Frank 0O; | Complete 0O, |Vertex Os
1
Presentation: Single/double . Back - down
. Trans.lie 0Oy| Back-up Og
footing O compd O,
DR JApgars DB1 |DB2
1 minute:
5 minute:
DR JComplications DB1 |DB2
Preeclampsia Eclampsia | Placenta previa Abruptio
None O placenta
0, 0, EY
Ly
IN: Date:
Notes:
Subject ID #: Date of entry 1: IN: Date of entry 2: IN:
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Week 1: 2/2/09 - 2/6/09
Monday, February 2, 2009
* | was introduced to the people that | will be working with (Mrs. Debbie Lewis, MysotBy
Lindsey, Mrs. Mayra Rodriguez)
* | met Dr. Hensel - she is leading the OB study
* | met Dr. Stoll - he is leading the carpal tunnel study
* My main project will be the OB study; however, | will be cross-trained ircénpel tunnel
and low back pain studies
* | received training on how to perform a DNA buccal swab
* There are 3 types of treatment for the OB study
*  OMT (Osteopathic Manipulative Treatment) - actual OMM treatment
* Ultrasound care - placebo
» Standard care - no treatment
* | observed 2 subjects that were enrolled in the clinical study as well agotiséusly
* 1 standard care
e 1 ultrasound
* | observed how to set-up the patients for the sub-study
* | watched how to operate the machines for the sub-study
* Finometer (which uses the WINDAC program)
* ECG (I watched how to put the EKG leads, the BP cuff, and the pulse cuff on)
* Plethysmograph (string gauge) - measures edema,; it is places on theavadeasdtthe
patients right calf

* | signed a conflict of interest form for each of the studies



Dr. Hensel signed the addition of key personnel to study form me

Tuesday, February 3, 2009

| went to Harris for half a day with Mayra and observed how to recruit subpedtsefstudy

| was introduced to some of the staff at Harris

We saw one potential subject and explained the study to her

* She was given 2 consent forms (1 for the study and the other for the sub-study)

* She was also given a map on how to get to the ORC (Osteopathic Research Center - the
only site where the sub-study can take place)

Drs. Stoll and Licciardone signed the addition of key personnel form to add mé to the

studies

| met with Dr. Licciardone and some of the people he’s working with

| did some more observations on how to recruit patients and how to explain the study to them

| helped prepare site for funder visit

Wednesday, February 4, 2009

| had a meeting with Dr. Hensel and Mayra on how to read the delivery recordiérom t
clinic sites - this was so that we can analyze the results from the OB stidgrhpare the
guestionnaires with the patient records so that we can draw conclusions aboutstinel¥)B
| was sorting through and organizing the delivery records

| went to the Patient Care Clinic (PCC) with Mayra to recruit subjecth&ostudy in the
afternoon

| had ITS issues all day so | was not able to access my e-mail or the UNGat&&l from

school or at home



Thursday, February 5, 2009

| continued to work on organizing the delivery records.

* | continued to have ITS problems this morning.

* Mayra and | went to Harris in the morning until about 1:00pm - recruiting and a clinical
study

* | watched Dr. Hensel perform an OMM treatment on the clinical study subject

* We had an appointment with a subject that was part of the sub-study

* | had a little more hands-on experiern2d set up the computers, enter necessary data in

them

Friday, February 6, 2009

. | was not at the ORC site



Week 2: 2/9/09 - 2/13/09

Monday, February 9, 2009

| renewed the SPSS license on my computer so that | would be able to havaadasate

data bases that pertain the OB study

e | filled in my calendar

* | was organizing the delivery records (numbering them, putting them in order) sloetha
would be ready for us when we start extracting data from them

* | typed up the computer/equipment protocol sheet so that | could have step-by-stepfdeta

how to use the computers/equipment and how to run the clinical and sub- studies.

* | attended the ORC research meeting; many topics were discussed:

New and upcoming research

* Progress of current research (Mayra, Debbie, and Dorothy discussed the OB,dow bac
pain, and carpal tunnel studies, other people discussed theirs too)

* IRB approval

* Possible phlebotomy training for all

Tuesday, February 10, 2009

* | went to the PCC in the morning and again in the afternoon with Mayra; observed how to
recruit subjects for the study

* | continued working on the protocol/equipment sheetery tedious

* | did some practice runs with the GaitRite machine to get an idea of how thesprarks

and to make sure that my protocol sheet was correct



Wednesday, February 11, 2009

| continued working on the protocol/equipment sheet.

* | used the GaitRite again to get more comfortable using it

* | used the Finopress machine so that | could get an idea of how to configure it and to
make sure my protocol sheet was correct

* | used the Plethysmograph machine also so that | could get an idea of how #decdlibr
and to make sure my protocol sheet was correct

* | was not able to use the Finometer laptop because it was not available

Mayra allowed me to screen for potential subjects (patients at the PCCiffideeuising

the EMR program, NextGen

| had a meeting with Mayra concerning the OB study IRB

* She discussed documents needed to complete the continuing review

* She also explained the different types of forms that need to be filled out and wiayehe
necessary

| attended an electronic medical records (EMR) training session sccthdtiget access to

NextGen and learn how to use it

| worked on creating my own personal screening chart for the PCC

* | was trying to figure out how | was going to organize it

* | tried to make it into an excel spreadsheet

Thursday, February 12, 2009

Today was an extremely busy day

Mayra and | went to the PCC and Harris in the morning and we went back to Harris in



afternoon

While we were at Harris in the morning, | was able to practice recruiting

* | explained the purpose of the study and what it entails to a potential subject

