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ABSTRACT 

EV ANGELINE DELEON 

ACCESS TO A HOME MONITOR AND HYPERTENSION AMONG MEXICAN 
AMERICAN WOMEN: A RANDOMIZED CONTROLLED TRIAL 

DECEMBER 2009 

Hypertension is widespread and often uncontrolled and untreated among 

Mexican-American women leading to possible morbidity and mortality associated with 

cardiovascular disease. Recent studies indicate that home blood pressure measurements 

improve blood pressure control rates. However, few studies have evaluated self blood 

pressure management in racial and ethnic minorities with hypertension. No studies were 

identified that examined access to a home monitor and subsequent blood pressure 

measurements among Mexican-American women diagnosed and treated for hypertension. 

This research evaluated the effects of access to a home blood pressure monitor 

toward lowering blood pressure among Mexican-American women diagnosed with 

hypertension and prescribed at least one antihypertensive medication. This 2-group 

randomly assigned study recruited 63 women attending a primary health center. 

Participants were randomized to four I-hour weekly education sessions and a wrist blood 

pressure monitor (n=32) or four I-hour education session only (n=3 I). Additionally, all 

women were offered four weeks of education on the combination of diet, exercise and 

medications to control hypertension. The two-way mixed ANOV A with repeated 

measures was used to test the hypotheses that there would be a lower systolic and 
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diastolic blood pressure over time in Mexican-American women who had access to a 

home monitor and education than those who had education only. The statistical analysis 

indicated no significant differences in the diastolic or systolic blood pressures between 

Mexican-American women who were given a wrist home blood pressure monitor and 

instructions on use and who attend weekly I-hour education sessions for 4 weeks 

compared to Mexican-American women who attend the education sessions only. A 

significant difference was evident among the diastolic and systolic blood pressure 

through all 5 sessions in the intervention (monitor/education) and control ( education 

only) group. 
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CHAPTER I 

INTRODUCTION 

Hypertension increases the risk for cardiovascular disease (CVD) that continues 

to be the largest single cause of death among women (American Heart Association, 

2008). The National Health and Nutrition Examination Survey (NHANES) data reports 

hypertension control rates have increased from 29.2 percent to 36.8 percent between the 

periods of 1999-2000 and 2003-2004 (Ketchen, 2007). Although the hypertension control 

results are encouraging, the rates are well below the United States Department of Health 

and Human Services, Healthy People 2010 goal of a 50 percent increase in the proportion 

of adults with controlled hypertension (United States Department of Health, 2000). 

Worldwide and in the United States more women than men die every year of CVD 

(Mosca et al., 2007). Research indicates that only 60 percent of hypertensive women are 

treated and only a third of the women had blood pressure controlled at optimum levels 

(Mosca et al., 2007). Among Mexican-American women age 20 and older, 31.4 percent 

have high blood pressure (American Heart Association, 2007). 

In an analysis of the National Health and Nutrition Examination Survey 2002, 

Mexican Americans have the lowest rates of blood pressure control and are least likely to 

be aware of their hypertensive state (Giles, et al., 2007). Furthermore, only 35.1 % of 

Mexican Americans are receiving medication as compared to the 55.1 % of whites, and 

60.9% of blacks. Hertz et al., 2005 also concludes that among blacks and whites, women 
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were more likely not to achieve goal blood pressure. In the United States, hypertension 

treatment and blood pressure control continues to be suboptimal, and significant 

racial/ethnic disparities persist (Rosamond et al. , 2008). The lack of high blood pressure 

control continues to be the most important and highly treatable cause of cardiovascular 

disease and stroke among women. 

Problem of Study 

The most recent statistics from the American Heart Association indicate 31.4% of 

adult Mexican-American women are prevalent to hypertension (American Heart 

Association, 2008). Hypertension is one of the most important risk factors for 

cardiovascular disease and stroke. According to Heart Facts 2007: Latino/Hispanic 

Americans, 34.4 percent of adult Mexican-American women have cardiovascular disease. 

Additionally, 1.9 percent of Mexican-American women age 20 and older have suffered a 

stroke (American Heart Association, 2008). This randomized controlled trial measures 

the effectiveness of access to a home blood pressure monitor intervention on decreasing 

systolic and diastolic blood pressure among Mexican-American women diagnosed with 

hypertension. 

Rationale for the Study 

Evidence-based recommendations for the prevention of cardiovascular disease in 

women, includes optimal blood pressure control and lifestyle practices. Following the 

detection of hypertension women may continue to appraise symptoms indicative of their 

diagl?-osis. Access to a home blood pressure monitor can allow women to know their 

2 



blood pressure numbers so that they may be self-motivated to take action against heart 

disease. It is the representation of the blood pressure numbers to the women that can 

guide the selection and execution of coping strategies ( e.g., dietary modifications and 

physical activity). Moreover, the blood pressure numbers could stimulate continued 

medication use by acting as a reminder or reinforcement of the necessity of anti

hypertensive medication. Self-regulatory interventions have often targeted illnesses that 

require the patient to manage medication or lifestyle behaviors in response to symptoms, 

such as in the case of hypertension (Petrie, Broadbent, & Meechan, 2003). 

While there is strong evidence for the benefits in the use and reporting of home 

blood pressure measurements towards disease management and drug effectiveness 

(Verbeck, Kroon, Kessels, & Leeuw, 2005 ; Taylor, 2007), no empirical evidence was 

found as to how access to a home monitor can have the same outcomes. Further worthy 

consideration of providing access without monitored use is warranted when research 

evidence indicates that monitored use of a home blood pressure monitoring is linked to 

predicting cardiovascular risk that lead to cardiovascular mortality (Oikawa et al. , 2006; 

Fagard, Van Den Boeke, & DeCort, 2005 ; Sega et al. , 2005; Bobrie et al. , 2004). The 

Oikawa et al. , 2006 study indicates that the use of conventional office blood pressure and 

home blood pressure were a stronger predictor of cardiovascular risk. In a Joint Scientific 

Statement from the American Heart Association, American Society of Hypertension, and 

Preventive Cardiovascular Nurses Association, home blood pressure monitoring can 

reduce the cost of health care and improve the health of patients (Pickering, 2008). Given 

the demonstrated benefits of blood pressure control, it makes sense to provide access to 
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home blood pressure monitoring which can improve blood pressure control and empower 

women to take an active role in their care. 

As home blood pressure monitors become more available, and the ease of taking 

self blood pressure readings increases, it is anticipated that the direct use will occur 

(Dart, 2005). Nurses must increase their familiarity and improve the understanding of 

home blood pressure monitoring with a simple yet valuable piece of equipment that can 

be applied to Mexican-American women with hypertension. Thus, there is a dire need for 

nurses with other health care professionals to develop and test interventions targeting 

Mexican-American women that may be useful and effective in improving the control of 

high blood pressure. 

Theoretical Framework 

Leventhal ' s Common Sense Model (CSM) of Self-Regulation was used to guide 

this study. The model was applied to the self-regulation of hypertension. The Common 

Sense Model of Self-Regulation includes both cognitive and behavioral elements that are 

part of a person' s illness representation. In the Common Sense Model, health and illness 

behaviors are the result of a stimulus, such as psycho-physiological indicators of a 

disease, which combine with the individuals ' perception of illness and coping strategies 

to result in the appraisal of the event. It is in the appraisal process that the person 

determines the effectiveness of interventions to improve self-management (Leventhal, 

Brissette, & Leventhal, 2003) . 

. To explain the Common Sense Model, the stimulus can be internal (i.e. , a somatic 

sensation or symptom such as headaches, fatigue and dizziness) or external (i.e., an 
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alarming news report or medical diagnosis of family member). Studies have found that 

person's somatic changes (i.e., internal stimulus) are completely inadequate as indicators 

of blood pressure (Hagger & Orbell, 2003). Therefore, this research focuses on the testing 

of an external stimulus, specifically access to a home blood pressure monitor. The access 

of a home blood pressure monitor offers a valid indicator of blood pressures. The 

treatment of asymptomatic conditions and lack of a perceived benefit is often the case in 

hypertension (Leventhal et al., 2003). 

Leventhal implies that linking symptoms with diagnosis is automatic and intuitive 

(Hagger & Orbell, 2003). To apply Leventhal's model the independent variable of access 

to a home monitor provides the visual stimulus of the actual numbers of a woman's blood 

pressure to motivate her to take her medication daily. Leventhal maintains when 

developing a cognitive illness perception the individuals will consider five components: 

(a) identity, (b) cause, (c) timeline, (d) consequences, and (e) controllability/cure. The 

identity component is the disease label of hypertension known to the participants and 

verified by physician diagnosis. Identity is a crucial component of illness representation 

that stresses the need for physical cues or somatic sensations, such as chest pain and 

fatigue. Some theorist hypothesize that the lack of symptoms accompanying hypertension 

may be a factor for some people in the practices or lack of practices of self-care, such as 

taking medications (Leventhal et al. , 2003). The identity symptoms transfer to a label 

suggestive to the person as "I have high blood pressure". The cause component surrounds 

the person's belief on what caused the illness (i.e. , genetic causes, poor lifestyle choices). 

The timeline component includes the person's belief on the duration and frequency of 
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illness. The control of high blood pressure requires ongoing treatment that not only 

includes prescribed medications, but lifestyle changes. The consequence component 

entails the person's belief on the emotional and economical impact of the illness, 

including its affects on a person's quality of life, "What will high blood pressure prevent 

me from doing?", "How worse off am I because of high blood pressure?" The 

controllability/cure component identifies the person's beliefs on the responsiveness to the 

interventions by the individual and health care provider (Leventhal, et al., 2003). Recent 

studies indicate that Hispanic women are more likely than white women to report that 

there is nothing they can do to keep themselves from getting cardiovascular disease 

(Christian, Rosamond, White, & Mosca, 2007). 

