CHLAMYDI A SCREENI NG DECI SI ON STUDY

Janet Rogers

APPROVED:

Chair Dat e
Menber Dat e
Menmber Dat e
APPROVED:

F. G Abdellah, Ed.D., Sc.D., RN, FAAN Dat e

Dean



DI SCLAI MER STATEMENT

Departnent of Defense
This work was supported by the Uniformed Services
University of the Health Sciences Protocol No. TO61AM
The opinions or assertions contained herein are the
private opinion of the author and are not to be construed
as official or reflecting the views of the Departnent of
Defense or the Uniforned Services University of the

Heal t h Sci ences.

il



COPYRI GHT STATEMENT
The aut hor hereby certifies that the use of any
copyrighted material in the thesis entitled: "CHLAMYD A
SCREENI NG DECI SI ON STUDY" beyond brief excerpts is with
the perm ssion of the copyright owner, and will save and
hold harm ess the Uniformed Services University of the
Heal th Sci ences from any danage which may arise from such

copyright violations.

v



ABSTRACT
Chlanydia is a prevalent infection anong the sexually
active. Studies have shown that chlanydia is a health
problemfor mlitary wonen. The United States Center
for Disease Control recomrends screening asynptomatic
wonen under the age of 25. Many studi es show t hat
screeni ng asynptomati c young wonen uncovers significant
nunbers of infections. O her studies show that many young
wonen are not being screened for this disease. This
qualitative study investigates what factors influence
providers decisions to screen for chlanmydia. A record
review of 28 active duty wonen who received pel vic exans
at a mlitary health clinic for chlanydia screening and
chl anydi a preval ence was perforned to enrich the
interpretation of the data. Three heal thcare providers
who perform pelvic exans were interviewed. Data was
anal yzed gui ded by using Brooks Theory of Intrapersonal
Per cept ual Awar eness (BTIPA) for factors influencing
their decisions to screen for chlanydia. The interviews
were studiously reviewed for thenmes and conpared to the
t hemes of perception, judgnent, and intrapersonal
perceptual awareness in accordance wth BTI PA

Key Wbrds: chl anydi a screeni ng decision making mlitary
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Chl anydi a Screening 1

CHAPTER | : | NTRCDUCTI ON

| nt roducti on

This chapter introduces the topic of healthcare
provi ders maki ng a decision to screen for chlanydia. It
describes the inportance of the topic and the rel evance to
the mlitary

Backgr ound

Chlanydia is a prevalent infection anong the sexually
active; it is currently the nost commopn sexually
transmtted disease in the United States. The United
States Center for Disease Control and Prevention (CDC
reports 3 mllion genital chlanmydia infections annually
(Eradication, 1998). Many infected wonen are asynptonmatic
and if left untreated, chlanydia infection may result in
ectopi c pregnancies, tubal infertility and pelvic
i nflammatory di sease (Mosure et al., 1997). The annual
United States health care costs related to pelvic
i nflammatory di sease and its associ ated sequel a of ectopic
pregnancy and infertility exceed $2.6 billion (Washington,
Arno, & Brooks, 1986). No nore recent studies about the
financial costs of chlanydia infection and its sequel a
could be found, but it is reasonably assuned that

heal t hcare costs have not decreased since 1986 and
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presumabl y, chl anydi a i nfecti ons have not becone | ess
expensi ve.

Due to the asynptonmatic nature of chlamydia infection
in femal es, clinicians nmust nmaintain a high index of
suspicion for this infection even if no apparent signs or
synptons of infection exist. This has rel evance to the
mlitary as an unconplicated chlanmydia i nfection can be
treated with an i nexpensive course of oral antibiotics
taken on an outpatient basis, while pelvic inflammtory
di sease may require nedical evacuation froma depl oynent,
with hospitalization costing thousands of dollars. A
recent study of female arny recruits showed that 93. 1% were
sexual ly active and 9. 2% were asynptonmatically infected
with chlanydia (Gaydos et al., 1998). A study by Ml one,
Hyans, Hawki ns, Sharp, and Daniell (1993) found that male
US mlitary personnel engage in high risk sexua
activities during deploynents. It is reasonable to assune
that female mlitary personnel may engage in high risk
sexual activities under simlar situations.

By screening asynptomati ¢ wonen and providing early
intervention for sub-clinical infection, adverse outcones
for chlanydia infection my be mnimzed. Current

pr of essi onal gui delines (CDC, 1998) reconmend routine
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screening and treatnent if indicated at annual exam nations
for asynptonmatic chlanydia infections for wonen under 25
years of age, particularly if they have a new partner, or
have had nore than one sex partner over their lifetinme, or

i nconsi stent barrier contraception practice.

Pr obl em St at enent

Chl anydia infection is a significant problemfor young
wonmen. Current professional guidelines recommend screening
of asynptonmatic wonen under the age of 25. Several studies
have docunented that many clinicians do not strictly adhere
to these guidelines. The problemis that no one knows what
i nfl uences clinicians to screen for chlanydia.

There were three purposes to this study. The main
pur pose of this study was to describe the factors which
i nfluence a providers decision to screen for chlanydia in
active duty femal es younger than 25 years of age who are
sexual |y active. Then, in an effort to enrich the
findings frominterview ng providers about the decision
maki ng process; the preval ence of chlanydia screening of
active duty, sexually active fenmal es under the age of 25
who attend a routine outpatient appoi ntnent for the purpose
of receiving a pelvic exam nation was described. Finally,
to determne if appropriate screening was bei ng perforned,

t he preval ence of chlanydia infection in this sanme
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popul ati on was descri bed.

Research Questi ons

Based upon the problem statenent, the foll ow ng

research questions were asked:

What factors influence clinicians decision to screen
for chl anydi a?

What is the preval ence of chlanydia screening for the
active-duty popul ati on?

What is the preval ence of chlanydia anong those
screened in the active duty popul ation?

Theoretical Franework

There are two theories that fornmed the basis of this
study. The first is Neuman s Systens Mdel (Meleis, 1991).
Neuman proposed that individuals are holistic beings with
lines of defense, |ines of resistance, basic survival
factors, and universal personal vari ables: physiol ogical,
psychol ogi cal, sociocul tural, devel opnental, and spiritual.
Al l humans experience stressors fromthe internal
envi ronment and the external environnent. Stressors
chall enge the integrity of the individual s health. Nurses
assess individual s responses to stressors and assi st
individuals to prevent further stressing of the individual.

Health is conprom sed when a stressor crosses the |lines of
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defense. Primary prevention keeps stressors from
penetrating lines of defense. Secondary prevention
decreases the stressor and enhances wel |l ness. Tertiary
def ense invol ves restoring conprom sed health to an
unconprom sed or | ess conprom sed position.