We spoke to a potential subject, but she declined to participate in the study, when she
discovered that she may or may not receive treatment (i.e. receive staaréarsgiead of
OMT or ultrasound)> Harris

At Harris, one subject was suppose to come in for treatment (OMT), but left her apguint
because the midwife was taking to long to see her; therefore, she was not abie to tor

treatment (which would violate the OB study protocol)

Friday, February 13, 2009

There was no clinic today.
| worked on completing the delivery records template form all day.
We need the template so that we can transfer the information that we want fioeiehés
delivery records onto the form and eventually into our database on SPSS.
In the afternoon, | assisted Dorothy with her low back pain study.
| picked up a drying rack from the EAD so that we could use them to dry the buccal swabs
| observed Dorothy perform a few buccal swabs
| performed a buccal swab on one of the low back pain subjects
* She gave me constructive criticism on how to improve my technique
| cleaned the rooms after use
* | used alcohol wipes to wipe down the beds, equipment and changed the pillow cases

* | explained the new consent form (including the buccal swab addition) to an existing



study subject

* lalso helped Dorothy with collecting the consent forms after they havefiied out



Week 3: 2/16/09 - 2/20/09

Monday, February 16, 2009

Today | screened patients at the PCC to see if we could recruit anyone todthe s

* We didn’t go to the PCC today because no one qualified for the study (NO CLINIC)

| helped Mayra prepare for the arrival of a subject that was to receivadrgat

* She was an ultrasound subject and Dr. Hensel performed the treatment

* Myra explained to me what documents were necessary for this visit

Mayra explained to me how to prepare a new chart

Mayra showed me how to access the money to pay subjects, as well as the protiiemito a
to when paying subjects

| made minor changes to the delivery records protocol sheet that | created

Mayra and | met with Dr. Hensel about the delivery records sheet tlesttédr

* We discussed any changed that needed to be made

* We also asked her some questions that we had concerning the patient’s actugl delive

records and how to incorporate that into the protocol sheet

Tuesday, February 17, 2009

| accompanied Mayra to Harris

* We were able to recruit one subject

* | explained the study to a potential subject so that | can get used to doing it on my own
| worked on adjusting the delivery records template

We went to the PCC to try to recruit the 2 subjects that | had screenegtendgy



Wednesday, February 18, 2009

There was a new OB patient that we tried to recruit at the PCC; she didn'togeem t
interested in the study
| spent most of the morning organizing my ORC binder and inputting data in the computer
* | am recording the patients that I've seen in the computer along withcfcthnesr
personal info for statistics reasons
| screened for patients at the PCC
| practiced my recruitment speech with Mayra and Dorothy
| spent most of the afternoon getting my ORC binder together.

We went to the PCC to try to recruit another new OB patient

Thursday, February 19, 2009

We met with a potential subject this morning at the PCC. She was very irdeessteshe

would have been the first enroliment from the PCC in a while. However, we found out that
she has gestational diabetes after we spoke t&her.

| was at Harris all morning and most of the afternoon. We had some subjects (1 new, 2 old)
come in to get treatment and we just were running late because of a problem that we
encountered when we got to Harris. There

was a non-OB patient in our treatment room so we were not able to start on timeualByent
things got going. However, one of our subjects overslept for her morning appoimtitinent

us so we had to schedule her later this afternoon. She came to her appointment last week, but
was never seen by a midwife because she said that they were taking too long. So she

rescheduled for yesterday and came in to see us today.



e | screened for patients at the PCC

e | organized my ORC binder

Friday, February 20, 2009

* There was no clinic today — no one qualified for the study

* | was organizing my binder (creating tabs, etc) and creating my PCé&xsliflj template in
excel

* | screened for potential subjects at the PCC

* | entered my patient encounters in excel

* | worked on transferring data from delivery records onto the templatesciieatt¢d



Week 4: 2/23/09 - 2/27/09

Monday, February 23, 2009

This was my first day on my own as a “research coordinator”. | went to therPG€afternoon to try
to recruit a subject. | was nervous, but | think that | will get better with time
| worked on my journal entry today
| was suppose to see an OB patient today, however, | assumed that she was notsgowgip to her
appointment because when | checked her status on NextGen, she was more than 3@ateiantéstill
hadn’t checked in with the front desk, and would thus be labeled as a no show. | checked her status
some minutes later and saw that she had been checked out. | am thinking that maghedbskf
didn’t update her status when she arrived to her appointment, or maybe she arriydateeatid maybe
the front desk allowed her to still be seen by a physician.
| spent time updating my PCC enrollment chart on excel
* | created a new spreadsheet for extracting data from the PCC emtaiimagt also (i.e. who is
interested vs. who is not, who qualifies vs. who doesn't, etc)
| filled in numbers for the PCC clinic on Mayra’s enrollment chart for thadmthly meeting that we
had
* The chart basically keeps track of the progress that we have made, I.essubjbetve enrolled
or not and enrolled and the reasons why
| attended the meeting, it was mainly based on IRB protocol and what we should and shdald not
when it comes to human research
* Dr. Gladue was the guest speateihe was the one that was explaining the IRB information to

us



Tuesday, February 24, 2009

| screened for potential subjects at the PCC.