According to the CSM, the person's illness representation leads to the selection and 

implementation of copying strategies. The coping procedures include plans and 

performance of activities used to control the threat of high blood pressure. To 

operationalize this component of the model for this study, all study participants were 

invited to attend education sessions that included the discussion of the American Heart 

Association guidelines in the treatment of high blood pressure with a combination of diet, 

exercise and medication. Research indicates that women who are aware of healthy blood 

pressure levels are more likely to have decreased consumption of unhealthy food (Mosca 

et al., 2007). Furthermore, awareness that personal blood pressure level that is not healthy 

can lead to other healthy heart behaviors such as increased physical activity. The final 

component of the CSM is the person' s appraisal of the effectiveness of the coping 

strategies. The final component of the model was operationalized with the blood pressure 
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outcome data for women with access to a blood pressure monitor compared to women 

without access. In addition the model is suggestive of a continuous process with the 

person reassessing and evaluating the health threat of hypertension that further creates 

modifications to self-regulation (Figure 1 ). 
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Figure 1: Graphical Representation of Leventhal ' s CSM 
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Assumptions 

Assumptions of the Common Sense Model of Self-Regulation 

1. Symptoms, functional changes and emotional reactions are inputs that are 

interpreted or processed and given meaning by the cognitive system 

(Leventhal & Mora, 2005). 

2. Illness representation is unique to the person and is situation specific. 

Attributes of illness representation can be concrete or abstract (Leventhal, 

1990). 

3. Symptoms play a role in health care seeking behaviors (Leventhal, Leventhal 

& Schaefer,1992). 

4. The process is continuous with the person constructing and revising illness 

representation, coping strategies, and appraisal of outcomes (Leventhal et al. , 

2003). 

Research Hypotheses 

Further research is needed to test interventions for better blood pressure control 

among racial/ethnic minorities, especially Mexican Americans. The research hypotheses 

are: 

1. Mexican-American women, diagnosed with hypertension and prescribed at 

least one antihypertensive medication, who are given a wrist home blood pressure 

monitor and instructions on use and who attend weekly 1-hour education sessions for 4 

weeks will have significantly lower systolic blood pressure measurement at each weekly 
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education session and at 4 weeks after course completion compared to Mexican

American women who attend the education sessions only? 

2. Mexican-American women, diagnosed with hypertension and prescribed at 

least one antihypertensive medication, who are given a wrist home blood pressure 

monitor and instructions on use and who attend weekly I-hour education sessions for 4 

weeks will have significantly lower diastolic blood pressure measurement at each weekly 

education session and at 4 weeks after course completion compared to Mexican

American women who attend the education sessions only? 

Definition of Terms 

• Mexican-American is defined as a "citizen of the United States of America either 

by birth or naturalization who is of Mexican descent" (Meier & Rivera, p. 220), 

operationalized in this study as self-identified ethnic status on a demographic 

questionnaire. 

• Hypertension is defined according to the American Heart Association: Heart 

Disease and Stroke Statistics- 2008 Update "as systolic pressure ~ 140 mmHg 

and/or diastolic pressure~ 90 mm Hg, taking hypertensive medication, or being 

told at least twice by a physician or other health professional that one has high 

blood pressure" (p.e3 l ). To ensure compliance with the American Heart 

Association definition, all participants' blood pressure values will be checked 

against their medical chart. 

• - Diastolic blood pressure is defined as the lowest arterial blood pressure of the 

cardiac cycle occurring during diastole of the heart when the heart is at rest, and 
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known as the bottom number in a blood pressure reading (American Heart 

Association, 2008; Merriam-Webster Dictionary, 2005). Systolic blood pressure 

is defined as the highest arterial blood pressure of a cardiac cycle occurring 

immediately after systole of the left ventricle of the heart, and known as the top 

number in a blood pressure reading (American Heart Association, 2008; Merriam

Webster Dictionary, 2005). The diastolic and systolic blood pressures will be 

measured by the Welch Allyn Spot Vital Signs monitor an_ oscillemetric device 

that measures the blood pressure from a cuff around the upper arm. 

• Access is defined by The Oxford Dictionary of English, 2005 as the right or 

opportunity to use or benefit from something. Access will be operationalized by 

providing each participant in the intervention group an Omron HEM-650 Wrist 

Blood Pressure Monitor. The wrist blood pressure monitor is an oscillemetric 

device worn on the wrist and battery operated to measure blood pressure. 

• Education sessions are defined as four one-hour sessions and will be 

operationalized to use four American Heart Association pamphlets; ( 1) 

Understanding and Controlling your High Blood Pressure; (2) Diabetes, Heart 

Disease & Stroke; (3) Losing Weight the Healthy Way; (4) For Your Children. 

Limitations 

Some study limitations should be considered. The generalizability of the results is 

limited since participants were obtained from a single primary health care facility in a 

small urban city with an approximate population of 280,000. 
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Summary 

This study measured the systolic and diastolic blood pressure values over an eight 

week period among Mexican-American women diagnosed with hypertension and taking 

at least one antihypertensive medication who have access to a wrist home blood pressure 

monitor compared to women who do not have access. This research used the Leventhal' s 

Common Sense Model (CSM) of Self-Regulation which maintains a person is more 

likely to maintain healthy behaviors if they can appraise the effectiveness of coping 

strategies. To apply the model, specifically the component of a person's ability to 

appraise the effectiveness of coping strategies, randomly assigned participants will have 

access to a wrist home blood pressure monitor. 

Blood pressure control is a critical step towards improving cardiovascular health. 

While there is a substantial amount of evidence supportive of interventions developed to 

meet the unique needs of whites and blacks, there is minimal empirical evidence on 

interventions aimed at improving blood pressure control rates in Mexican-American 

women. Access to a home blood pressure monitor allows the person to stay cognizant of 

their cardiovascular state and actions to take towards staying heart healthy. This research 

seeks to advance knowledge of interventions to promote cardiovascular health. 
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CHAPTER II 

REVIEW OF LITERATURE 

The Department of Health and Human Services Healthy People 2010 (2007) lists 

heart disease and stroke as "Focus Area 12" among 28 focus areas important to public 

health in the United States. This focus area in Healthy People 2010 (DHHS, 2007) 

includes objectives to reduce the proportion of adults with high blood pressure from 28 

percent (adults 20 years and older) to 16 percent and to increase the proportion of adults 

with high blood pressure whose blood pressure is under control ( adults 18 years and 

older) from 18 percent to 50 percent by the year 2010. High blood pressure referred to as 

the "silent killer" remains a major risk factor for coronary heart disease, stroke and heart 

failure (Andrews, 2008; Fernandez, Salamonson, Griffiths, Juergens, & Davidson, 2008; 

Kannel, Wolf, Verter, & McNamara, 2008; Sanossian, Wu, Azen, & Varma, 2008). 

Progress on the control and proportion of adults with high blood pressure will play a vital 

role in achieving the Health People 2010 objective for heart disease reduction. 

A recent issue of Clinical Medicine and Research, presents information on the 

increased significance of home self blood pressure monitoring in the management of 

blood pressure and probable predictor of cardiovascular risk (Celis, Don Hond, & 

Staessen, 2005). In clinical practice home blood pressure monitoring frequently include a 

monitored use with requests for a record of blood pressure measurements. An implicit 

need exists to capture the clinical significance in providing only the access to a home 

12 



blood pressure monitor to promote a more self-care approach in the management of 

hypertension. It is therefore imperative to identify and develop effective treatment 

strategies for high blood pressure control. 

This research centered on the effect of access to a home blood pressure monitor 

intervention on decreasing systolic and diastolic blood pressure among Mexican

American women diagnosed with hypertension. This chapter will review the published 

literature concerning the topic of cardiovascular disease and high blood pressure in the 

female Mexican-American population as it is influenced by interventions of self

regulation. The review of the literature will include research on the relationship between 

high blood pressure, other risk factors and cardiovascular disease among women to 

include ethnic differences specific to the female Mexican-American. Studies linked to 

educational interventions and applications of self-regulation concepts in the treatment of 

hypertension and promotion of cardiovascular health will be reviewed as they are 

relevant to this study. 

Cardiovascular Disease Among Women 

Cardiovascular diseases are a group of disorders of the heart and blood vessels 

that can include hypertension, coronary heart disease (i.e., myocardial infarction, angina), 

and stroke (World Health Organization, 2007; AHA, 2008). Hypertension is many times 

the precursor to cardiovascular disease which continues to be the largest single cause of 

death among women (AHA, 2008). Hypertension is the most commonly occurring 

preventable risk factor for heart disease and stroke (AHA, 2008). 
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Every year the American Heart Association (AHA) works with the Centers for 

Disease Control and Prevention's National Center for Health Statistics; the National 

Heart, Lung, and Blood Institute; the National Institute of Neurological Disorders and 

Stroke and other government agencies to obtain annual statistics on heart disease, stroke, 

and their risk factors. This information is made available in its Heart Disease and Stroke 

Statistical update (American Heart Association, 2008). The Heart Disease and Stroke 

Statistics Update (2008) is a valued resource by many researchers, clinicians, and health 

care policy makers seeking the most reliable national data to inform interventions focused 

on disease and risk factor prevalence as well as disease incidence and mortality rates of 

cardiovascular disease. Of the existing data bases that provide cardiovascular mortality 

rates which include the American Heart Association (2008) and National Heart, Lung, 

and Blood Institute (2008), none report data on the total cardiovascular mortality rate for 

Mexican American females, but do report white females at 396,500,000 and black 

females at 53,900,000 (AHA, 2008). According to the American Heart Association 

(2008), the prevalence of cardiovascular disease in the Mexican-American female is 

34.4%, white females at 35% and black females at 49 %. These prevalence rates indicate 

that the mortality rates among Mexican American women are similar to non-Hispanic 

white women. 

Cardiovascular disease is the number one killer of women in the United States 

and within the past 2 decades, cardiovascular disease has become a recognized woman' s 

health issue. Several studies indicate cardiovascular disease has been under diagnosed, 

under treated, and under researched (Anand et al., 2005; Daley et al. , 2005; Clark, 
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Hartling, Vandermeer, & McAllister, 2005; Sanderson, & Bittner, 2005). Decades of 

randomized controlled trials (RCT) in the treatment of acute coronary syndrome (ACS) 

revealed that women are underrepresented. Based on a review of 593 published RCTs 

(1996-2000) of acute coronary syndrome patients, Lee et al. (2001) report the enrollment 

of women in trials has increased from 20% for studies published between 1966-1990 to 

25% during 1991-2000, further documenting under-representation by half considering the 

increased prevalence of heart disease among women. Clark et al. (2005) in a recent 

meta-analysis of 63 RCTs (21, 295 persons with coronary disease) found only one trial 

designed for women (Toolbert, Glasgow, & Radcliffe, 2000) with less than 50% of study 

participants in all but 2 trials comprised of women. Clark and associates (2005) searched 

Medline (1966-2004), the Cochrane, EMBASE, CINAHL, and SIGLE. 