By screening for disease and intervening early in the
di sease process, clinicians provide secondary prevention,
potentially mnimzing the insult in a pre-synptom state.
This theory may be used as a foundation of the practice of
clinicians screening asynptonmati c wonen to detect sub-
clinical infection to mnimze the adverse outcones of
untreated chlanydia. ldeally, chlanydia screening would
identify all infected wonmen wi thout the undue burden of
screeni ng those who are unlikely to be infected.

The theory that explains clinicians decision making
is Brooks theory of intrapersonal perceptual awareness
(BTIPA). Brooks describes nurses as whol e bei ngs who
utilize perceptions, judgnents, and intrapersonal
perceptual awareness to nmake clinical decisions (Brooks &
Thomas, 1997). The nurse-clinician then nmakes patient care
deci si ons based on perceptions, analysis of perceptions and
past experiences. However, nurse-clinicians use nore than
prof essional guidelines to provide health care services.

Past personal and professional experiences hel p shape the
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analysis of clinicians perceptions and ultimately
i nfl uence clinical decision nmaking.

Definition of Terns

For the purpose of this study, the follow ng
definitions were used:

Routi ne Pel vic Exam nati on An assessnment of the femal e

genitalia that includes a speculum and a bi nanual

exam nation perforned to evaluate the size, shape,

consi stency, and tenderness of pelvic organs, nmay include
the collection of biological specinens to test for specific
di sease conditions, to detect disease in its earliest state
and to pronote well ness

Active duty female Any femal e, regardl ess of branch of

service, on active mlitary duty

Chl anydi a screening Any lab test collected and perfornmed to

di agnose chl anydia trachomatis infection of the genital
tract

Clinician A professional health care provider, regardless
of educational preparation who has credentials to perform
routine pelvic exam nations at Walter Reed Arny Medi cal
Center (WRAMC), may include MD., DO, P.A, and CR N P.

Assunptions and Limtations

Limtations of this study include:
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Results may not be applicable to other patient

popul ati ons.

. The nunber of records screened may not yield an

accurate description of chlanydia screening and

af fect generalizing findings.

. There are a variety of chlanydia screening tests

avai |l abl e and the specificity and sensitivity of
each test nethod is different, which nay affect the
reported preval ence of infection.

Sanpling will be done by conveni ence net hods.
Clinicians interviewed may not be representative of
all clinicians who do pelvic exans in that clinic or
may not be able to verbalize accurately the thought

processes used to neke deci sions.

There are a few basic assunptions underlying this

st udy:

1

2.

3.

Clinicians are assuned to be know edgeabl e about
screeni ng recomendati ons for asynptonmatic chl anydi a
i nfection in wonen.

There will be no logistical issues that limt
clinicians fromperform ng chl anydi a screening.

The | aboratory will conplete each test that is

or der ed.
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4. dinicians will be willing to try to accurately
recall and articulate what factors influence
clinical decision nmaking.

Sunmary
This chapter introduces the issue of asynptonmatic
chl anydia infection as a problem for Anerican wonen. Wile
current professional guidelines recomend screening certain
categories of wonen, it is unknown how clinicians make the
decision to screen a woman for chlanydia. The purpose of
this study is to describe factors used by clinicians in

meki ng that deci sion.
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CHAPTER | 1: REVI EW OF LI TERATURE

| nt roducti on

The purpose of this chapter is to sumrmarize the
available literature on genital chlanydia infection in
wonen. Civilian population studies and mlitary popul ation
studies are presented. Research that describes clinician
deci sion making is al so di scussed.

Studies of G vilian Popul ations

There are several studies that docunent the preval ence
of genital chlanydia infection in sexually active young
wonen. Biro, Rosenthal, and Kiniyal actos (1995)

i nvestigated 373 young wonen aged 12-21 who presented to an
ur ban adol escent clinic for routine pelvic exans or

abdom nal or pelvic conplaints. Al were screened for
chlanydia, 75 tested positive for a total preval ence rate
of 20% Even though the active duty popul ation is ol der
than the population of this study, this study is inportant

i n docunenting chlanydia as a health problem for young
womnen.

In a 1992 study of Massachusetts heal th mai nt enance
organi zations (Thrall et al., 1998) sexually transmtted
di sease test rates were reported on 33,701 enrolled femal e
menbers aged 15-21. The percentage of adol escent wonen who

were tested for chlamydi a and gonorrhea ranged from 2% f or
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15 year olds to 9% for 21 year olds. Only 11% of 15-19
year olds were tested of the estinmated 53% who were
sexual ly active. This study describes screening that is
not consistent with current CDC gui delines for screening
all sexually active adol escents for chlanydia infection.
It lays the groundwork for factors other than professional
gui delines that influence clinicians decision to screen
for chl anydi a.

Uni versal chlanmydia testing of sexually active wonen
(Mosure et al., 1997) who had pelvic exans in public funded
famly planning clinics in Northwestern states from 1988-92
docunented a preval ence rate of 10% over the five years of
the study. Over 148,000 tests were performed. O those
infected with chlanydia, 73% had no clinical sign (pelvic
i nfl ammatory di sease, nucopurul ent cervix, or friable
cervix). This study is inportant in describing chlanydia
as a problemfor adult wonen, not just adol escents, and in
docunenting the asynptomatic nature of the infection.

During the sanme tine period (1988-92), the city of
Col unbus, OChio conducted a study at a variety of clinical
sites, both public and private. Al femal es aged 15-44
who received pelvic exans at study sites were tested for
chl anydia. Al nost 200, 000 speci nens were collected. The

preval ence of chlanydia in 1989 was 8% which decreased to
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5.4%in 1992 (Mertz et al., 1997). Alimtation of this
study is that it is unknown if the study participants were
tested a single year or multiple years. It is likely that
the decrease in preval ence may be due to previously
screened wonen being treated and tested on subsequent
years.

Studies of MIlitary Popul ati ons

Simlar rates of chlanydia infection have been
reported anong mlitary populations. In 1986 an Arny
medi cal center in North Carolina screened every femal e who
received a pelvic examin the energency departnent over a
four nonth period (Pfaff & Pinentel, 1991). The age range
of wonen tested was 16-41. Qut of the 326 pelvic exans, 36
chlanydia tests were positive. Over half (56% were
neither treated with antibiotics appropriate for chlanydia
infection on release fromthe energency departnent nor
referred to gynecol ogy for further evaluation. Additional
staff tine was used contacting patients for treatnent.
Even though this popul ati on was not asynptomatic this study
found chl anmydia infection to be a problemw thin the
mlitary community.