| was supposed to try to recruit a new OB patient in the morning, but she was a no shcay pmimement.
| filled out delivery records

| went to go recruit at the PCC in the afternoon. The patient that | spoke talde&nested in the study.
| went to the CBH building to go get some conflict of interest forms filled tiitveed in with the

continuing review packet for the OB study

Wednesday, February 25, 2009

| did not go to the PCC today because everyone that | screened did not qualify fodyhe s

We had a new subject come in for her first visit. She started filling out papesveankd 8:15am (when
she got here). | performed the sub-study. | had difficulty starting, butualgngot the hang of it. We had
problems with the equipment so the study took much longer the necessary. We were oalemgspwith
the leads (the ECG machine was not reading the leads), BP and pulse csiisinggon the computer, etc.
| basically ran the study by myself, which is good practice for maslivappy with that. Mayra was
guiding me through it all also. She is a standard care subject.

| spent time untangling the wires in the sub-study room, because when thegvgted tthey were
decreasing the efficiency of the sub-study

| had GroupWise difficulties; | took my laptop to ITS. They had to uninstall thamstaHli GroupWise

| filled out delivery records

| screened for potential subjects at the PCC

Thursday, February 26, 2009

| did not go to the PCC because all of the patients that | screened did not quahfy $tudy



* | completed filling out all of the delivery records today.
* Mayra showed me how to input the data for the OB study in SPSS

* | was able to do a couple of entries

Friday, February 27, 2009

* There was no clinic today — no one qualified for the study

| did data entry for most of the afternoon. | was inputting data into SPSS for the @B stud

| helped Mrs. Lindsey with the low back study.
* | collected buccal swabs from subjects and | paid them. | think that Igodtes better at performing
buccal swabs thanks to Mrs. Lindsey’s direction

* | cleaned the rooms after the subjects left

| screened for potential subjects at the PCC



Week 5: 3/2/09 - 3/6/09

Monday, March 2, 2009
* | went to the PCC to recruit subjects all morning.
* Mayra and Dorothy helped me practice my OB sub-study skills.
* Dorothy was the patient and Mayra observed.
* Both of them gave me constructive criticism.
* | made changes to the OB protocol sheet that | created
* | worked on the delivery records.
* | addressed the comments/changes that Dr. Hensel made on the delivery records

* | met with Dr. Hensel in the afternoon to discuss them. She liked my work.

Tuesday, March 3, 2009

* | screened for potential subjects at the PCC.

| worked on the OB protocol

| entered delivery records into the SPSS database.

| went to go recruit at the PCC in the afternoon.

Wednesday, March 4, 2009
* | went to the PCC to recruit for subjects in the morning and afternoon.
* In the morning, one turned out to be high risk, the other seemed interested. | wilketpsollow up
with her at her next visit.
* The afternoon subject did not show up to her appointment.

¢ | had an initial review with Debbie in the afternoon.



* She highlighted my good qualities and provided me with constructive criticism on lsogethat |
needed to work on. | was very pleased with the meeting. | didn’t expect to get soanmaiynents!

©

Thursday, March 5, 2009
* 1did not go to the PCC because all of the patients that | screened did not quahfy $tudy.
* We had a 36wk sub-study scheduled for today, but she canceled.

* | worked on entering the delivery records information into the SPSS data base

Friday, March 6, 2009

Today was Research Appreciation Day (RAD)
* |did data entry for the OB study all day
* | helped Dorothy through out the day, mainly with taking buccal swabs from suibject
* | attended the keynote speaker luncheon.
* Dr. Josephine Briggs was the speaker. She gave an excellent presentationaiiotiad Slenter for
Complimentary and Alternative Medicine (NCCAM) and its projects/pragres
* | had one OB subject come in for her 2 weeks post-partum visit; the other subjscippase to come in

for her visit 3 appointment, but never showed up.



Week 6: 3/9/09 - 3/13/09

Monday, March 9, 2009

e | was out sick®

Tuesday, March 10, 2009

* | spent most of the day at the PCC trying to recruit subjects.

* | met a subject at the PCC and had her fill out her visit 2 questionnaires. Sheasdstare and therefore
does not receive any treatment

* Dorothy watched me perform a buccal swab on a patient in the afternoon and providid coastructive

criticism. I'm getting better®

Wednesday, March 11, 2009

* | worked on my journal and entered data into the OB study database for most ofriivegmor

* | had a meeting with Mayra about the SPSS entries that have been made thubéa®®istudy. We
discussed what we needed to do to be more efficient and what corrections needed to be made

* | spent most of the afternoon updating my excel spreadsheet on the encountéravihditad at the PCC.
I've met about 50+ pregnant women and more than half do not qualify for th&stiodtyl still many that |
need to hear back from, so there is hdpe!

* In the afternoon | went to the PCC and spoke with a patient that | have alréadyttedbout the study. |
wanted to follow-up to see if she had made a decision yet. She still hasn’t madam degt she seems
interested. I'll keep my fingers crossed! The doctors pushed her due date kBaekss more time to

make a decision.



Thursday, March 12, 2009
* | spent the morning at the PCC trying to recruit subjects for the studyt tivmeotential subjects — one
was interested, and the other was not interested

* | spent the afternoon working on the OB study database.

Friday, March 13, 2009

| did not go to the PCC today because none of the patients that | screened qualifiedtiody.

* 1did data entry for the OB study all day

* | spent the afternoon creating labels for the OB study folders and entaiangtdahe SPSS OB study
database.