Additional studies were found to document the under management and diagnosis 

of cardiovascular disease in women. Daley et al. (2005) found that women when 

compared to men, are less likely to undergo an exercise electrocardiogram, less likely to 

be referred for coronary angiography, and treated significantly less with antiplatelet and 

statin therapy. The results of this study came from baseline clinical details and cardiac 

investigations from 3 779 participants of "The Euro Heart Survey of Stable Angina" that 

included a four week period of assessment with follow up data collected at 1 year. 

Participants were enrolled from 197 cardiology centers across Europe with women 

representing 42% of the overall population. The second study of secondary analyzed data 

from the Clopidogrel in Unstable Angina to Prevent Recurrent Events (CURE), which 

enrolled 4, 836 women and 7,726 men with acute coronary syndrome, concluded that 
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compared to men, high risk women with ACS undergo less coronary angiography, 

angioplasty, and coronary artery bypass surgery (Anand et al., 2005). The women in this 

study underwent fewer of the mentioned invasive procedures at a rate of 47.6% versus 

60.5%. 

Women who have had a myocardial infarction are more likely than men to die 

within the first year (3 8% versus 25%) and to die unexpectedly with no previous 

symptoms of cardiovascular disease (64% versus 50%) (American Heart Association, 

2008). The American Heart Association (2008) also reported that 3 5% of women who 

have suffered a myocardial infarction are likely to suffer yet another within 6 years, and 

46% will have some type of disability. Women are less likely to be referred to cardiac 

rehabilitation yet studies indicate that they do benefit from such secondary prevention 

programs when attended (Sanderson & Bittner, 2005). In their study of women (N=228) 

with coronary heart disease enrolled in cardiac rehabilitation, Sanderson and Bittner 

(2005) found that those completing the rehabilitation program achieved significant 

benefits, while non completers were more likely to be obese or have depressive 

symptoms. In this study, baseline differences between completers and non-completers 

were compared with outcome measures that included lipid levels, 6-minute walk 

distances, body mass index, Beck Depression Inventory II, self reports of diet, physical 

activity, smoking, and perceived health status. 

The findings of these updates, surveys and studies indicate that CVD is a major 

health issue with marked disparities between men and women. It seems there is an 
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increasing awareness of the prevalence of heart disease in the female population but it 

remains under diagnosed, under treated, and under researched. 

Cardiovascular Disease and Hypertension Among Mexican American Women 

According to the U.S. Bureau of Census (2007) Hispanics are the largest growing 

minority group in the United States. Hispanics compose 13. 7% of the population 

compared to African Americans who compose 12.5%. It is expected that by 2050, 25% of 

all American residents will be of Hispanic descent. To date, there is a scarcity of large 

national and epidemiological studies that have explored CVD in Mexican-American 

women in the United States. Studies available include the Laredo Project (1979), the San 

Antonio Heart Study (1979-1982), the Behavioral Risk Factor Surveillance System 

(BRFSS, 1981-1983), the National Health and Nutrition Examination Survey (NHANES, 

1971-2006), and the Hispanic Health and Nutrition Examination Survey (HHANES 

1982-1984). It is important to note that much of the existing data on Mexican-Americans 

with cardiovascular disease, as compared to other ethnic groups, comes from these study 

findings. The reader is advised that information specific to Mexican-American women is 

not decipherable from most of the reports reviewed. The best of the literature is reviewed 

herein to offer a state of the knowledge regarding cardiovascular disease and Mexican-

American women. 

Among women, coronary heart disease mortality is 40% greater among Mexican 

Americans than non-Hispanic whites (Hunt et al., 2003). This finding is supported by the 

San Antonio Heart Study, a long-term community based prospective observational study 

of diabetes and CVD in Mexican Americans and non-Hispanic whites. The study initially 
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enrolled men and non-pregnant women (3,301 Mexican Americans and 1,857 non

Hispanic White) in two phases between 1979 and 1988. Participants were 25-64 years of 

age at enrollment and were randomly selected from low, middle, and high income 

neighborhoods in San Antonio, Texas. The baseline San Antonio Heart Study cohort 

examination was standardized and included interviews, blood pressure measurements, 

anthropometry, a fasting veni-puncture, and oral glucose tolerance test. In a secondary 

analysis of the San Antonio Heart Study participants, Hunt et al. (2003) examined the 

relationship between ethnicity and mortality. Over an average of 14.5 years, 466 deaths 

occurred with 238 (51 %) attributed to cardiovascular disease. The authors found excess 

risk of all-cause, cardiovascular, and coronary heart disease mortality associated with 

being Mexican American. Further findings from this study dispels the prediction of the 

so-called Hispanic paradox, which suggests that Hispanics have lower all-cause and CVD 

mortality rates despite increased rates of diabetes and obesity and lower socioeconomic 

status (Hunt et al. 2003). 

It is well accepted that continuous monitoring of behaviors that increase the risk 

for CVD is essential to prevent morbidity and mortality. The Behavioral Risk Factor 

Surveillance System (BRFSS) is an ongoing, state based, random-digit-dialed telephone 

survey that employs a multistage cluster design. The BRFSS findings reflect information 

on health risk behaviors and preventive health practices related to the leading causes of 

death from the U.S. civilian, non-institutionalized population aged 18 years and older 

Hayes et al. (2006) examined the data from 153, 466 adult Black, Asian, Native 

American and Hispanic women in the 2003 Behavioral Risk Factor Surveillance to assess 
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the prevalence of multiple risk factors for heart disease and stroke. They reported that 

more than one third (36.5%) of all women had multiple risk factors and prevalence 

estimates and odds of multiple risk factors, which increased with age, decreased with 

education, income and employment, and were higher in those women with no health 

insurance. The authors also suggest that differences observed among the various 

racial/ethnic groups may not be fully captured by the groups used in the analysis. An 

example would be the Hispanic heterogenous group that includes Mexican Americans, 

Cuban Americans, and Puerto Ricans (Hayes et al. , 2006). No specific data for Mexican 

American women is available from The Behavioral Risk Factor Surveillance System 

(BRFSS). 

One of the most important ongoing national studies is the National Health and 

Nutrition Examination Survey (NHANES), a program of studies designed to assess the 

health and nutritional status of adults and children in the United States. The survey is 

unique in that it combines interviews and physical examinations. The NHANES 

interview includes demographic, socioeconomic, dietary, and health related questions. 

During the household interview the data is collected through the household adult 

questionnaire administered to survey participants aged 17 years and older. The 

examination component consists of medical, dental, and physiological measurements, as 

well as laboratory tests administered by highly trained medical personnel. The most 

recent surveys of the 2005-2006 and 2008 include data on triglycerides and LDL 

cholesterol, physical activity, smoking, and acculturation. Hispanics were included in 

past health and nutrition examination, but neither in sufficient numbers to produce 
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estimates of the health of Hispanics in general, nor specific data for Puerto Ricans, 

Mexican Americans, or Cuban Americans. This prompted the Hispanic Health and 

Nutrition Examination Survey (HHANES) (1982-84) a nationwide probability sample of 

approximately 16,000 Hispanic persons, 6 months-74 years of age. The HHANES (1982-

84) analysis of serum lipids and lipoproteins of Mexican-American women ages 20-74 

indicate; (a) 16.5 percent with a high serum cholesterol level of 240 mg/dl or more; (b) 

6.4 percent with a high density lipoproteins (HDL) levels ofless than 35 mg/dl; (c) 14.7 

percent with a low density lipoproteins (LDL) of 160 mg/dl or more. Serum cholesterol 

and lipoproteins are associated with the development of coronary heart disease and 

significant in determining the prevalence of major diseases such as CVD and their risk 

factors (National Center for Health Statistics, 2008). 

There is a paucity of published research regarding the prevalence of 

cardiovascular disease and associated mortality among Mexican American woman. The 

review of the literature consists primarily of descriptive data obtained from national 

surveys which aggregates Hispanics and offers no specific data for Mexican American 

women. 

Mexican-Americans and Native Americans have lower control rates than non-

Hispanic whites and African Americans (Giles et al., 2007). Giles and colleagues 

analyzed the NHANES (1999-2002) (n=3546) data to identify predictors of hypertension 

awareness, treatment and control. Giles et al. , (2007) found that treated Blacks and 

Mexican Americans have the lowest rates of blood pressure control. Mexican-Americans 

are also less likely to be aware of their hypertensive status than whites or blacks. Giles 
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concluded that effective interventions targeting Mexican Americans and Blacks as well 

as Whites are essential to improving hypertension management (Giles et al., 2007). 

Other than reports from the NHANES data, additional studies regarding 

hypertension among Mexican American women are lacking (Cooper-DeHoff et al., 2007; 

Zambrana, Ayala, Pokras, Minaya, & Mensah, 2007). Zambrana et al. (2007) compared 

hypertension-related mortality (HRM) standardized and specific age rates for Hispanic 

subgroup and non Hispanic White women to examine relative percent change in HRM 

among Hispanic subgroups and non Hispanic Whites. The researcher did a secondary 

data analyses of the 1995-1996 and 2001-2002 national vital statistics multiple cause 

mortality files which indicated a relative 10.8% increase of hypertension mortality rates 

among Mexican Americans. The hypertension mortality rates declined for Cubans, Puerto 

Ricans, and non-Hispanic White women (Zambrana et al., 2007). Hence, the need is clear 

for hypertension control programs focused on Mexican American women. 

The studies examined highlighted several critical issues for Mexican American 

women, including an alarmingly high prevalence of hypertension as well as ethnic 

differences in the treatment and control of one of the most treatable risk factors of CVD, 

namely hypertension. Most of the research on hypertension among Mexican American 

women has been conducted using epidemiological, descriptive, and exploratory designs 

that have examined prevalence rates and the relationship of several socioeconomic 

factors with CVD risk factors. Consistent methodological and measurement limitation 

have plagued research on Mexican American women. Lack of specific or distinct racial 
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and ethnic definitions have prevented accurate and exact identification of the Mexican

American Hispanic subgroup of women. 