A 1991 study of active duty fenmal es undergoing routine
pap snear exans (Catterson & Zadoo, 1993) described a

chl anydi a preval ence of 8.2% Troop nedical clinic
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provi ders screened 476 consecutive Arny femal es and had 39
positive results. Al patients with positive tests were
asynptomatic. Catterson and Zadoo (1993) conducted a
rel evant study as they found chlanydia infection as a
probl em for active duty fenales.

A nore recent, |arger study (Gaydos et al., 1998)
i ndicates chlanydia infection still is a problemfor the
mlitary. FromJanuary 1996 to Decenber 1997 new fenal e
recruits at a basic training post were screened for
chl anydia after consenting to be tested. O 16,593 wonen
who nmet inclusion criteria, 79.7% agreed to participate.
For the entire study popul ation the chlanydi a preval ence
was 9.2% For those participants who deni ed ever having
vagi nal sex the preval ence was 1.4% (13/914). Only 8. 4% of
t hose who al ways used condom had a positive chlanydia test.
Thus, even those wonen with a health history that woul d not
pl ace themat risk for chlanmydia infection, were in fact
i nf ect ed.

St udi es of Deci si on Mking

There are fewer studies published on chlanydi a
screeni ng deci sion nmaking. Al exander, Treinman, and C arke
(1996) conducted a survey of 1625 certified registered
nurse practitioners. Only 611 nurse practitioners

responded. Respondents indicated feeling know edgeabl e or
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very know edgeabl e (95% about chlanmydia. Itens testing
chl anydi a knowl edge were answered correctly by 60-80%
Nurse practitioners self-reported conpliance with CDC
gui delines for chlanydia screening at |ess than 100% O
the respondents, 67% reported routinely screening sexually
active adol escents. Patients who had new partners, or who
had nultiple partners were routinely screened by 73% and
80% respectively. Patients who did not use barrier
met hods were routinely screened by only 34% of respondents.
This survey is inportant because is describes nurse
practitioners self-reported knowl edge about sexually
transmtted di seases and descri bed patient situations in
whi ch nurse practitioners were likely to screen patients
for chl anydi a.

Screening for chlanydia infection can be very costly.
In order to reduce the costs, attenpts have been nmade to
identify criteria to allow the fewest nunber of patients to
be screened, yet still identifying nost of the infection. A
study which conpared the screening criteria for chlanydia
anong three different studies (Marrazzo, Fine, Celum
DeLisle, & Hunter, 1997), found that the CDC criteria (al
sexual ly active femal es under 25, new partner, nore than
one partner over a lifetinme, or inconsistent use of barrier

contraception) perfornmed well. This study anal yzed
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previ ously published studies that conducted universal
screening for chlanydia. They found by screening 58-74% of
t he wonen, 88-89% of infections would have been detected.
For many patients and practices, the cost of chlanydia
screening is a deterrent to universal screening of

asynpt onati ¢ wonen.

The San Diego County Departnment of Health Services
surveyed 171 primary-care clinics and group practices that
provi ded reproductive services to wonen in May of 1993
(CDC, 1994). Information was requested on chlanydi a
screeni ng, reporting, and diagnosi ng and treat nent
practices. Chlanydia screening practices were grouped into
protocol screening in which the clinician followed a policy
to test wonen or clinician-directed screening in which the
clinician tested based on the patient assessnent. 85
providers returned surveys. Al respondents reported
practicing clinician-directed screening. In addition,
prot ocol screening was performed by 53%in at | east one
situation. Protocol screening situations were reported as
adol escent 39% gynecol ogical 20% and initial famly
pl anning 33% Many of the clinics and group practices had
no witten policy for routine screening of chlanydia the

only screening perfornmed was at the clinicians discretion.
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In a simlar survey of primary-care practices in Wake
County, North Carolina (CDC, 1997), 159 surveys were mail ed
W th 127 responses. 117 responses net inclusionary
criteria of serving adol escents. O the respondents, 94
provi de chl anmydia testing (80% but only 34 routinely
screened adol escents for chlanydia at all or annual pelvic
exanms (29%. O the 60 practices that offer testing but do
not routinely screen adol escents for chlanydia, al
reported testing for chlanydi a based upon pati ent
assessnent .

In related literature regarding clinical decision
meki ng, Callahan, Dittus, and Tierney, (1996) collected
data on physicians clinical assessnents and the frequency
and nature of patients visits in a random zed clinica
trial to inprove the treatnent of late-life depression
Patients who reported synptons of depression of a screening
questionnaire were enrolled in the study. The intervention
group of physicians received the scores of the patients
depressi on screening questionnaire along with treatnent
reconmendat i ons. The control group was just as likely as
the intervention group to identify patients as being
depressed. However, recognizing that a patient was
depressed did not consistently result in treatnent

intentions or actions. There is a gap between the
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recognition of depression as a problemand intention to
treat or treating the depression. Primary care physicians
rely on clinical cues not related to depression severity
scales in determning the |ikelihood of depression. This
study describes factors other than objective guidelines

t hat physicians use in nmaking clinical decisions.

Sunmary

The literature suggests that chlanydia is a preval ent
probl em anong young wonen, mlitary and civilian. Over
several years the preval ence rate seens to be described as
8-12% Many providers do not utilize protocols but rely
upon clinical assessnent for chlamydia screening even with
a high rate of asynptomatic infection. Providers sonetines
recogni ze potential patient problens but do not have
resources or time to investigate if potential problens are
actual problens. Physicians rely on clinical cues
unrel ated to objective criteria in determ ning the
i kelihood of disease. After an extensive search of the
literature, no study which identified how clinicians make
decisions to screen for disease was found. This study
begi ns the description of clinicians decision to screen

for chl anydi a.
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CHAPTER |1l : METHODS

| nt roducti on

Thi s chapter discusses the nethodol ogy used in this
study on chl anydi a screening decision making. Primarily a
qualitative study, sonme quantitative data was used to
assist in the interpretation of the data.

Research Desi gn and Procedures

The purpose of this study was to describe factors
whi ch influence healthcare providers decisions to screen
for chlanydia. This is a descriptive study designed to
descri be the perception, judgnent and intrapersonal
perceptual awareness factors utilized by professional
heal t hcare providers in making decisions to screen for
chl anydi a.

Qualitative Research

Qualitative research is based on a holistic world view
wth a few comon beliefs: reality is different for each
i ndividual and that reality changes over tine and what an
i ndi vi dual knows has neaning only in specific situations
(Burns & Grove, 1997). Investigating individuals current
realities and the neani ngs that individuals give to
situations hel ps the nursing profession to gain insight
into holism In qualitative research practice the enphasis
is on the participants telling their own stories and the
researcher later identifying the possible nmeanings within

the participants’ stories. No attenpt is made by the
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researcher to influence the story that is told by the
participant. The insights that are gained can lead to
theory building, theory support, or may refute a nursing
theory. Insights gained fromaqualitative research add to
t he know edge of professional nursing and can formthe
basis for further quantitative research

Quantitative Research

Quantitative research is conducted in a nmanner in which
the researcher has nore interest in gaining specific,
measurabl e results instead of descriptive or exploratory
results. Quantitative research is done to di scover cause-
and-effect relationships, correlational relationships, or
to descri be phenonena (Burns & Grove, 1997). In devel oping
the research plan, the investigator decides in advance
whi ch variables wll be studied. The variables that are
sel ected for study nmay not necessarily be itens of
significance for either patients or nurses.