* | helped Mayra with a sub-study subject that came in for her 36wks visit (visit 4)



Week 7: 3/16/09 - 3/20/09
Monday, March 16, 2009
* There was no clinic today because of Spring Break
* | spent afew hours in the morning on my paper
* The rest of the day was spent working on the slew of corrections that needed to le imaB database.
* We sent the database to Dr. Bae and he compared them to see if there weserepardiies between the

two.

Tuesday, March 17, 2009

e There was no clinic today because of Spring Break

e Mayra and | were suppose to go to Harris today so that we could get some debioedg rbut ended up
canceling the trip. We ended up not going to Harris because we realized the tearaw®o many
corrections that needed to be made in the OB database...we have a deadline to meet.

e | spent all day making corrections on the OB study database

Wednesday, March 18, 2009
* There was no clinic today because of Spring Break

* | spent all day making corrections on the OB study database

Thursday, March 19, 2009
* 1did not go to PCC because all of the patients that | screened did not qualifydipatein the study
* | spent most of the day working on the OB study database

* | worked on my journal for a couple of hours



Friday, March 20, 2009

¢ | was not at the ORC.



Week 8: 3/23/09 - 3/27/09
Monday, March 23, 2009
* About half of my day was spent working OB study database, and the other half of the day was spent

recruiting subjects at the PCC.

Tuesday, March 24, 2009

| spent the first half of my morning organizing my ORC binder, the latter half of the morning was spent
updating my PCC screening list on excel

e | worked on my paper in the afternoon

e | alsowent to the PCC to recruit subjects

e When | got back to the PCC, | screened patients to see who | would approach the following day

Wednesday, March 25, 2009
* | spent most of the day making corrections to the OB study database

* | went to the PCC for a couple of hoursto recruit

Thursday, March 26, 2009

* Half of my day was spent working on the OB database and the other half was spent recruiting at the PCC

Friday, March 27, 2009
* | went to the PCC for afew hours in the morning to recruit
* Therest of my day was spent organizing the OB study filesin the records room

* | gave each fileafolder and inserted delivery records to their corresponding file.



Week 9: 3/30/09 — 4/3/09

Monday, March 30, 2009

| had intentions to give one of my OB patients from the PCC her visit 3 questesbatrshe ended up
rescheduling her appointment.

* | spent most of the morning at the PCC trying to recruit subjects for the OB stud

* | screened subjects for tomorrow’s encounters and worked on my journal in the morning.

* | spent the afternoon recruiting at the PCC.

Tuesday, March 31, 2009

e | spent all day organizing the IRB folders for the OB study.

e As of April 1, 2009, the IRB approval for the OB study will expire; therefore ttemnebe no further activity
(i.e. recruiting) until after we get approval.

e At the end of the day | had to figure out what patients at the PCC would be affecteddoyuiteng freeze.

| typed them up and sent them to Mayra so she could relay the information to the IRB.

Wednesday, April 1, 2009 (April Fool’'s Day)

* There was no recruiting today.

* | spent the morning helping Dorothy with the LBP study. | made reminder phtieéocher subjects. |
also helped one of her Spanish speaking subjects fill out questionnaires.

* | spent all afternoon creating line graphs reflecting the visit ratéeeddB study. This information will be
presented at the Data Safety Monitoring Board (DSMB) meeting, whitbheviield April 8, 2009.

» | fooled Debbie and Mayra this morning, but I got fooled by the whole bunch (Debbie, Ddviatyra)



later on that day®

Thursday, April 2, 2009

* | worked on my proposal all day today.

Friday, April 3, 2009

* | worked on my proposal all day.

* | was expecting one of Mayra’'s subjects to come in to the ORC for a treatmestielerided up canceling.
| was waiting to give her the questionnaires that she needed to fill cet\Mayga was still at Harris.

* There was another one of Mayra’s subjects that | was to wait for, but Mayra enclmaing back from

Harris in time for the patient so | didn’t need to wait anymore.



Week 10: 4/6/09 — 4/10/09

Monday, April 6, 2009

* | had a 36 week (visit 4) sub-study patient come in. | completed the sub-study withassistance of
anyone. Yay®©

* | am extremely frustrated today because | am still not able to racryone today. A patient that | spoke to
2 weeks ago came in to participate in the study. She was 28 weeks when | spoke tcémeando
enroll. As luck would have it, this is the only patient that has tracked me down at @h&@Rrticipate in
the pregnancy study. Unfortunately, we had to tell her that she could not be enrcdiesebeur IRB
approval was expired. All of this would have been avoided if the communication between hes &8l t
was better. All of our papers were turned in on time but technicalities led us poettiisament. All-in-all,
I will miss two potential OB subjects (including this one), because of thaitieg freeze.

* 1did a lot of catching up with paper work.

Tuesday, April 7, 2009

e | spent most of the day organizing IRB folders for the carpal tunnel study.

e | attended Su Lee’s internship practicum defense on: EVALUATION OF THAHORAL ARTERY
THERMOMETRY TO ASSESS ACCURACY WHEN COMPARED WITH BODY CER

TEMPERATURE IN THE OPERATIVE ENVIRONMENT

Wednesday, April 8, 2009
* | attended the Data Safety and Monitoring Board (DSMB) meeting thisingpr It lasted for about 4 hours.