Educational Interventions to Control Hypertension and Promote Cardiovascular Health 

Among Mexican American Women 

The National Health and Nutrition Examination Survey (NHANES) findings are 

the basis for national standards for such measurements as height, weight, and blood 

pressure. In a recent study Ong et al. (2007) used the NHANES 1999-2004 database to 

analyze the trends in the prevalence, awareness, treatment, and control of hypertension. 

Blood pressure information on 14,653 individuals (4,749 in 1999-2000, 5,032 in 2001-

2002, and 4,872 in 2003-2004) aged at least 18 years was reviewed. Ong et al. (2007) 

found a non-significant increase in the overall prevalence, awareness, and treatment rates 

of hypertension, but a significant increase in the control rates in both sexes, non-Hispanic 

Blacks, and Mexican Americans. The improvement in blood pressure control is 

encouraging but, the prevalence of hypertension has not declined 

It is well understood that the control of hypertension decreases the risk of 

cardiovascular disease. Many studies continue to indicate the effectiveness of education 

in promoting cardiovascular health through blood pressure control (Kim, Koniak, Griffin, 

Flaskerud, & Guarnera, 2004; Roumie, et al, 2006; Staten et al., 2004) although only a 

two studies were identified specific to Hispanics. No educational intervention studies 

were identified specifically designed to control hypertension and promote cardiovascular 

health of Mexican American women. Regarding intervention studies specific to 

Hispanics, one study employed the use of Latina lay health advisors (LHA) to teach 
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classes on nutrition, physical activity, and maintaining smoke-free environments (Kim et 

al., 2004). The Latina lay health advisors (N=l2) from the community were recruited and 

trained to teach 3 classes in Spanish to adult Latinos (N=256). The results of paired t-tests 

showed significant increases in scores from baseline to follow up on all three behavioral 

subsets of nutrition, physical activity, smoke free behavior (Kim et al., 2004). The Kim et 

al. (2004) qualitative findings also suggest that using LHAs is feasible and effective 

especially among immigrant populations. An additional study with a 75% Hispanic 

population documents further effectiveness of education in this high risk population 

group. Staten et al. (2004) used an experimental design with random assignment to one of 

three intervention groups of provider counseling, health education and community health 

worker support, with all groups seen by nurse practitioners. All of the intervention groups 

showed an increase in self-reported weekly minutes of moderate to vigorous exercise and 

eating 5 fruits and vegetables per day. 

Self-Regulation Methods of Blood Pressure Monitoring 

It is well recognized that patients with high blood pressure fail to meet treatment 

goals (AHA, 2008). Self measurement of blood pressure has become more affordable and 

feasible for many Americans, which increases their role in self-regulation of 

hypertension. In a recent joint scientific statement from the American Heart Association, 

American Society of Hypertension, and Preventive Cardiovascular Nurses Association, it 

is recommended that home blood pressure monitoring should become a routine 

component of blood pressure measurement in the majority of patients with known or 

suspected hypertension (Pickering et al. , 2008). In addition, the joint scientific statement 

23 



calls for the reimbursement of home blood pressure monitors comparable to what is the 

current practice for self blood glucose monitoring (Pickering et al., 2008). 

The research studies reviewed on home blood pressure monitoring utilized a record 

of self-blood pressure measurements. Of the studies reviewed none reported data on the 

participants who had access to a home blood pressure monitor but did not provide a 

record of their blood pressure measurements. Therefore, it is not known if those 

participants may have had similar results. Due to the important clinical consequences of 

home blood pressure monitoring supported by research it is necessary to review the 

literature on home blood pressure measurements to help establish guidelines for access to 

a home blood pressure monitor. 

In the last decade, the self-monitoring of blood pressure at home has gained 

increasing importance for the diagnosis and treatment of hypertensive patients (Martinez 

& Puig, 2006). Evidence exists that indicates the effectiveness of self-monitoring of 

blood pressure at home (Capuccio, Kerry, Forbes, Donald, 2004; Verbeck et al. , 2005) as 

part of an effective treatment regime. Reviews of observational studies on home blood 

pressure measurements indicate home monitoring can identify normotension with almost 

absolute accuracy and correlates better with target organ damage and cardiovascular 

mortality than office blood pressure measurements (Verbeck et al., 2005). In a systematic 

review of the literature between 1992-2005, Verbeck et al. (2005) concluded that home 

blood pressure monitors are an appropriate tool for assessing drug efficacy and suitable 

for routine clinical practice. Yet, another meta-analysis of 18 randomized trials reported 

lower systolic blood pressure in people with hypertension (standardized mean difference 
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4.2 (95% confidence interval 1.5 to 6.9) mm Hg), and diastolic blood pressure lower by 

2.4 (1.2 to 3.5) mm Hg (Cappuccio, Kerry, Forbes, Donald, 2004). 

One study led by a pharmacist, included both education and the use of a home 

blood pressure monitor. In a randomized controlled trial of 125 participants in 12 

community pharmacies, Zillich et al. (2005) found that the intervention group had a 

lowered systolic blood pressure readings of 13 .4 mmHg compared to 9 .0 mmHg in the 

control group. The intervention group received four face to face visits with a trained 

pharmacist. The pharmacist provided participant specific information on the first and 

third visit. A home blood pressure monitor was provided and participants were instructed 

to measure their blood pressure at least once daily. The control group had their blood 

pressures taken by the pharmacist and referred to physicians for evaluation. There is 

strong evidence that self regulation of high blood pressure can be accomplished with the 

use of a home blood pressure monitoring and education strategies to improve clinical care 

of cardiovascular disease. 

The most optimal method to organize and deliver care to persons with hypertension 

so that they reach treatment goals has not been clearly identified (Fahey, Schroeder, & 

Ebrahim, 2006). In a Cochrane Systematic Review Faye and colleagues reported that 

self-monitoring was associated with moderate net reduction in diastolic blood pressure 

with a weighted mean difference of (-2.0 mmHg, 95% CI:-2.7 to -1.4 mmHg). Faye ' s et 

al. (2006) review included 56 randomized control trials between the years of 2000 to 

2006 that met the criteria of self monitoring, educational interventions directed to the 
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participants, educational interventions directed to the health professional, health 

professional led care, and appointment reminder systems. 

Self-Regulation Concepts to Control Hypertension and Promote Cardiovascular 

Health in Women 

The association between high blood pressure and cardiovascular disease is 

independent of other risk factors in both men and women. Although high blood pressure 

can be easily detected and controlled with treatment, it remains uncontrolled in 70% of 

the population (United States Center for Disease Control, 2007). There continues to be 

further need for research on interventions that include self regulation concepts, such as 

access to a home blood pressure monitor, and associated improved cardiovascular health. 

A small number of published qualitative and quantitative studies have assessed self 

regulatory concepts in women with heart disease. 

Leventhal Self-Regulatory Model was the basis of a significant randomized 

controlled study by Buckley et al. (2007) which reported the effectiveness of an 

education and counseling intervention on knowledge, attitudes and beliefs about acute 

myocardial infarctions. The intervention was tested on 200 participants in Australia with 

a history of coronary heart disease and intervention and control groups were matched at 

baseline on clinical history and socio-demographic characteristics. The sample size 

included more women in the intervention of 38% versus 24% males. The results of 

repeated measures ANOVA indicated improved knowledge of coronary heart disease and 

acute myocardial symptoms that were sustained to 12 months (p=0.02). The intervention 
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group received an individual 40 to 50 minute face to face education and counseling 

session in an outpatient clinic, with a follow up reinforcement call within 4 weeks. 

The intervention was carried out by a nurse and was tailored to the different levels 

of knowledge, and clinical and socio-demographic characteristics of the participants. The 

intervention was based on the Leventhal Self-Regulatory Model of illness behavior that 

includes the concept that persons have both a cognitive and emotional response to an 

health alteration, such as hypertension. For example, a cognitive response may be the 

control of hypertension with medication compared to an emotional response which can be 

the additional economic burden it presents when faced with no insurance .. The 

participants received information as well as participation in a discussion of emotional and 

social factors associated with an action plan in response to experiencing symptoms. This 

self regulation knowledge and the difference between cognitive and emotional responses 

helped participants label symptoms correctly and take appropriate action steps for more 

effective outcomes which was better symptom control. The research by Buckley et 

al.,(2007) to date is unique because it is the first study to indicate increased knowledge 12 

months following an individual education and counseling intervention in a randomized 

controlled trial with persons experiencing cardiovascular disease. 

A cross-sectional descriptive study based on the self-regulation model was 

conducted by Brewer, Chapman, Brownlee, and Leventhal (2002) to examine the 

relationship between illness cognitions and two measures of adherence in participants 

with hypercholesterolaemia. The participants' illness cognitions were predicted to be 

related to cholesterol control and medication adherence. Hypercholesterolaemic 
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participants (N=l69) who were primarily male, were recruited from a university based 

general medicine clinic. The participants had a diagnosis of hypercholesterolaemia and 

were prescribed cholesterol lowering medications. Participants' completed a survey that 

assessed beliefs about hypercholesterolaemia and medication taking behaviors, with 

cholesterol levels obtained from their medical chart. Low density lipoprotein (LDL) 

cholesterol control was related to believing that hypercholesterolaemia is a stable, 

asymptomatic disease with severe coronary consequences, and self report of medication 

adherence was related to the belief that the disease has severe consequences (p= <.05) 

(Brewer et al., 2002). Brewer et al. (2002) suggest that although the 1-8% lower levels of 

LDL of cholesterol were small they translate into clinical implications when cholesterol 

is strongly associated with coronary morbidity and mortality. They further conclude that 

their findings of improved medication adherence mirror previous research findings on 

hypertension. 

Meyer et al. (1985) found that hypertensive people who had accurate information 

on hypertension as a symptomless condition which required long term treatment with 

medication, diet, and exercise showed higher levels of medication adherence and better 

blood pressure control. Hypertension can be more effectively self regulated when the 

individual has an accurate illness perception versus the increased tendency to believe they 

can successfully treat blood pressure elevations by monitoring symptoms related to blood 

pressure change. 
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Clark et al. (2000) conducted a quantitative study involving 570 women aged 60 

years or older with heart disease to assess the effects of a disease management program 

on physical functioning, symptom experience, and psychosocial status. The women were 

randomly assigned to a usual care control group or program group that involved 4 weekly 

meetings with a health educator and peer leader to learn self regulation skills with 

physical activity as the focus. The evaluative data included telephone interviews, physical 

assessments, and medical records at baseline and at 4 and 12 months post baseline. The 

results at 12 months when compared with controls revealed that the program women 

were less symptomatic (p<.0 1 ), scored better on the physical dimension of the Sickness 

Impact Profile (SIP; p<0.05), had improved ambulation as measured by the 6 minute 

walk (p<.0001), and lost more body weight (p<.001). Clark et al. (2000) concluded that 

self regulation based programs focused on physical activity and disease management 

relevant to women improved physical functioning and symptom experience. When nearly 

all women are at risk for cardiovascular disease, the importance of identifying effective 

lifestyle interventions, such as physical activity and weight maintenance are crucial 

(Mosca et al. , 2007). 