Qualitative research forns the very foundati on of
nursing research: the aimis to describe what a situation
is like fromthe participants point of view what is
significant to the participant.

This study was designed to be a qualitative
investigation with a quantitative conponent to assist in
the interpretation of the data. The quantitative data was
collected via a review of the records of 28 active duty,

sexual ly active fermal es who received a pelvic exam at WRAMC
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wonen s health clinic. The rank and age of each of the
sanpl e popul ati on was recorded along with annotation

i ndi cating sexual activity, if they were screened for
chl anydi a and the chlanydia test result.

After obtaining the screening preval ence data, three
clinicians froma mlitary wonen s health clinic, were
interviewed to better understand their decisions to screen
for chlanydia. The clinicians were interviewed to identify
the perception, judgnent, and intrapersonal perceptional
awar eness factors which influence their decision to screen
for chlanydia. The factors of perception, judgnent and
i ntrapersonal perceptional awareness influencing decision
maki ng conme from Brooks work (Brooks & Thomas, 1997) and
guided the interviews. The interviews were audi otaped and
transcri bed for studious review of content | ooking for
common thenes. The transcripts were reviewed by the
principal investigator and a colleague famliar with
qualitative research. The nethodol ogy for identifying the
themes that energed fromthe interviews was adapted from
Onen s (1989) study in which she used an inductive approach
to devel op general know edge about the concept of hope.

Sanpl e
A conveni ence sanple of records was screened.
I nclusionary criteria for the records included: fenale,
sexual ly active, active duty, age 17-25, received a pelvic

exam at the participating clinic. Screening took place
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until 28 records which nmet inclusionary criteria were
obt ai ned. A sanple of 28 was used for descriptive purposes
and was not intended to be applicable to popul ati ons beyond
t he sanpl e.

The participants for the qualitative interviews were
obt ai ned usi ng purposive sanpling. The appropriate
| eadership at the mlitary nedical facility was contacted
to ask permssion to invite providers to participate in
this investigation. After perm ssion was granted, the
i nvestigator contacted each eligible clinician who
performed pelvic exans on active duty females in the clinic
fromwhich the popul ation of records was obtained to
explain the study and invite themto participate. The
principal investigator nmet the prospective participants to
further explain the study and obtain informed consent (see
Appendix A). A tine and |location convenient for the
participant and the investigator was agreed upon for the
interview. The small sanple, of three providers was
sufficient as this is a descriptive study that began to
identify factors that are used in naking a decision to
screen for chlanydi a.

Measur enent

A tool was created to use to record data for the
record review (see Appendix B). A netallic star sticker
was placed on the |eft inside cover of each record that was

reviewed to protect against information fromthe sane
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patient record from being recorded twi ce. The tool
recorded branch of mlitary service and rank, age, sexual
activity, chlanydia screening, chlanydia results, and
docunent ation of other risk factors for chlanydi a besides
age.

| nt ervi ew Process

Interviews with clinicians who practice within a
mlitary wonren s health clinic were conducted. Al
interviews were audi otaped. The participants were asked
for permssion to tape record their interviews. The
researcher bracketed preconcepti ons before conducting the
interviews by maintaining a log of beliefs on chlanydia
screening that was reviewed and updated prior to interviews
of participants. |deas that were bracketed included: not
done according to CDC guidelines, done if clinician
believes the patient is prom scuous or a risk taker,
clinicians are unconfortable discussing risk factors and
pr of essi onal guidelines for screening for chlanydia with
patients, done nore frequently for enlisted wonen than
officers and for younger wonen than ol der, not perfornmed as
true screening test but always performed if clinically
suspi ci ous, and younger clinicians are nore likely to
screen than ol der clinicians.

The investigator spent a few m nutes establishing
rapport with the participant by making |ight conversation

about current events and the participant’s prior
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enpl oynent. Denographi c data about the partici pants was
col l ected including educational background, professional
experience, and percentage of tinme spent practicing wonen s
heal th. Wen adequate rapport had been established the
i nvestigator asked: Are you ready to start the interview?
When a positive answer, was received, the participant was
rem nded that this investigation is on screening for
chl anydia in asynptomati c wonen then, purposive collection
of data began.
Broad, open-ended questions were asked to coll ect
information. |f the participants nmade points that needed
further clarification, they were asked for nore
information. Using Brooks theory of intrapersonal
perceptual awareness as a gui de, these questions were asked
of the participants:
1. What perception cues are used to nmake the decision
to screen for chlanydi a?

2. How is judgnent used in making the decision to
screen for chl anydi a?

3. What intrapersonal perceptual awareness factors are
i nvol ved in making the decision to screen for

chl anydi a?

The follow ng questions were asked to clarify, \Wat
perception cues are used to nake the decision to screen for

chl anydi a? :
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la. Wat subjective information do you use when

maki ng the decision to screen for chlanydi a?

1b. How does intuition play into your decision to

screen for chl anydi a?

lc. What visual cues affect your decision to screen

for chl anydi a?

The follow ng questions were used to clarify answers
to: Howis judgnent used in nmaking the decision to screen

for chlanydi a? :

2a. \What objective informati on do you use when maki ng

the decision to screen for chl anydi a?

2b. \What pieces of information do you use when mnaki ng

the decision to screen for chl anydi a?

2c. What factors inhibit you from screening for

chl anydi a?

2d. What do you consi der when naking the decision to

screen for chl anydi a?

The follow ng questions were asked to clarify answers
given to: \Wat intrapersonal perceptual awareness factors
are involved in nmaking the decision to screen for
chl anydi a? :

3a. \What past experiences affect your decision to

screen for chl anydi a?

3b. How do you neke the decision to screen for

chl anydi a?
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3c. What influences you to screen for chlanydi a?

Foll ow ng the interview the investigator nade field
notes recordi ng cues, behaviors, inpressions, and
perceptions of the participants.

Dat a Anal ysi s

Descriptive statistics were used to describe the
chl anydi a screening frequency obtained fromthe record
review. The frequency of chlanydia screening for each age
group (18-24) in the study was conputed. The frequency of
chl anydi a i nfection was cal cul at ed.