It was very interesting. It was a very formal meeting. Various topios éiscussed including: serious



adverse events (SAEs), how to deal with missed visit data (i.e. carry forggrdd)) board
recommendations, etc. | have to start collecting height and weight informfatiall of my subjects —
recommendation from DSMB

* The rest of the day, | entered data into the OB study database.

* We received our IRB approval at the end of the day, so | went to the IRB toffieek the newly approved

documents! | can start recruiting again. Y&y!

Thursday, April 9, 2009

* | was suppose to escort Mayra to Harris today so that we could startingldslivery records from
subjects that have already delivered; however, because we received IBBaba[ate yesterday afternoon, |
went to the PCC to recruit instead.

* In the afternoon, | worked with the low back pain subjects. | gave them theiroquestes, escorted them

to a room for treatment, and paid them at the end of their visit.

Friday, April 10, 2009

* 1did not go to the PCC today because there weren’t any subjects to be seen. Themsatdbet PCC
today.

* | worked on data entry all day. | was inputting new subjects’ and catching ud salpécts’ data.

* | also worked on my journal.



Week 11: 4/13/09 — 4/17/09

Monday, April 13, 2009

There was an ORC meeting scheduled for 9:00am, but it was canceled becauseie fie@t going to
be able to attend the meeting.

| the whole day working on the OB data base.

Tuesday, April 14, 2009

| went to the PCC in the morning to recruit subjects.

| enrolled a subject into both the clinical and sub studies; however | did not realigkelvaas 29
weeks and 2 days until the sub study was well under way. | was very disappoihtbdwvitmissed
her gestational age. The earliest that we will enroll a subject is 2&wad 4 or 5 days. | reported it
to Dr. Hensel and Mayra; we thought that it might be a protocol violation. Howevera Magke to the
IRB office and it turns out that it was ok. Lesson of the day: Be more observanstiusogal age of
new subjects.

| had another subject come in for her visit 5 appointment.

In the afternoon, | conducted a sub-study for one of Mayra’s patients. Mayra $tagl ait the Harris
clinic to recruit.

| also made address labels for some of Dorothy’s low back patients, so that shaaiblgtters asking
them to return to have a buccal swab performed on them. | didn'’t realize thairgied we to

handwrite the addresses on the labels.

Wednesday, April 15, 2009

* | spent most of the day handwriting addresses on envelopes for Dorothy.



| organized the OB study charts.
| was supposed to talk to a patient about the OB study in the afternoon, but she did not show up to he

appointment with Dr. Robles.

Thursday, April 16, 2009

There were 3 patients in the morning that | wanted to talk to about the OB studg.3biie was not
interested, one | had previously encountered and she turned out to be high risk, and the lestezheesg
interested, but she still had time before she turned 30 weeks.

| spent the rest of the day filling out the new delivery records that Mayrangavamd entering them into the
OB study database.

| called a subject that was interested in the OB study today to remind hemtloataw would be the first

day of her participation in the study. | was able to get a hold of her, but | leftsage on her voice mail.

Friday, April 17, 2009

| spent the morning trying to gather height and weight information from previoustsuthjat had already
completed the study. It was difficult because many of them were not on Mext@ehey were, their
information from the pregnancy was not available. This is because thesespa@snenrolled about 2
years ago and the PCC has switched from paper charts to electronic Sloants of the patient information
has not been uploaded onto NextGen or has already been archived and can no longer debtitesse
PCC.

| enrolled a new subject for the OB study. She only wanted to participate imibal dtudy. She actually
came in early to her appointment (about 2 hours early) so | missed 2 women thigd t@aapproach about

the OB study.



Week 12: 4/20/09 — 4/24/09

Monday, April 20, 2009
* | spent the whole morning recruiting at the PCC.
* | spent the rest of the day updating my PCC screening list.
* | also e-mailed Dr. Hensel with a list of my encounters (approacheddnisgk risk, etc) at the PCC

of the past 2 weeks.

Tuesday, April 21, 2009

e | spent the morning looking through old patients’ archived files on NextGen to getéigts and
weights from all of the OB visits that they had when they were enrolled inuthe sThis was a long
and tedious task. | reformatted the height and weight template that we wdl a@kett the subjects’
height and weight.

¢ | had an OB standard care subject to see in the afternoon.

e | spent the afternoon recruiting at the PCC

e Afterwards, | attended Dr. Hensel's dissertation! It was great, shendexcellent job presenting and

answering the questions that the audience asked.

Wednesday, April 22, 2009

* | did not go to the PCC today because there weren’t any doctors available today.

* | spent the day assisting Dorothy with the low back pain study. | took about halfptlesits. | gave
them their questionnaires, took them to a room to be treated, and paid them at the comphetistudf/t

* | also entered chart information into the OB study database.



Mayra and | figured out a way to communicate with each other on GroupWise in tekeepofg each

other accountable for tasks that need to complete.

Thursday, April 23, 2009

| did not go to the PCC today because there weren't any doctors available.
| entered information into the OB study data base on SPSS.
| worked on my journal for most of the afternoon.

| created hanging folders for the OB study charts.

Friday, April 24, 2009

| came in late to the ORC due to car troubles.

| screened for patients to go talk to on Monday (4/27/09) about the OB study.

| worked on delivery records for the majority of the afternoon. | was copying iafammfrom the faxed
delivery records that Mayra gave me on to the delivery template that | made.

| continued gathering height and weight information for patients that had atreagheted the OB study. |

was getting this information from the scanned documents on NextGen.