In a qualitative study Macinnes (2005) found that a purposeful sample of women 

(N=l0) considered stress to be the cause of their myocardial infarction, and although 

lifestyle factors were recognized, their significance was uncertain resulting in limited 

lifestyle changes. The data was collected 3 months following the acute infarct and 

analyzed thematically. The data was analyzed according to a self-regulation model. The 
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researcher indicated that the participants' decision to attend cardiac rehabilitation 

program was influenced by beliefs relating to known cause and level of perceived control 

of the illness. The researcher further concluded that these findings have serious 

implications for health care providers in exploring illness perceptions of patients before 

decisions are made to attend cardiac rehabilitation programs. In a secondary analysis of 

the researchers same qualitative data, Macinnes (2006) found that the decisions to seek 

help following the onset of symptoms of acute myocardial infarction were influenced by 

a perceived lack of susceptibility to the disease and belief that symptoms were benign. 

These beliefs led to coping strategies aimed at relieving symptoms rather than seeking 

help. Macinnes (2006) concluded that health promotion strategies need to consider the 

uniqueness of the individual' s experience followed by interventions designed to alter 

illness perceptions that may influence treatment seeking behaviors. 

Additional qualitative studies were identified in support of self-regulation concepts 

towards the cardiovascular health of women (Cooper, Jackson, Weinman, Home, 2005; 

Holiday, 2000). Copper et al. (2005), using a self-regulatory model of illness behavior as 

the theoretical framework, concluded that erroneous beliefs about the content of cardiac 

rehabilitation programs may contribute to decisions not to attend. The results of semi

structured interviews in 7 women and· 13 men representing a broad age range (3 7-82 

years) revealed themes of participants' misunderstanding of the role of exercise and its 

perceived effects. In 2000, a qualitative analysis of 16 women aged between 48-72 years 
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indicated decisions to seek help following symptoms of an acute myocardial infarction 

were influenced by beliefs about personal susceptibility 

These identified studies of the self regulation concepts are highly relevant to 

hypertension and asymptomatic diseases with severe coronary consequences. The sparse 

findings of intervention studies in women indicate the need for further research on patient 

education interventions aimed at effective illness management. These research findings 

indicate that self regulation concepts of illness behavior attempt to provide a rationale for 

non-adherence and propose that patients hold key illness beliefs which direct the way in 

which they cope with or manage their illness. 

Summary 

The available evidence from surveys and statistical updates suggest that the 

morbidity and mortality rates continue to increase in women with cardiovascular disease. 

As indicated by these same statistical updates the projected prevalence of cardiovascular 

heart disease is on the rise for Mexican American women that will only add to a higher 

mortality rate. It is important to keep in mind that most of the empirical support for 

women with cardiovascular disease does not include the Mexican American population 

subgroup. The majority of studies in Mexican American women have been conducted in 

secondary analysis of significant national epidemiological surveys, and in the form of 

descriptive and exploratory design. The outcomes of these studies are indicative of the 

uncontrolled hypertension in all women, with Mexican American women having the 

lowest rates of awareness, treatment and control. 
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The strategies to promote cardiovascular health in women in the form of education 

and self blood pressure monitoring are effective with empirical support on their 

feasibility, acceptance and significant outcomes. A small number of studies indicate 

conclusive evidence of the effectiveness of educational interventions in the Mexican 

American population group with no studies found on the use of self-blood pressure 

monitoring in Mexican Americans. Furthermore there are significant qualitative and 

quantitative studies in support of self regulation in the management of heart disease in 

women. The qualitative studies focus on the processes involved in self regulation to 

understand how women manage heart disease. The quantitative studies on self regulation 

indicate impressive findings on how the knowledge and recognition of symptoms and 

role of lifestyle actions can influence adherence to treatment plans. At this point, there is 

more to learn on self regulation and the role it can play on the maintenance of treatment 

for conditions such as hypertension that require regular and long term behaviors. 
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CHAPTER III 

PROCEDURE FOR COLLECTION AND TREATMENT OF DATA 

A two-group randomized assigned, treatment and controlled group repeated 

measures design was used to study the effect of a wrist blood pressure monitor with given 

instructions on use to Mexican-American women diagnosed with hypertension and 

prescribed at least one antihypertensive medication. A representative sample of Mexican

American women diagnosed with hypertension and prescribed at least one anti

hypertensive medication, were recruited from a primary care clinic. Following a pre

randomization process each participant completed a consent form, demographic 

questionnaire and acculturation form prior to their participation in the study. The 

intervention group received a wrist blood pressure monitor and four one hour education 

sessions, whereas the attention control group received the education sessions only. Blood 

pressures were measured in both randomized groups, weekly X 4 weeks and 4 weeks post 

intervention. The one independent variable consisted of a wrist home blood pressure 

monitor. The two dependent variables were systolic and diastolic blood pressure 

measured with an electronic blood pressure monitoring device validated by the 

Association for the Advancement of Medical Instrumentation. 

Setting 

This study was conducted at a primary care clinic that serves a largely Mexican

American population. The primary clinic is located in a low socioeconomic area 
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of the city with 67.5% of the clients assisted by a county indigent health care program. 

The clinic estimated 5,000 Mexican-American women with hypertension were served 

this year. 

Population and Sample 

The population sample for this study included Mexican-American women 

diagnosed with hypertension and prescribed at least one antihypertensive medication. The 

participants in this study met the following criteria: 

• Self-identified Mexican-American 

• ~ 18 years of age 

• diagnosis of hypertension in the medical chart with validating measures of at 

least systolic of greater than 140mm Hg or diastolic pressure of greater than 

90mm Hg, unless diagnosed as a diabetic or with a history of chronic kidney 

disease then systolic blood pressure > 130 mm Hg or diastolic blood pressure> 80 

mm Hg and 

• prescription of at least one antihypertensive 

• English or Spanish speaking 

• Wrist sizes 5.25 to 8.5 inches 

• Arm circumference (midway between elbow and shoulder) 8.2 to 18.7 inches 

The sample size was calculated following a meta-analysis review of 18 

randomized controlled trial studies with treatment of the control group as standard care 

and use of self measurements with validated automatic blood pressure monitors as the 

treatment group. The reported overall effect of self-blood pressure monitors as the 
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interventions was .42 (Capuccio, Kerry, Forbes, & Donald, 2004). Although the meta 

analysis reported an effect size of .42, a medium effect size of .5 with an a value of .05 

and power of 80% power was sought for this study. A recent meta-analysis (n=56) of 

randomized controlled trials to determine the effectiveness of interventions to improve 

control of blood pressure in patients with hypertension revealed that self-monitoring 

(n=l0) indicated significant between-group heterogeneity for mean SBP (range-10 to 

+5mmHg) and pooled data from 12 studies showed a difference of mean diastolic blood 

pressure reduction of -2.0 mmHg (Fahey, Schroeder & Ebrahim, 2006). Furthermore, 

Fahey et al. (2006) also concluded that self-monitoring of blood pressure was associated 

with moderate net reduction in diastolic blood pressure (weighted mean difference:-2.0 

mmHg, 95%CI: -2. 7 to -1.4 mmHg). The findings in the Fahey et al. (2006) meta

analysis support an increase in the effect size due to the expected self-monitoring among 

the Mexican-American women diagnosed with hypertension in the intervention group 

who were given a home blood pressure monitor. 

The above mentioned study findings offered the bases for the presumed effect size 

of .50 and a one-tailed test ( a =.05, power .80) that called for 63 participants for each 

group (Cohen, 1988). Following the findings of no attrition in the pilot study, the 

researcher did not allow for attrition and set total sample size at 126 participants. 
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Protection of Human Subjects 

Appropriate measures were taken to ensure the protection of human subjects. This 

study received approval from the Institutional Review Board at Christus Spohn Health 

Care Systems in Corpus Christi and Texas Woman's University in Houston. Participants 

signed a written consent form offered in English or Spanish according to their preference. 

All participants were given an opportunity to ask questions surrounding the study and 

answers were provided prior to participation. Strict measures were taken to safeguard 

personal health information by maintaining all files related to study under lock and key. 

In an effort to protect privacy unique identification numbers instead of names were used 

on all data collection forms. Subjects were advised that the study was voluntary and they 

had the option of withdrawing at anytime without jeopardizing the usual care received at 

clinic. 

Instrumentation 

Welch Allyn Spot Vital Signs Monitor 

The Welch Allyn Spot Vital Signs monitor measured the dependent variable 

blood pressure (systolic and diastolic) by oscillometric method that utilized a device that 

records small oscillations in arterial pressure and uses them to determine mean systolic 

and diastolic pressures (Artinian, 2007). Using a monitor that has been validated for 

accuracy by the Association for the Advancement of Medical Instrumentation is 

recommended (Artinian, 2007). The Welch Allyn Spot Vital Signs monitor used in this 

study met and exceeded the requirements of the current Association for the Advancement 

of Medical Instrumentation validation protocols. The manufacturer of the Welch Allyn 
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Spot Vital Signs monitor has validated the use in an assessment based on 88 subjects with 

three blood pressure measurements recorded for each person, for a total of 255 

measurements. The Welch Allyn Spot Vital Signs Clinical Validation Summary found an 

average error (mmHg) -1.1 for systolic result and -0.4 for diastolic result, with a standard 

deviation (mmHg) of 4.0 for systolic and 6.1 for diastolic (Welch Allyn, 2002). The 

AAMI standard states that for systolic and diastolic pressures treated separately, the mean 

error shall be +/-5 mmHg or less, with a standard deviation of 8 mmHg or less. The 

stability of an instrument is its ability to maintain a calibration over a given interval. Over 

time, biomedical instruments may suffer a gradual loss of calibration, called a "drift". It 

was important for this biomedical instrument to maintain calibration because the 

reliability of the data was dependent on an accurate measure. The device was 

manufactured using calibrated pressure standards traceable to the National Institute of 

Standards and Technology (Welch Allyn, 2007). The Welch Allyn Spot Vital Signs 

monitor used in this study was calibrated as recommended by the manufacturer. 