The audi ot apes were transcri bed. The investigator
reviewed the transcripts for quotes fromthe participants
i n maki ng the decision to screen for chlanydia. Two
col l eagues famliar with qualitative nethods al so revi ewed
the transcripts to identify terns. Quotes fromthe
participants that were identified were witten onto index
cards. The quotes were edited to enhance readability while
| eaving the content and neani ng unchanged. The index cards
were given to four readers to sort into categories
according to simlarities in neaning or feeling. The
i nvestigator reviewed each reader s categories for
consistency and to identify the nunber of categories that
energed fromthe interviews. The neaning of each category
was reviewed and | abel ed. Categories were clustered into
themes of simlar neanings. Thenes that energed were

conpared to Brooks (1997) thenes of perception, judgnent
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and intrapersonal perceptual awareness.

Trustwort hi ness

Trustworthiness is achi eved when the research
accurately represents the participants experience
(Streubert & Carpenter, 1995). Trustworthi ness was
establ i shed by consistent use of the interview questions
whi ch asked for answers based on the participants
experience. The investigator reviewed the transcripts
while listening to the audi otapes to ensure accurate
transcription of interviews.

To further verify an accurate representation of the
participants experience, a colleague, famliar with
qualitative research, also reviewed the transcripts for
ternms used by the participants in naking the decision to
screen for chlanydia. The investigator s findings and the
col | eague s findings were conpared for consistency in the
identification of terns used in making the decision to
screen for chlanydi a.

Protection of Human R ghts

I nstitutional Review Board instructions fromthe
Uni fornmed Services University of Health Sciences and WRAMC
were followed. There were minimal, if any, risks involved
to the participants. Witten consent fromthe active duty
wonen whose records were reviewed was not obtained. There
was no personal contact with them The formthat that was

used to collect the data had no informati on that woul d be
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able to trace the individual in order to provide anonymty.
There was a witten information paper (see Appendi x A) for
the interview participants to review prior to agreeing to
be interviewed. Privacy was protected by conducting the
interviewin a location unlikely to be interrupted and by
mai nt ai ni ng the audi otapes and transcripts in a secure

| ocation. Witten consent fornms were obtained from each

interview participant and a copy was provided to them
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CHAPTER | V: ANALYSI S OF DATA

| nt roducti on

A description of the sanple and anal ysis of the
collected data are reported in this chapter. The
quantitative data of the preval ence of chl anydia screening
and chlanydia infection are presented. The qualitative
data includes thematic categories and thene clusters that
energed frominterviews with participants.

Descri ption of the Sanple

The quantitative sanple consisted of a review of
medi cal records of 28 active duty mlitary wonen under the
age of 25 who received a routine pelvic exam at WRAMC
gynecology clinic. Over 100 nedical records were revi ewed
to find 28 which net the inclusionary criteria of: active
duty, female, under age 25, new or nore than one sex
partner over a lifetime and inconsistent or no barrier
contraceptive use.

The qualitative data was obtained fromintervi ews of
three providers in the WRAMC gynecol ogy clinic. The sanple
included two MD.s and one D.O. Al were active duty Arny.
The range of experience was 3 to 16 years. Two of the
participants were wonen and one was a man. Two were board
certified in Qostetrics and Gynecol ogy and one was in the
final year of an Qobstetrical and Gynecol ogy residency.

Quantitative Results

Twent y-ei ght records which nmet inclusionary criteria
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were reviewed. By using CDC guidelines all 28 wonen shoul d
have been screened for chlanmydia. Only 3 of the 28 wonen
were screened for chlanydia at the exam No wonman tested
positive for chlanydia. Five records had risk factors for
chl anydi a docunented. Four records docunented inperfect
barrier contraception use. One docunented nultiple sex
partners. O the five records with risk factors docunent ed,
only one (multiple sex partners) was screened for

chl anydi a.

The nedi an age of wonen was 23. The node was age 25,
wth a range of 18-24. Two of the wonmen who were tested
were 23. The other woman who was tested was 22.

Al wonen who were screened for chlanydia or who had
risk factors docunented were enlisted. Recently published
literature (Gaydos et al., 1998) supports chlanydi a
infection as a health problemfor enlisted wonen. No
studi es were found investigating chlanmydia infection anong

of ficers.

Qualitative Results

Terns identified after studious review of transcripts
were given to four readers to sort according to simlarity
of nmeaning or feeling. Sone terns overl ap categories. Four
theme categories energed with six thenme clusters. Table 1

summari zes them Following the table a brief description
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of each thene is provided along with terns which support

t he t heme.

Table 1. Thenme Categories and Thenme C usters

Theme Category 1. Perception of risk
Theme C uster 1A: Provider perception of risk
Theme Cluster 1B: Patient perception of risk
Theme Category 2: Professional Judgnent
Theme O uster 2A: Fol l ow ng CGui deli nes
Theme C uster 2B: Diagnostic Tool
Theme Category 3: dinician Bias

Theme Category 4. Accessibility

Theme Category 1. Perception of Risk

Al clinicians interviewed identified risk as a factor
used in their decision making for chlanydia screening. Each
identified risk factors and risk behaviors which influenced
their decision to screen for chlanydia. In addition, each
one nentioned patients who requested to be tested for
chlanydia. The follow ng statenents illustrate this thene.

Theme Cluster 1A: Provider perception of risk.

A patient that presents with nausea, voniting, diarrhea, to ne has
gastroenteritis, unless there is sone other reason to think they have
PID (pelvic inflammatory di sease). Yet, by CDC criteria, they would
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probably nmeet the criteria for PID. Mst of them based on the m ni nmal
criteria and one nmajor criteria would.

On physical exam if | saw rucopurul ent cervical discharge, then
woul d screen for chlanydia. If | saw things that might be consistent
with other sexually transmtted di seases. For instance, clearly a
herpes ulcer, in soneone who hadn't had a previous history of herpes.
Then, even in the absence of anything else, | would go ahead and do
cervical cultures.

If you have a patient who is coming in with a history (of sexually
transmtted disease) or you are treating for a sexually transmtted
di sease, l|ike herpes, | would recommend that patient be screened for
other sexually transmtted diseases at the sane tine. | think that is
really important, because, if they have that one, there is a likelihood
that they might potentially have another one, |ike gonorrhea, chlanydia.

Theme Cluster 1B: Patient perception of risk.

A lot of tinmes patients will just cone out and ask (to be screened
for chlanydia) and if there is any concern that they have been in a
rel ati onship that there m ght have been sonme infidelity then | will go
ahead and ask if they want it done or patients will just cone out and
ask for it to be done

Any patients who even have a concern that their partner may have
transmtted a sexually transnmitted disease to them | wll screen those
patients.

Patients’ concern that they m ght have been exposed. A narried
couple that the wife mght be suspicious that the husband has been
depl oyed, has been unfaithful, | would screen in those instances, even
if they weren't really certain but they had concerns of their own.