Week 13: 4/27/09 — 5/1/09

Monday, April 27, 2009

* | called Dorothy’s low back study patients to remind them of their appointnaeritsef next day
(4/28/09).

* | spent the afternoon at the PCC trying to recruit patients. OF the p#tigntsnet, one was interested
in the participating in both the clinical and sub studies and would be ready to be enrodedett
doctor’s appointment. Another patient was already 30 weeks and | told her to let masksoon as
possible if she wanted to be in the study so she could start the study at therabesiw.

* | had one OB standard care appointment today, too.

Tuesday, April 28, 2009

e | did not go to the PCC today because there weren’t any doctors availdtgeckit today.

e The subject that | met yesterday that was 30 weeks in gestation did not comtsx | have to assume
that she does not want to participate in the study.

e | completed filling out one subject’s delivery record form.

e | went to Harris with Mayra to help her recruit subjects for the OB stuslyeimt most of the day there

e | organized the IRB charts for the low back pain study.

e | screened NextGen for patients that | would approach tomorrow at the PCC.

e | updated my excel spreadsheet with the old and new encounters that | have hadeiih giathe
PCC.

e | entered information into the OB study database.



Wednesday, April 29, 2009

| spent the morning at the PCC trying to recruit patients for the OB study.

| was supposed to meet with an OB that was to receive ultrasound treatment todhg, lestheduled her
appointment with us for tomorrow (4/30/09) because she was in a lot of pain. She clashe thdtnot
know what she did to her back, but it started hurting a few days prior to this appointment.

| did more data entry — entering information into the OB study database.

| created a folder to hold extra height and weight sheets. The height and \Wwe&jktvgere created in order
to calculate BMIs for the patients that enroll in the study. This decision a&s at the DSMB meeting
which was held on 4/8/09.

| continued gathering the height and weight information for subjects that hayéetednor are currently
enrolled in the OB study.

| also continued with the organization of the low back pain IRB charts.

Thursday, April 30, 2009

| did not go to the PCC today because there were only two OB patients (to be BgeRblles) and both
were over the gestational requirement necessary to participate in the stud

| gathered information (CV, personal statement, resume, etc) that Dr. Haméetvfrom me so that she
could submit her grant. She approached me last week to talk about possibly workieigaema research
coordinator after | complete my master’s progr&m!

| called the OB that needed to reschedule her appoint to today to see wishtdiomld come in for her
treatment. She came in around mid-morning and was treated.

| entered data into the OB database and worked on retrieving height and weighaiitorfor past and

present OB study subjects.



Friday, May 1, 2009
* 1did not go to the clinic today because there weren’t any doctors availdb&edinic.
* | spent all day helping Dorothy with the low back pain study. | took half of her ssibjegave them their

guestionnaires, took them to a room for treatment and paid them upon completion of the gtudy visi



Week 14: 5/4/09 — 5/8/09

Monday, May 4, 2009

* | met with an OB standard care patient to give her the questionnaires fasiher

* | spent the morning recruiting patients at the PCC. | missed 1, anothenaahaw for her doctor’'s
appointment, and the rest (4) seemed interested to participate in the study.

* The second part of my day was spent entering information in the OB study database

* | also provided Dr. Hensel with an update of my enrollment numbers from the PCC.

Tuesday, May 5, 2009

e | spent most of the morning updating my excel spreadsheet with the encountettsefld@C. | also
decided to include dates on which I did not recruit at the PCC and the reasons foruitotgdce.
recruiting freeze, no physician available, etc.)

e | screened for patients to approach at the PCC on Wednesday.

e My afternoon was spent recruiting patients at the PCC.

Wednesday, May 6, 2009

* There weren’t any doctors available at the clinic today so | did not rengahe.

* | had a meeting with Debbie and Mayra this morning. It pertained to the future dBtbieidy.

* | worked on collecting height and weight information on all the OB subjects froRPGRecurrently and
previously enrolled in the study. It was easy for me because all of theemation is has been transferred
from paper charts to EMR. | was able to finish collecting all of the infoom&bday. However, there are a
few charts that | need to go back and edit.

* | entered information into the OB study database, and started on the task threh&thassigned to me.



Thursday, May 7, 2009

* There weren’t any doctors available at the clinic today so | did not recyaihen

| was anticipating on meeting with an OB patient this morning to see if she Wweuhterested in

participating in the study. She turned 30 weeks today; however, her appointmentcivaduiesl.

| met with one OB patient, spoke to her about the study, and provided her with a brochure.

| spent time organizing my ORC binder.

Friday, May 8, 2009

* There weren’t any doctors available at the clinic today so | did not recyaihen

* | prepared the PCC enrollment numbers for the week and sent them to Mayra, Dr. henSeblaie. We
have to start preparing them every Friday so that they can be ready dgywhoorning.

* | worked on my ORC journal entries.



Week 15: 5/11/09 — 5/15/09

Monday, May 11, 2009
* There was suppose to be an ORC staff meeting this morning but it was cancelled
* | spent the morning updating my excel spreadsheet with my PCC encounters.
* | spent all afternoon trying to recruit patients at the PCC. One of the patientsieeded to see

canceled her appointment. | was able to speak with everyone else.