The Welch Allyn Spot Vital Signs monitor was used by the investigator to assess 

the blood pressure of each participant following each 1 hour educational session and four 

weeks after the final education session. All blood pressures were assessed with 

participants in the sitting position. The blood pressure cuff was properly sized by 

measuring the patient's arm circumference midway between the elbow and shoulder. The 

researcher used the manufacturer' s chart for determining cuff size for use of a small, 

medium or large cuff. Furthermore, the researcher ensured that the hose was not twisted, 

kinked, or compressed, as this could have caused measurement errors. All blood 
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pressures were measured on a bare arm after a 5 minute resting period while in a sitting 

position in a quiet environment. A questionnaire developed in English and Spanish by the 

researcher was administered to collect pertinent demographic data (Appendix A). 

Intervention 

Wrist Blood Pressure Monitor With Advanced Positioning Sensor (APS) 

The wrist blood pressure monitor and education group received a wrist blood 

pressure monitor for the self measurement of blood pressure. The device has Advanced 

Positioning Sensor technology that automatically confirms monitor is at heart level to 

ensure an accurate reading. It was easy to use and not only provided systolic/diastolic and 

pulse readings, but advanced diagnostics as irregular heartbeat detector and an average of 

the last three blood pressure readings. The exclusive manufacturer' s technology offered 

IntelliSense that enables the monitor to inflate and deflate at the optimum level for each 

individual user. It has been clinically evaluated and proven to meet the rigorous accuracy 

standards of the Association for the Advancement of Medical Instrumentation and 

European Society of Hypertension. The clinical proven accuracy was a result of pressure 

+/-3 mmHg or 2% of reading, Pulse +/-5% or reading that met or exceeded the AAMI 

standards (Omron, 2008). Moreover, there is generally good agreement between upper 

arm and wrist blood pressure measurements (Martinez & Puig, 2006). 

All participants in the wrist blood pressure and education group received a wrist 

home blood pressure monitor for use during the study with an agreement for the return of 

the monitor on the follow-up visit. Nurse led verbal instructions and demonstration X 15 

minutes were given to the participants on the use of the wrist home blood pressure 
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monitor. Participants were given an opportunity to ask questions and review instructions 

followed by a minimum of 2 return demonstrations. Participants in the intervention group 

were provided with the manufacturer's illustrated 3-page "Directions for Use " guide for 

future reference in Spanish or English according to their preference. 

Education Session 

Participants in the intervention group (wrist and education) and attention control 

(education only) group were provided with separate 4-1 hour sessions that contained the 

same content aimed at the management of hypertension and promotion of a heart health 

lifestyle. The education sessions were provided in Spanish or English according to the 

participants ' preference. Each session centered on 4 American Heart Association 

pamphlets that were provided to all participants on the day of their enrollment and made 

available during the educational sessions. The following four pamphlets were offered to 

all participants in Spanish or English according to their preference. 

• Understanding and Controlling your High Blood Pressure (#50-1490) 

• Diabetes, Heart Disease & Stroke (#50-1527A) 

• Losing Weight the Healthy Way (#50-1925) 

• For your Children (#50-1459) 

The educational sessions began with the introduction and sampling of a heart 

healthy snack followed by a copy of a recipe for a heart healthy dish to prepare at home. 

The researcher led the discussion of the pamphlet information with additional overviews 

and illustrations available from the American Heart Association website. 
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Data Collection 

The researcher recruited participants from the primary clinic by posting flyers on 

the announcement boards in the examining rooms and waiting area. The recruitment flyer 

was in English and Spanish and contained contact information, length of study, inclusion 

criteria, targeted population and amount of incentive. 

In a quiet and private area adjacent to the primary clinic pharmacy the researcher 

offered an explanation in English or Spanish of the study' s purpose, including risks, 

benefits, schedules, reimbursements, and follow up as outlined in the consent form. A 

pre-randomization process determined which consent form the researcher assisted the 

participants in completing along with a Demographic Questionnaire in English or 

Spanish according to their preference. The researcher completed the randomization 

procedure as follows: computer generation of 126 numbers either 1 or 2 with 1 = wrist 

blood pressure monitor and education (intervention) and 2= education only 

(attention/control). The researcher took 126 envelopes and numbered them according to 

the generated random list and placed the correct informed consent form in the correct 

envelope. Participants receiving a number 1 envelope signed the appropriate consent 

form and were assigned to the intervention group. Participants receiving a number 2 

envelope signed the appropriate consent form and were assigned to the attention control 

group. 

All participants in the wrist blood pressure and education group (intervention) 

received the wrist blood pressure monitor and 15 minutes of instruction and 

demonstration on the use. Participants were given an opportunity to ask questions with 2 
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return demonstration on proper use. Participants in the intervention group were provided 

with the manufacturer's illustrated 3 page "directions for use" guide for future reference 

in Spanish or English according to their preference. All participants in both the 

intervention and attention control group selected the time and date of the educational 

session from a scheduled listing provided by the researcher. The scheduled listing 

included sessions in Spanish and English to accommodate their preference. The 

researcher obtained permission for the use of their home or cell phone numbers to place 

reminder phone contacts within 24 hours of educational sessions. All participants 

received a wallet size card that contained the time, date, and location of educational 

session along with the researcher's contact information. 

All participants had their blood pressures measured with the Welch Allyn Monitor 

at the end of each session and follow up visit. The researcher used the manufacturer's 

recommendations for proper calibration prior to use. In addition, reference was made to 

the participants' arm circumference measurements taken during enrollment for the proper 

selection and use of blood pressure cuff size. All participants received ten dollars at the 

end of each education session and the follow up visit for a total of fifty dollars. 

An attendance record was kept for each education session. All participants who 

missed an educational session received a telephone contact from the researcher and 

offered a make-up class. A blood pressure measurement record was also kept for each 

educational session and follow-up visit blood pressure measurement. 
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Treatment of the Data 

The computer Statistical Package for Social Science (SPSS) version 17.0 was 

used to analyze coded data. A repeated measure ANOVA was utilized to analyze the 

study' s hypothesis. Descriptive statistics were reported from the demographic data 

obtained. The level of significance was set to an alpha level of .05 for hypothesis testing. 

Pilot Study 

The participants for the pilot study were recruited within a 2 week period with the 

use of a recruitment flyer posted on the message board located at the clinic entrance. The 

recruitment flyer was in English and Spanish and contained contact information, length 

of study, inclusion criteria, targeted population and amount of incentive. In addition to 

posting, the flyers were left in the client waiting area and provided to the clinic's nursing 

staff to distribute to clients whom they thought met the inclusion criteria. A total of 10 

subjects contacted the researcher within a 2 week period. The researcher provided a 

further detailed description of the study to a total of 10 interested individuals who called 

the number on the flyer. After receiving the description, six individuals agreed to meet 

with the researcher at a nearby community college to determine eligibility. Pre

randomization determined which consent form (i.e. , intervention or attention control) the 

investigator offered the participants along with a Demographic Questionnaire (Appendix 

A). All forms were offered in English or Spanish according to the participant's 

preference. All participants randomized to the wrist blood pressure home monitor 

received 15 minutes of instruction and demonstration on the use of the wrist blood 
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pressure monitor. Participants were given an opportunity to ask questions and completed 

2 return demonstrations on proper use. 

The researcher asked each participant for permission to contact them 24 to 48 

hours before the schedule education session. All of the participants agreed to the contact 

telephone calls and provided cell phone numbers. All participants received a reminder 

phone contact within 24 hours of educational session. The 6 participants accommodated 

the study to their schedule and selected the intervention group day and time in which they 

wanted to participate. Following each educational session, blood pressure measurements 

were assessed using the Welch-Allyn Vital Signs monitor. The researcher calibrated the 

Welch-Allyn Vital Signs monitor according to the manufacturer's guidelines and ensured 

the blood pressure cuff was properly sized by measuring the patient's arm circumference 

midway between the elbow and shoulder and then used chart to select the correct cuff 

size. 

All participants m the intervention and control group received 4 education 

sessions that were nurse led in a small conference room at the community college with 

tables and chairs set up in a circular fashion to facilitate face to face group discussion. A 

healthy food sampling was made available during each of the educational sessions along 

with a healthy heart food recipe. Each participant received a copy of four different 

American Heart Association pamphlets that were discussed separately at each educational 

session (Appendix C). A record of educational group session attendance was recorded. 

Participants for this study had 100% attendance to all education sessions in their entirety 

of 1 hour for 4 weeks, including a 4 week post visit for the final blood pressure 
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measurement. The four participants m the intervention (wrist home blood pressure 

monitor and education) group returned the monitor on their last visit. At the end of each 

educational session both groups had their blood pressures measured and recorded 

Participants received ten dollars at the completion of the educational sessions and follow

up. 

Results 

The pnmary outcome measures in this pilot study were lower systolic and 

diastolic blood pressures among Mexican-American women who were given a wrist 

home blood pressure monitor and instructions on use and who attended weekly 1-hour 

education sessions for 4 weeks compared to Mexican-American women who attend the 

education sessions only. The systolic and diastolic blood pressures were recorded at the 

conclusion of the weekly education sessions and 4 weeks following the last educational 

session. The mean blood pressure results obtained were compared between the 

intervention (monitor/education) and attention control (education only) group. The 

repeated measures ANOVA was not used to analyze trends over time due to insufficient 

sample size. 

Means and standard deviations for blood pressure measurement for each week of 

the educational sessions and four weeks following the last session are presented in Table 

1 for women with and without access to a home blood pressure monitor. Due to 

insufficient numbers the analysis of the measures over time could not be completed. 