Theme Category 2: Professional Judgnent

The clinicians all used guidelines to determ ne who
shoul d be screened for chlanydia. They also used chlanydi a
screening as a diagnostic tool when they were uncertain of
t he di agnosi s.

Theme C uster 2A: Fol |l ow ng gui del i nes.

The Arny has new gui delines so everyone under the age of 25 gets

screened. Prior to that guideline, |I followed CDC guidelines. So
basi cal | y, anyone under the age of 25, had nore than one partner, or a
new partner, or wasn't using barrier contraception, | would screen for

chl anydi a.
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I would say intuition doesn't play into nmy decision maki ng because
there are high risk populations so | would use that criteria. | pretty
much go by standard gui delines, and aski ng questi ons.

There is a new gui deline of under the age of 25 we screen al
COomers.

Theme C uster 2B: Di agnostic tool.

It is a judgnment decision. | make a judgnment based upon the
patient’'s history that they present to ne and decide fromthere whether
or not they need screening to be perforned.

Any suspi cious history, and a significant physical examand for |UD
(intrauterine device) placenent, | will screen them

If they had synptons that m ght be consistent, a yellow sh or

di scol ored di scharge, pelvic disconfort that’s w thout any G
(gastrointestinal) synptons, | would screen them

Thenme Category 3: Provider Bias

Each clinician interviewed nentioned situations or
groups of patients which are not covered under CDC

gui del i nes.

I amin nmy fourth year of residency and have been exposed to a | ot
of patients, so have had a | ot of contact with people. So you kind of
j udge your decision nmaking there.

If they have a history of IV (intravenous) drug use or drug
history, then those are patients you are going to screen, you think of
t hose patients.

If | am being consulted by the energency room and they have ne cone
down to see a patient that they think has PID, I amvery frank with
them A lot of tinmes the patient is totally clueless as to why | have
been called down there. And | will say to them "You do understand, |
have been asked to cone down to see you because they think you have a
sexual ly transmitted disease.” And then | will say to them "Is there
any reason | should be thinking you have a sexually transmtted
di sease?"

Sonmeone who has had a history of it (chlanydia), even if they had
it at a young age and it has been a long tine. That obviously
hei ght ens your awareness about the possibility of either inadequate
treatnent, or partners not being treated.
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Thenme Category 4. Accessibility

Two of the participants identified accessibility as a
factor in their decision making for chlanydia screening.

Unl ess they outright say, please don't screen ne, nothing inhibits
me from screening them

It is easy to do if you are doing a pelvic exam and you have access
to the screening, if you think of it you probably should do it.

Sunmary

This chapter describes the sanples fromwhich the
qualitative and quantitative data was obtained. Thene
categories and clusters which energed fromthe qualitative
data are presented. Thenes of perception of risk,
pr of essi onal judgnent, clinician bias, and accessibility
energed. dCinician bias and professional judgnent are
related as clinician bias may actually be professional
j udgnent which is not yet supported by research
Accessibility is actually a perception of the provider, as
what is perceived to be inpossible is inaccessible.

The significance of these findings is that it begins
docunenting other factors clinicians use besides
pr of essi onal guidelines in making the decision to screen

for chl anydi a.
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CHAPTER V: SUMVARY

| nt roducti on

Thi s chapter discusses the findings of the study. The
findings are conpared to the theoretical franeworks
underlying the study. Inplications for practice and for
research are discussed.

Di scussi on

The mai n purpose of this study was to describe factors
used by clinicians in making the decision to screen wonen
for chlanydi a. Secondary purposes of the study, descri bing
chl anydi a screeni ng preval ence and chl anydi a i nfection were
al so perforned. The preval ence of chlanydia screening and
chl anydia infection are used to assist in the
interpretation of the findings fromthe qualitative
interviews. Due to the small sanple size (n=28), the
results of the quantitative data are not applicable to
ot her popul ations. Even though the qualitative data sanple

size (n=3) was small, saturation occurred.

The interview partici pants reported adherence to CDC
gui delines. Current professional guidelines (CDC, 1998)
reconmmend routine screening and treatnent if indicated at
annual exam nations for asynptonmatic chlanydia infections
for wonmen under 25 years of age, particularly if they have
a new partner, or have had nore than one sex partner over

their lifetime, or inconsistent barrier contraception
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practice. This view was not supported by the data obtained
fromthe review of patient nedical records. O the sanple
of 28 nedical records that were available for review, only
t hree wonen were screened for chlanydia, although all net
CDC criteria for screening. O the three wonen who were
screened for chlanydia, none had a chlanydia infection. No
attenpt was nmade to correlate the nedical records that were
reviewed to the clinicians who were interviewed. It is
possi bl e that the clinicians who volunteered to participate
have a greater know edge, interest, and confort level with
the topic of chlanydia and screen at a higher rate than
their peers. The clinician sanple was |imted by healthcare
facility restraints.

A list of over four hundred patient appointnments that
met the criteria for inclusion was presented to the
out pati ent nedical records departnment. Fromthat |list only
28 records were available to review Some of the reasons
t he nunber of records avail able for review was so snal
i nclude: patients handcarrying the record instead of
storing in the records room permanent change of station
orders, and WRAMC is a referral center and mlitary nenbers
may have records stored at their primary care facility.
Also, it is possible that mlitary nmenbers renove clinica

docunents if they wish to conceal a problemfor which they
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were seen by a clinician.

Most of the participants’ statenents regarded
testing synptonmati c wonen for chlanmydia, not screening for
subclinical disease. Perhaps they do not w sh to discuss
screening for subclinical disease because it is not their
practice.

Theoretical Franmework

The followi ng thenes energed fromthis study:
perception of risk, professional judgnent, clinician bias,
and accessibility. These thenes support BTIPA findi ngs of
deci si on nmaki ng being influenced by perception, judgnent,
and intra-personal perceptual awareness. Accessibility is
a thene not identified by Brooks but it may fall under
i ntra-personal perceptual awareness for exanple, if a
clinician does not have know edge, experience, skills, or
necessary supplies/equi pnent to provide a specific
heal t hcare task, the clinician may blind hinself to the
possibility of that healthcare task. Although not a
perfect match, this study supports BTIPA for clinical
deci si on nmaki ng consi sting of perception, judgnent, and

i ntrapersonal perceptual awareness.