Tuesday, May 12, 2009
e | was out sick today — pink eye.

e Mayra was able to conduct my 2 OB treatment visits today. She saw one OB litegtidy anrolled in

the study, and a new OB that | had confirmed her interested in the study weeka@g® - a new OB

subject

Wednesday, May 13, 2009
* There weren’'t any OB patients to see at the clinic so | stayed at theddR{C

* | entered information into the OB study database.

* | began entering all the OB patients that have ever been encountered in to anu@Beat database on

SPSS. Mayra had already started on this task, but she passed it on to me. — very tedious

Thursday, May 14, 2009
* | spent the afternoon recruiting patients at the PCC.

* | met with an OB standard care subject so that she could fill out the questiofmaivesvisit. There was a



little confusion as to whether or not she would show up today — ultimately the stafP&@hkad made a
mistake on the schedule.

* | called her today and left a message on her answering machine letting heh&htive PCC did not have
any appointments scheduled for her. They last time that they saw her wdsh\@hich was the last time
that | saw her).

* | called her yesterday (5/13/09) and spoke with her. |told her to call the clinislaab@ut her

appointment and call me back but she never did.

Friday, May 15, 2009

All of the patients were rescheduled because Dr. Robles was attending arooafer

* | worked on my journal entries.

* | updated my excel spreadsheet with PCC encounters.

* | worked on the enrollment numbers for the PCC and sent them to Mayra, Dr. Hensel, ard Debbi

* | also updated the OB study recruitment database.



Week 16: 5/18/09 — 5/22/09

Monday, May 18, 2009

* | spent the morning updating my excel spreadsheet with my PCC encounters antjuguatiment

numbers.

* | spent all afternoon trying to recruit patients at the PCC.

Tuesday, May 19, 2009
e | went to the PCC to recruit subjects. | missed 2 patients, but was able to siheakenyone else. One
of the women seemed interested and the other one enrolled in the clinical and subYsyti®s'She
will come in tomorrow because there wasn’t any room on the schedule for her tincochay to
participate in the sub study.
e | conducted two sub studies, which took up the rest of the day.

e | entered information into the OB database

Wednesday, May 20, 2009
* There weren’t any doctors available at the PCC so | did not recruit today.
* | entered information into the OB study database.

* My new subject came in today to participate in the clinical and sub studies.ttivgmyent well.

Thursday, May 21, 2009
* There weren’t any doctors available at the PCC so | did not recruit today.

* | entered information into the OB study database.



* | conducted a new sub study for one of Mayra'’s subjects.

Friday, May 15, 2009
* | worked for half a day today.

* | spent the morning recruiting subjects at the PCC.



Week 17: 5/25/09 — 5/29/09

Monday, May 25, 2009

 HOLIDAY!!

Tuesday, May 26, 2009

e | did not go to the PCC today because there was only one patient for the entineedags®e seen by Dr.
Buchanan and was not an OB patient.

e | entered information into the OB study database.

e | worked on my patient encounters and enrollment numbers.

e | created a document for how to put together an OB folder.

e | conducted a 36 week sub-study today. She was one of Mayra’s patients.

Wednesday, May 27, 2009

* | spent the morning trying to recruit subjects for the OB study. Two patiehtetishow up to their
appointment, 1 was Spanish speaking only (SSO), and | was able to speak to 2 and gaveoittaumea br

* | saw an OB standard care subject today.

¢ | entered information into the OB database.

Thursday, May 28, 2009
* | went to the PCC for about 30 minutes this morning to try to recruit a subject.
* We (Mayra, Dorothy, Cathy, and I) had a meeting with Debbie for about an hour. Qalsbias an update

on all of the studies that are currently going on at the ORC. She also talked alfouiréhef the ORC and



the direction that it is headed.

* | went back to the PCC to try to recruit another subject, and conducted a sub study.

Friday, May 29, 2009

* There weren’t any doctors available, but a nurse practitioner was avaddbhas still able to recruit.

* There was a new sub study today — one of Mayra'’s subjects. Everything that coutthgowent wrong.
The Finometer stopped taking measurement during the sub-study and the bed feDapdmotti was
able to tighten a screw and made sure the bed was in proper working condition.

* | had OB standard care patient come in today.



Week 18: 6/1/09 — 6/6/09

Monday, June 1, 2009
* 1did not go to the PCC today because there weren’t any doctors available.
* | called Dorothy’s subjects to remind them of their upcoming appointmentsstiacgas out today.

¢ | worked on the PCC enrollment numbers.

Tuesday, June 2, 2009

e | tried to recruit subjects in the morning; however, 2 were SSO, 1 rescheduled, asd dime Idid not show
up for her appointment.

e | entered information into the OB study database.

e One of my subjects came in for her clinical study visit.

e | went back to the PCC in the afternoon to recruit subjects. One woman that | eresbwagsmnot

interested in participating®

Wednesday, June 3, 2009

* | made labels for the clinical trial file cabinets. The charts weneechto different locations and thus file
cabinets needed new labels.

* Dr. Hensel returned some delivery records that | asked her to look over, aned ¢néedelivery record
information into the OB database.

* | organized my ORC binder and updated my excel spreadsheet.