Mean values are also inadequate to analyze between the two groups due to the small 

sample size. 
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Perhaps most importantly, in this pilot study all of the participants expressed a 

high level of satisfaction and ease with the use of the monitor, indicating that this method 

can be acceptable in the Mexican-American population group. Additionally, the study 

documented that Mexican-American women would attend repeated educational sessions 

and not drop-out of the program. This justified a reduction in the required sample size as 

extra participants would not be needed for attrition. 
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Table 1 

Mean Scores and Standard Deviations for Systolic and Diastolic Blood Pressure 

Measure/ BP Monitor No BP Monitor Total 
Session Access Access Sample 

(n=4) (n=2) (n= 6) 

SYSTOLIC 
Session 1 141±31.5 161±9.9 147±26.8 
Session 2 134.5±33.4 130.5±16.3 133.2±26.9 
Session 3 142.5±26.8 118.0±15.6 134.3±25.2 
Session 4 137.3±23.1 114.5±6.4 129.7±21.6 
Follow-up 141.5±20.2 121.5±17.7 134.8±20.3 

DIASTOLIC 
Session 1 85±6.1 94±7 88.1±7.3 
Session 2 77±10.5 82±12 79±10.1 
Session 3 83.5±5 76±12 81.1±7.5 
Session 4 79.7±8.5 70.5±7.7 76.6±8.8 
Follow-up 84.2±2.9 72.5±10.6 80.3±8 
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CHAPTER IV 

ANALYSIS OF THE DATA 

A two-group randomized assigned, treatment and attention controlled group 

repeated measures design was used to study the effect of a wrist blood pressure monitor 

with given instructions on use to Mexican-American women diagnosed with hypertension 

and prescribed at least one antihypertensive medication. A representative sample of 

Mexican-American women diagnosed with hypertension and prescribed at least one anti

hypertensive medication was recruited from a primary care clinic. Following pre

randomization process participants completed a consent form, demographic questionnaire 

and acculturation form prior to their participation in the study. The intervention group 

received a wrist blood pressure monitor and 4 1-hour education sessions, whereas the 

attention control group only received the education sessions. Blood pressures were 

measured in both randomized groups, weekly X 4 weeks and 4 weeks post intervention. 

The one independent variable consisted of a wrist home blood pressure monitor. The two 

dependent variables were systolic and diastolic blood pressure measured with an 

electronic blood pressure monitoring device validated by the Association for the 

Advancement of Medical Instrumentation. The demographics of the participants and non

participants as well as study results are presented in this chapter. 
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Description of the Sample 

The researcher recruited participants from the primary clinic by posting flyers on 

the announcement boards in the examining rooms and waiting area. The recruitment flyer 

was in English and Spanish and contained contact information, length of study, inclusion 

criteria, targeted population and amount of incentive. A total of 120 women responded to 

the flyer and only 79 met the inclusion criteria for the study. Twenty Mexican-American 

women declined to participate in the study and offered no interest and insufficient time as 

reasons for not participating. An additional 21 women failed to meet the inclusion 

requirements. A pre-randomization process determined which consent form the 

participants signed with 38 randomly assigned to the intervention group and 41 to the 

control group (see Figure 2). 

The participants in the wrist blood pressure and education group (n=38) received 

a wrist home blood pressure monitor for use during the study with an agreement for its 

return on the final follow-up visit. Registered nurse led verbal instructions and 

demonstration X 15 minutes were given to the participants on the use of the wrist home 

blood pressure monitor. Participants were given an opportunity to ask questions and 

review instructions followed by a minimum of 2 successful return demonstrations. 

Participants in the intervention group were also provided with the wrist home blood 

pressure monitor manufacturer' s illustrated 3-page "Directions for Use " guide for future 

reference in Spanish or English according to their preference. All participants in both the 

intervention (n =38) and attention control group (n =41) selected the time and date of the 

educational session from a scheduled listing provided by the researcher. The scheduled 

48 



listing included sessions m Spanish and English to accommodate the participant's 

preference. The researcher obtained permission for the use of participant home or cell 

phone numbers and completed reminder phone contacts within 24 hours of scheduled 

educational sessions. The completers of the study were defined as completing a minimum 

of 3 education sessions and follow up blood pressure measurements. This resulted in the 

exclusion of 6 participants in the intervention group and 10 in the control group who 

attended none of the education sessions. The final statistical analysis of this study 

included a total of 63 participants, specifically 32 women pre-randomized to the 

intervention group with a home monitor and education sessions and 31 pre-randomized to 

the education sessions only attention control group (see Figure 2). 
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I 120 - Responded to Study Flyer 

20 -- Declined 
5 -- Not interested 
12 -- Insufficient time 

I l 
3 -- Unknown 

100 - Screened 

21 - Ineligible due to: 
2 -- Medical condition/dialysis 
1-- Wrist circumference > 8.5" 
8 -- Arm circumference > 18. 7" 
8 -- No hypertension 
2 -- Not Mexican American 

79 - Eligible 

79 - Pre-Randomization 
Obtained Informed Consent 

38 - Assigned Wrist Home Blood Monitor 
Education Intervention 

32 -- Attended education sessions 
(27) attended four ( 4) classes 
(5) attended three (3) classes 

6 -- No show 

Follow up - No loss (N=32) 

32 -- Completers 

32 -- Included in Analysis 

41 -- Education only - attention control 
31 -- Attended education sessions 

(23) attended all four ( 4) classes 
(8) attended three (3) classes 

10 -- No show 

Follow up - No loss (N=3 l) 

· 31 -- Completers 

31 -- Included in Analysis 

Figure 2. Participant Flow Chart 
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Findings of the Study 

The hypotheses tested in this study were: 

1. Mexican-American women, diagnosed with hypertension and prescribed at least 

one antihypertensive medication, who are given a wrist home blood pressure monitor and 

instructions on use and who attend weekly I-hour education sessions for 4 weeks will 

have significantly lower systolic blood pressure measurement at each weekly education 

session and at 4 weeks after course completion compared to Mexican-American women 

who attend education sessions only. 

2. Mexican-American women, diagnosed with hypertension and prescribed at least 

one antihypertensive medication, who are given a wrist home blood pressure monitor and 

instructions on use and who attend weekly I-hour education sessions for 4 weeks will 

have significantly lower diastolic blood pressure measurements at each weekly education 

session and at 4 weeks after course completion compared to Mexican-America women 

who attend the education sessions only. 

The demographic characteristics of language, marital status, level of education, 

native country, father's native country, and mother's native country obtained from the 

study's participants were observed for statistical significance (p=.05). Differences were 

examined between participants who completed and did not complete the study (Table 2) 

and intervention and control groups (Table 3). No significant (p=.05) differences were 

identified between participants who completed and did not complete the study indicating 

that participation selection bias did not occur. 
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Table 2 

Demo~ae..hic Characteristics ofCompJeters and Non-come.leters 
Total No. of 

Percentage 
Total No. of Non-

Percentage Characteristics Completers Completers Statistics 
N=63 

% 
N=16 

% 

Language 

English 55 78.6 15 21.4 P = 0.67 Fisher's 

Spanish 8 88.9 1 11.1 Exact Test 

Marital Status 

Married 22 88.0 3 12.0 P = 0.28 Fisher's 

Single 41 75.9 13 24.1 Exact Test 

Level of Education 

<12 yrs 47 81.0 11 19.0 P = 0.75 Fisher' s 

13+ yrs 16 76.2 5 23.8 Exact Test 

Native Country 

United States 53 76.8 16 23.2 P = 0.2 Fisher's 

Mexico 10 100 0 0 Exact Test 

Father's Native 
Country 

United States 48 77.4 14 22.6 P = 0.50 Fisher's 

Mexico 15 88.2 2 11.8 Exact Test 

Mother's Native 
Country 

United States 49 75.4 16 24.6 P = 0.06 Fisher's 

Mexico 14 100 0 0 Exact Test 

Diabetes 

Adult Onset 43 86.0 7 14 P = 0.86 Fisher's 

No Diabetes 20 69.0 9 31 Exact Test 
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Table 3 

Demographic Characteristics of Control and Intervention Groups. 
Control Intervention 

Characteristics % % Statistics 
N=31 N=32 

Language 
P = 1.0 Fisher's 

English 27 49.1 28 50.9 
Exact Test 

Spanish 4 50.0 4 50.0 

Marital Status 
P = 1.0 Fisher's 

Married 11 50.0 11 50.0 
Exact Test 

Single 20 48.8 21 51.2 

Level of Education 
P=.774 Fisher's 

<12 yrs 24 51.1 23 48.9 
Exact Test 

13+ 7 58.3 5 41.7 

Native Country 
P = .732 Fisher's 

United States 27 50.9 26 49.1 
Exact Test 

Mexico 4 40 6 60 

Father's Native Country 
P = .237 Fisher's 

United States 26 54.2 22 45.8 
Exact Test 

Mexico 5 33.3 10 66.7 

Mother's Native Country 
P = .365 Fisher' s 

United States 26 53.1 23 46.9 
Exact Test 

Mexico 5 35.7 9 64.3 

Diabetes 
P =.788 Fisher' s 

Adult Onset (yes) 22 51.2 21 48.8 
Exact Test 

No Diabetes 9 45 11 55.0 
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Similarly, there were no significant (p=.05) differences in any of the demographic 

variables between the attention control and intervention group indicating that group 

random assignment was effective and no random assignment bias exists. 

The primary outcome measures in this study were lower systolic and diastolic 

blood pressures among Mexican-American women who were given a wrist home blood 

pressure monitor and instructions on use and who attended weekly I-hour education 

sessions for 4 weeks compared to Mexican-American women who attended the education 

sessions only. The systolic and diastolic blood pressures were studied during the 4 

weekly education sessions and 4 weeks post intervention for a total of 5 blood pressure 

measures on each participant. The mean blood pressure results obtained were compared 

between the intervention (monitor/education) and attention control ( education only) 

group. The two-way mixed ANOVA with repeated measures was used to analyze trends 

over time. 

Changes in Systolic and Diastolic Blood Pressures 

A descriptive recording of mean blood pressure measurements for participants in 

the intervention (monitor/education) showed a decrease in systolic blood and diastolic 

blood pressure in only some of the weeks of the study. Table 4 illustrates a pronounced 

decrease in the systolic blood pressure from the first week to the Post 4 week 

measurement in both the intervention group (monitor/education) and control group 

(education only). A more minimal decrease is visible in the diastolic blood pressure from 

the first week to the Post 4 week measurement in both the intervention group 

(monitor/education) and control group (education only) in Table 5. 