Neuman’ s Systens Theory explains the rationale for
screening for sub-clinical disease. By screening for

di sease and intervening early in the di sease process,
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clinicians provide secondary prevention, potentially
mnimzing the insult in a pre-synptomstate. This theory
may be used as a foundation of the practice of clinicians
screeni ng asynptomati c wonen to detect sub-clinica
infection to mnimze the adverse outcones of untreated
chl anydia. Although, the clinicians’ quotes indicated
support for disease screening, the quantitative data did
not support this. Therefore, no clear conclusions shoul d

be made.

| nplications for Practice

Cinicians should be aware that even if they are
know edgeabl e of current professional guidelines, there are
ot her factors that are involved in making clinical
deci sions. Perception and judgnent formthe basis of
maki ng a di agnosis: the history and physical exam
Clinician bias may | ead to unnecessary di agnostic testing
or not testing when appropriate.

Accessibility of diagnostic tools is always a
consideration if the clinician is uncertain of the
di agnosis. Therefore, admnistrators nust allocate
adequate resources, both tinme and financial, to allow
screening for chlanydia in vul nerabl e popul ati ons.
Facility policies should support the universal screening of
at-ri sk wonen according to current professional guidelines.

This study only begins to describe decision naking of
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clinicians for chlanydia screening. Oher studies should
be done to gain even further know edge of how that decision
i s made.

Clinicians require education on a continuing basis.
CDC gui del i nes change over tinme. Continuing professional
education on current professional guidelines is an
i nportant area for clinicians.

Recommendati ons for Further Research

Very little published material exists on clinical
deci si on naki ng. This study just begins to explore
information regarding clinical decision making. Certainly,
this study should be replicated with | arger sanple sizes
and in different populations, both mlitary and civilian.
There are many ot her situations besides chlanydi a screening
that require clinical decision nmaking. Studies that
i nvestigate clinical decision making for other patient care
scenari os should be perforned especially relative to
publ i shed standards. Ideally, this study would be
replicated at a mlitary installation where a | arge nunber
of young wonen are serving on active duty. dinicians who
see a large nunber of patients who are in the at-risk
popul ati on may have different thenmes which underlie their
practice.

The nunber of records that were available to review
limts the applicability of this study. A study on

mlitary nmenbers nedical records should be done. There are
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many issues that are still unknown regarding mlitary
health records. An electronic search in nultiple nedical
dat abases found no studies on mlitary health records. The
follow ng are sone potential research topics: what issues
i nfl uence a nenber s decision to handcarry records or file
in records room how satisfied are nmenbers with the records
room what concerns do nenbers have with patient
confidentiality.
Sunmary

This chapter includes a discussion of the findings, a
di scussion of the support for Neuman’s Systens Theory and
BTI PA, inplications for practice and inplications for

further research
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PART A{2) — ASSENT VOLUNTEER AFFIDAVIT (MINOR CHILD) {Cont’d}

MWﬂwmmhmmﬂmdh““hﬂdﬁhﬂlh; L=
o be conducted, and the Nconvenmnces and harsrds that maey reasonsbly be expectsd have boean explared to ms by I

| hawe been given an opportunity 1o ssk questions conceming this mvestigational study. Any such questions wers snswersd to my full snd
compiete satisfaction. Should any further questions arise conceming my rights | may contact

CENTER JUDGE ADVOCATE OFFICE - (202) 782-1550 OR DSN 662-1550

at WALTER REED ARMY MEDICAL CENTER, WASHINGTON, DC 20307-5001

[Name, Address, and Phone Number of Hospital (Inchude Area Codel]

1| understand that | may at any time during the courss of this study revols my szsent snd withdraw from the study without further penalty o
loss of benefits; however, | may be requestad to undergo certain exsminations #, n the opeon of the sttending physcan, such examinatons
are necessary for my health and wel-beng. My refusal to particpate will volve no penalty or loss of benefits to whach | am otherwise
e

LIMITATIONS TO MEDICAL CARE ARE DESCRIBED IN PART B

PART B - TO BE COMPLETED BY INVESTIGATOR

ﬂsm.fﬁ;ﬂfﬁ FOR ELEMENTS OF INFORMED CONSENT: (Provide a detaied explanation in sccordance with Appendix C, AR 40-38
DESCRIPTION OF THIS STUDY

You are being asked to be in this research study because you provide healthcare to women. Your
participation is voluntary. Refusal to participate will not result in any penalty or loss of benefits to which
you are otherwise entitled.

The purpose of the study is to identify factors that healthcare providers use in making the decision to
screen young women for chlamydia infection.

Other studies have shown chlamydia is a prevalent disease yet many at-risk women are not screened
for chlamydia.

If you agree to be in this study, you will be asked to provide some basic demographic information
about yourself and participate in a tape recorded interview in which the primary investigator will ask you
~ questions about how you make the decision to screen a young woman for chlamydia.

AMOUNT OF TIME FOR YOU TO COMPLETE THIS STUDY
You will be part of this study for a total of one day. The primary investigator will visit you at your
workplace and the visit will last about thirty minutes.

Ido [ donot [] (check one & initial) consent to the inclusion of this form in my outpatient medical
treatment record.

SIGNATURE OF VOLUNTEER DATE SIGNATURE OF LEGAL GUARDIAN (i volunteer is
a manor
PERMANENT ADDRESS OF VOLUNTEER TYPED NAME OF WITNESS
SIGNATURE OF WITNESS DATE

REVERSE OF DA FORM 5303-R. MAY 89
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by the WRAMC HUC/IRB on
‘This form replaces the previous version approved on,

A PHUIUGOPY OF THIS FORM MUST BE SIGNED BY ALL VOL

A
(.

&)

Plgainﬂ

PART B - TO BE COMPLETED BY INVESTIGATOR (Cont"dl

e ———
POSSIBLE RISKS OR DISCOMFORTS FROM BEING IN THIS STUDY

There are no expected risks or discomforts from being in this study.

POSSIBLE BENEFITS OF BEING IN THIS STUDY BEING IN THIS STUDY
You will not benefit from being in this study.
CONFIDENTIALITY (PRIVACY) OF YOUR IDENTITY AND YOUR RESEARCH RECORDS

The principal investigator will keep records of your being in this study. These records may be looked
at by people from the Walter Reed Department of Clinical Investigation, the Walter Reed Human Use
Committee, the Uniformed Services University of Health Sciences, and other government agencies as part of
their duties. These duties include making sure that research subjects are protected. Confidentiality of your
records will be protected to the extent possible under existing regulations and laws. Your name will not
appear in any published paper or presentation related to this study.

CONDITIONS UNDER WHICH YOUR TAKING PART IN THIS STUDY MAY BE STOPPED WITHOUT YOUR
CONSENT

Your taking part in this study may be stopped without your consent if remaining in the study might
be dangerous or harmful to you. Your taking part in this study may also be stopped without your consent if
the military mission requires it, or if you become ineligible for medical care at military hospitals.

ELIGIBILITY AND PAYMENT FOR BEING IN THIS STUDY
You will not receive any payment for being in this study.