Thursday, June 4, 2009

We received some more delivery records so | copied the relevant informatiohed&livery record

template.
| went to the PCC to recruit, but neither of the subjects that | went to go see showehlaipappointment.

| printed delivery records dividers so that | could insert them into the @Br&ol

Friday, June 5, 2009

| went to the PCC to recruit this morning. | met with a patient that wanted toijpeieti in the clinical and
sub studies so | gave her consent forms to look over and sign. She would be eligiblatdetarext
appointment. Another subject that | was hoping to enroll rescheduled, but | was thepisige’d
reschedule her appointment for Monday so that she would meet gestational age esquioethe study.

| entered information into the OB database.

| conducted 2 sub studies and one of my standard care subjects came in to fill out questionnair
There were a few patients that | wanted to meet with in the afternoon. Two ofvlremnew OB (NOB)
patients and out of those 2, one was SSO. The other did not seem too interested in the stady. The |

patient rescheduled and she fell in the 30 week range for starting the OB study



Week 19: 6/8/09 — 6/12/09

Monday, June 8, 2009
* | went to the PCC to recruit subjects.
* | conducted a sub study for one of Mayra’s subjects.
* | entered information into the OB database.

* | attended the ORC full staff meeting in the afternoon.

Tuesday, June 9, 2009

e | did not go to the clinic today because none of the patients that | screeneddjt@m|i@eticipate in the
study.

e | worked on creating/organizing the IRB binder for the low back pain study.

¢ One of my standard care subjects came in for her final visit of the OB study.

e | worked on my journal entries.

Wednesday, June 10, 2009
* There weren’t any doctors available today so | did not recruit.
* | completed putting together the low back pain binder today.

* We received more delivery records so | transferred information onto thergebeerd templates.

Thursday, June 11, 2009
* | went to the PCC to recruit subjects in the morning and the afternoon.

* One of my subjects came in for the clinical study.



¢ | worked on the enrollment numbers for the PCC.

* Two of my standard care subjects came in to fill out questionnaires.

Friday, June 12, 2009
* There weren’t any doctors available at the clinic so | did not recruit.

¢ | went out of town.



Week 20: 6/15/09 — 6/19/09

Monday, June 15, 2009

* There weren’t any doctors available today so | did not recruit.

* | worked on putting together/organizing the pregnancy study and the carpal tudyelStS) IRB binders.
| was able to complete the CTS IRB binder today.

* | entered delivery records information into the OB database and placesipiates in their corresponding
folders.

* There was an OB sub study; however we were not able to get a hold of Dr. Hensel daaetihe

subject go home without being treated.

Tuesday, June 16, 2009
e | did not go to the clinical today because there were not any physiciandkevaila

e | spent all day putting together the OB IRB binder.

Wednesday, June 17, 2009

* There weren’t any doctors available today so | did not recruit.

* | screened for patients to approach tomorrow.

* | entered information into the OB study database.

* | re-attached a metal clip that was broken on one of the sub study machines.

* | made some changes to the sub-study instructions that were written omtineeard in the sub study

room.



Thursday, June 18, 2009

* | did not go to the clinic today because none of the patients qualified to particidegestady. Some of
them | had approached previously, and mentioned that they were not interestedipagagiin the study.

* | called one of my subjects to confirm that she was coming tomorrow to meet evithrge practitioner.
Her next appointment was scheduled for Monday. | asked her to schedule this appoarthalstq keep
her Monday appointment) so that she would not miss her study visit with us.

* | updated my excel spreadsheet with patient encounters and screened fos suilajegtoach tomorrow.

Friday, June 19, 2009
* | went to the PCC to recruit subjects.

* Two of my subjects and one of Mayra'’s subjects came in for their OB treatment



Week 21: 6/22/09 — 6/26/09

Monday, June 22, 2009

* | screened for subjects to approach today at the clinic and then went to go recruit.

* One of my subjects came in for an OB treatment

Tuesday, June 23, 2009

| did not go to the clinic today because there were not any physicians available

| spent all day putting together the OB IRB binder.

There were 2 patients that | wanted to approach this afternoon — 1 rescheduled dret thasod no show.

The standard care patient that was supposed to come in today to fill out questiontaiotskiow up.

Wednesday, June 24, 2009

| approached one patient at the PCC; she was 30 weeks; however she was nedimepasticipating in

the study. Another patient did not show up for her clinic appointment.

* | missed 2 patients that | was going to approach today because | was canthesub study for one of
Mayra’s patients.

* | entered information into the OB study database.

* Height and weight columns were added to the database so | spent most of theradaytbatenformation

for all of the charts.

Thursday, June 25, 2009

* | conducted a sub study for Mayra. A DO fellow shadowed me during the sub study.



* There were 2 patients that | wanted to approach today, but was not able to betisisealn-study.

* One of Mayra’s subjects came in for her 2 weeks post partum visit.

Friday, June 26, 2009
* One of my standard care subjects came in for her sub-study visit.

* | updated my excel spreadsheet (patient encounters).



Week 22: 6/29/09 — 6/30/09

Monday, June 29, 2009

* 1did not go to the PCC today because there weren’t any physicians available.
* | called 2 new subjects to reschedule their first appointment with us.

* | worked on the enrollment numbers for the PCC

* | made new charts for the OB study.

* | went to lunch with Mayra, Debbie, Dorothy, and Chai (the new intern at the ORC).

Tuesday, June 30, 2009

| did not go to the clinic today because there were not any physicians available

One of Mayra’s subjects came in for her sub study visit. | ran the study.

| enrolled a new subject and her first visit was today. She decided togzdini the clinical study only.

| met with Dr. Licciardone to discuss how to analyze the data for my practipan.re

Today was my last day at the ORC. It was an exciting, yet sad day. ED®rking there!
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