COMPENSATION TO YOU IF INJURED AND LIMITS TO YOUR MEDICAL CARE

Should you be injured as a direct result of being in this study, you will be provided medical care for
that injury at no cost to you. You will not receive any compensation (payment) for injury. You should also
understand that this is not a waiver or release of your legal rights. You should discuss this issue thoroughly
with the principal investigator before you earoll in this study.

Medical care is limited to the care normally allowed for Department of Defense health care
beneficiaries (patients eligible for care at military hospitals and clinics). Necessary medical care does not
include in-home care or nursing home care.

SIGNATURE OF VOLUNTEER DATE SIGNATURE OF LEGAL GUARDIAN (If volunteer is
a manor
PERMAANENT ADDRESS OF VOLUNTEER TYPED NAME OF WITNESS
SIGNATURE OF WITNESS DATE

REVERSE OF DA FORM 5303-R, MAY 89
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Approved by the WRAMC HUC/IRB on

EJ This form replaces the previous v

A PHOTOCORY OF THIS FORM MUST BE

FART B - TO BE COMPLETED BY INVESTIGATOR iCont"dl

ELIGIBILITY OF FEDERAL GOVERNMENT EMPLOYEES TO BE IN THIS STUDY

Your time spent being in this study during your regularly scheduled workday is considered

constructive duty and straight time rates will apply; no additional financial compensation will be provided.

By signing below, you acknowledge that you are DEERS-¢eligible and may make no claim against the
Government other than under present laws.

| (Signature Required)
SIGNATURE OF VOLUNTEER DATE

(Signature Required)
SIGNATURE OF VOLUNTEER'S SUPERVISOR DATE

WHAT WILL HAPPEN IF YOU DECIDE TO STOP TAKING PART IN THIS STUDY AND INSTRUCTIONS FOR
STOPPING EARLY

You have the right to withdraw from this study at any time. If you decide to stop taking part in this
study, you should tell the principal investigator as soon as possible. By leaving this study at any time, you in
no way risk losing your right to medical care. Any information or tape recordings will be destroyed should

you choose to withdraw from the study.

Please feel free to ask any questions that will allow you to clearly understand this study.

A copy of this consent form will be provided to you.

SIGNATURE OF LEGAL GUARDIAN (If volunteer is
a minor

SIGNATURE OF VOLUNTEER DATE

PERMAMNENT ADDRESS OF VOLUNTEER TYPED NAME OF WITNESS

SIGNATURE OF WITNESS DATE

REVERSE OF DA FORM 5303-R, MAY 89
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Appendi x B

Case

Service

Grade

Sexually
.active

Risk factor

Age

Chlamydia
screened

Chlamydia
Results




Key for Record Review

A= Arny

AF= Air Force

N= Navy/ Mari ne

CG= Coast Cuard

B= I nconsistent or no use of barrier contraceptives
M= More than one sex partner over lifetinme

P= New sex part ner

+= Chl anydia results positive

-= Chl anydia results negative

?= Chl anydia results not avail able
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UNIFORMED SERVICES UNIVERSITY OF THE HEALTH SCIENCES

F. EDWARD HEBERT SCHOOL OF MEDICINE
4301 JONES BRIDGE ROAD
BETHESDA, MARYLAND 20814-4799

July 20, 1999

MEMORANDUM FOR CAPT JANET ROGERS, GRADUATE SCHOOL OF NURSING

SUBJECT: IRB Approva of Protocol TO61AM for Human Subject Use

Y our research protocol entitled " Chlamydia Screening Decision Study,” was reviewed and
approved for execution on 7/19/99 as an exempt human subject use study under the provisions of
32 CFR 219.10 1 (b)(2)(4). This approval will be reported to the full IRB scheduled to meet on
12 August 1999.

The purpose of this study isto investigate what factors influence healthcare providers' decisions
to screen for chlamydia. This study involves arecord review at amilitary health clinic to
determine the prevalence of chlamydia screening and positive diagnosis, as well asinterviews of
5-8 healthcare providers who perform pelvic exams to assess their perception, judgement, and
intrapersonal perceptual awarness factors used to determine whether to screen for chlamydia.
The IRB understands that no subject identifying information will be collected as part of the
record reviews or the interviews and that al interview recordings will be destroyed at the
conclusion of the study,

Please notify this office of any amendments you wish to propose and of any untoward incidents
which may occur in the conduct of this project. If you have any questions regarding human
volunteers, please call me at 301-295-3303.

ard R. Levine,
C, MS, USA

irector, Research Progr:
Executive Secretary, IRB

Cc: Director, Grants Administration

Printed on @ Recycled Paper
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DEPARTMENT OF THE ARMY
WALTER REED ARMY MEDICAL CENTER
WALTER REED HEALTH CARE SYSTEM
WASHINGTON, DC  20307-5001

REPLY TO
ATTENTION OF

MCHL-CI (40-38a) 10 November 1999

MEMORANDUM FOR LTC Janice Agazio, AN, Nursing Research Service, Walter Reed Army
Medical Center, Washington, DC 20307-5001

SUBJECT: Approval to Begin Pratocol Work Unit #7580-99: Chlamydia Screening Decision Study

1. Congratulations! Y our protocol was approved by the Clinical Investigation Committee (CIC) on

14 September 1999 asa“minimal risk” human use protocol and has been assigned Work Unit # 7580-99.
Required revisions were received on 14 October, 1 November and 10 November 1999. A copy of the
minutes from the applicable committee and afinal copy of the research protocol are attached for your
administrative files. Also. enclosed are the approved consent forms that must be duplicated and
used for enrolling subjects. You may begin work on the project upon receipt of thisletter. Your
research protocol was approved for an enrollment of up to 50 patients and up to 8 health care providers.

2. No Funding was requested for this protocol.

3. Thisapproval isonly for one year. As part of your continuing review and re-approval, you are required
to submit an annual progress report (APR) in the first week of September each year as long as your
protocol is ongoing.

4. Asthe principal investigator, you are required by WRAMC 70-1 and other Federal regulations to submit
the following in atimely fashion to the Department of Clinical Investigation: (a) addenda delineating any
changesin the protocol, (b) notification of serious or unexpected side effects within 24 hours, and

(c) annual progress reports for continuing review.

5. Also enclosed is a copy of the WRAMC Multiple Project Assurance that all investigators agree
to adhere to in conducting research, as attested to by your submission of a signed Principal
Investigator Responsibilities Statement. |f you have any questions, the POC is Mrs. Cheryl D. Jackson
at 782-7848.

f;L-we ;‘lf-l-'-:jr . {:.:ﬁ_ .n.-;j.

3 Encls AUDREY S. CHANG

as Ph.D., DAC
Chief, Research Review Service
Department of Clinical Investigation

CF: Research Administration Service