54 



Table 4 

Descriptives of Systolic Blood Pressure 

95% Confidence Interval 

Std. Std. for Mean 

N Mean Deviation Error Lower Bound Upper Bound 

Session 1 Systolic Monitor 32 147.9063 14.55437 2.57287 142.6588 153.1537 

Non Monitor 31 152.1935 13.77781 2.47457 147.1398 157.2473 

Total 63 150.0159 14.22797 1.79256 146.4326 153.5991 

Session 2 Systolic Monitor 32 137.2813 17.94837 3.17285 130.8102 143.7523 

Non Monitor 31 134.4194 16.88939 3.03342 128.2243 140.6144 

Total 63 135.8730 17.35446 2.18646 131.5024 140.2437 

Session 3 Systolic Monitor 32 136.3750 13.12410 2.32003 131.6433 141.1067 

Non Monitor 31 131.4839 16.42127 2.94935 125.4605 137.5072 

Total 63 133 .9683 14.92235 1.88004 130.2101 137.7264 

Session 4 Systolic Monitor 27 131.5556 14.43909 2.77880 125.8436 137.2675 

Non Monitor 23 131.5217 16.69477 3.48110 124.3024 138.7411 

Total 50 131.5400 15.35460 2.17147 127.1763 135 .9037 

Post 4 Week Monitor 32 128.5625 14.13743 2.49917 123.4654 133.6596 

Systolic Non Monitor 31 132.8387 17.76907 3.19142 126.3210 139.3565 

Total 63 130.6667 16.04228 2.02114 126.6265 134.7069 
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Table 5 

Descriptives of Diastolic Blood Pressure 

Std. Std. 95% Confidence Interval 
for Mean 

N Mean Deviation Error Lower Bound Upper Bound 

Session 1 Diastolic Monitor 32 84.0625 7.08446 1.25237 81.5083 86.6167 

Non Monitor 31 84.6452 8.48351 1.52368 81.5334 87.7569 

Total 63 84.3492 7.74630 .97594 82.3983 86.3001 

Session 2 Diastolic Monitor 32 81.8750 7.41729 1.31120 79.2008 84.5492 

Non Monitor 31 79.7419 9.41618 1.69120 76.2881 83.1958 

Total 63 80.8254 8.45966 1.06582 78.6949 82.9559 

Session 3 Diastolic Monitor 32 82.3438 5.91122 1.04497 80.2125 84.4750 

Non Monitor 31 79.1935 8.27212 1.48572 76.1593 82.2278 

Total 63 80.7937 7.28710 .91809 78 .9584 82.6289 

Session 4 Diastolic Monitor 27 79.8889 7.25541 1.39630 77.0187 82.7590 

Non Monitor 23 77.7826 8.00543 1.66925 74.3208 81.2444 

Total 50 78.9200 7.60462 1.07546 76.7588 81.0812 

Post4 Week Monitor 32 79.3438 5.73394 1.01363 77.2764 81.4111 

Diastolic Non Monitor 31 79.4194 8.72840 1.56767 76.2178 82.6210 

Total 63 79.3810 7.30097 .91984 77 .5422 81.2197 
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The repeated measures ANOVA on the 63 participants revealed no significant 

(p=.05) between-group difference. In addition no significant difference within-group 

effects were noted for session or changes across time. There was no significant difference 

in the systolic and diastolic blood pressure means of the intervention group and control 

group. Since the significance values all indicate p > .05 the null hypothesis is accepted. 

These results suggest that the wrist home monitor had no effect on the systolic and 

diastolic blood pressure. The results are presented in Tables 6 and 7. 
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Table 6 

Repeated Measures ANOVA (Systolic) 

Sum of 
Squares df Mean Square F Sig. 

Session 1 Systolic Between Groups 289.427 1 289.427 1.440 .235 

Within Groups 12261.557 61 201.009 

Total 12550.984 62 

Session 2 Systolic Between Groups 128.967 1 128.967 .424 .517 

Within Groups 18544.017 61 304.000 

Total 18672.984 62 

Session 3 Systolic Between Groups 376.695 1 376.695 1.711 .196 

Within Groups 13429.242 61 220.152 

Total 13805.937 62 

Session 4 Systolic Between Groups .014 1 .014 .000 .994 

Within Groups 11552.406 48 240.675 

Total 11552.420 49 

Post 4 Week Between Groups 287.931 1 287.931 1.121 .294 

Systolic Within Groups 15668.069 61 256.854 

Total 15956.000 62 

df= Degrees of freedom 
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Table 7 

Repeated Measures ANO VA (Diastolic) 

Sum of Squares df Mean Square F Sig. 

Session 1 Diastolic Between Groups 5.346 1 5.346 .088 .768 

Within Groups 3714.972 61 60.901 

Total 3720.317 62 

Session 2 Diastolic Between Groups 71.644 1 71.644 1.001 .321 

Within Groups 4365.435 61 71.565 

Total 4437.079 62 

Session 3 Diastolic Between Groups 156.260 1 156.260 3.039 .086 

Within Groups 3136.057 61 51.411 

Total 3292.317 62 

Session 4 Diastolic Between Groups 55.100 1 55.100 .952 .334 

Within Groups 2778.580 48 57.887 

Total 2833.680 49 

Post 4 Week Diastolic Between Groups .090 1 .090 .002 .968 

Within Groups 3304.767 61 54.177 

Total 3304.857 62 

df= Degrees of freedom 
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Changes Over Time 

Given the results of the repeated measures ANOVA the researcher further 

analyzed the data set of 63 participants using two-way mixed model method. The mixed 

model method allowed for patterns of change and individual differences (Krueger and 

Tian, 2004). This analysis revealed a difference among systolic blood pressure (p=.001) 

and a diastolic blood pressure (p=.017) through all five sessions. Furthermore, a within 

group linear change across time for the systolic (df 1; F = 45.4; p=.000) and diastolic 

blood pressure (d/ 1; F = 7.069; p=.011) through all sessions 1 through 5 in the 

intervention (monitor/education) and control ( education only) group is indicated (see 

Table 8). Table 9 and 10 illustrate the decreasing trend in systolic and diastolic blood 

pressures through sessions 1 through 5. Thus the analysis suggests that significant 

decreases in systolic and diastolic blood pressure occurred through sessions 1 through 5 

for both intervention and attention control groups. 
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Table 8 

Tests of Within-Subjects Contrasts for Sessions Systolic and Diastolic Blood 
Pressure Linear Trend Within Subjects 

Session Sum of Squares 

Linear (systolic) 9945.800 

Linear (diastolic) 598.418 

df= Degrees of freedom 

p value < a = . 0 5 

Table 9 

d:ric Mean square F Significance 

1 9945.800 45.00 .000* 

1 598.418 7.06 .011 * 

Parameter Estimates Systolic Blood Pressure Following Decreasing Trend Through 
Session 1 to 5 

Session Parameter B Std. Error t Significance 

Session 1 (systolic) Intercept 148.46 2.07 71.42 .000* 

Session 2 (systolic) Intercept 135.26 2.50 53.96 .000* 

Session 3 (systolic) Intercept 132.62 2.18 60.68 .000* 

Session 4 (systolic) Intercept 131.54 2.17 60.57 .000* 

Post 4 Week (systolic) Intercept 128.02 2.29 55.70 .000* 

p value < a = .05 
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Table 10 

Parameter Estimates Diastolic Blood Pressure Following Decreasing Trend Through 
Session 1 to 5 

Session Parameter B Std. Error t Significance 

Session 1 (diastolic) Intercept 83.40 1.34 73.55 .000* 

Session 2 (diastolic) Intercept 79.62 1.27 70.67 .000* 

Session 3 (diastolic) Intercept 80.10 1.00 79.92 .000* 

Session 4 (diastolic) Intercept 78.92 1.07 73.38 .000* 

Post 4 Week (diastolic) Intercept 78.28 1.03 75.95 .000* 

p value < a = .05 

Summary of the Findings 

A representative sample of 63 Mexican-American women participated in this two

group pre-randomized treatment and attention controlled group repeated measures 

experimental study. This study measured the effect of a wrist blood pressure monitor with 

given instructions on use to Mexican-American women diagnosed with hypertension and 

prescribed at least one antihypertensive medication. The Welch Allyn Spot Vital Signs 

monitor measured the dependent variable blood pressure (systolic and diastolic) by 

oscillometric method that utilizes a device that records small oscillations in arterial 

pressure and uses them to determine mean systolic and diastolic pressures (Artinian, 

2007). Descriptive statistics and a two-way ANOVA with repeated measures were used 
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to determine the difference between groups and test the hypotheses. The statistical 

analysis indicated no significant differences in the diastolic or systolic blood pressures 

between Mexican-American women who were given a wrist home blood pressure 

monitor and instructions on use and who attended weekly 1-hour education sessions for 4 

weeks compared to Mexican-American women who attended the education sessions only. 

There was a significant difference among the diastolic and systolic blood pressure 

through all 5 sessions in the intervention (monitor/education) and control ( education 

only) group with both groups experiencing a significant decrease in blood pressure over 

the course of the study. The access to a wrist home monitor and education sessions had a 

decreased effect on both the systolic and diastolic blood pressure over weekly sessions 1, 

2, 3, 4 and 4 weeks. Education sessions had a decreased effect on both the systolic and 

diastolic blood pressure over weekly sessions 1, 2, 3, 4, and 4 weeks. 

63 



CHAPTER V 

SUMMARY OF THE STUDY 

In the United States, hypertension treatment and blood pressure control continue 

to be suboptimal, and significant racial/ethnic disparities persist (Rosamond et al., 2008). 

The lack of high blood pressure control continues to be the most important and highly 

treatable cause of cardiovascular disease and stroke among women. Therefore, nurses and 

other health care professionals recognize a dire need for the development and testing of 

interventions targeting Mexican-American women that may be useful and effective in 

improving the control of high blood pressure. 

Evidence-based recommendations for the prevention of cardiovascular disease in 

women, includes optimal blood pressure and lifestyle interventions. It is clearly important 

for women to know their blood pressure numbers if they are to be motivated to take 

action against heart disease. A systematic review of home blood pressure measurement 

equipment indicated that, compared with office blood pressure monitoring, home 

monitoring is more informative at predicting organ damage, cardiovascular mortality, and 

sustained hypertension in persons with borderline hypertension (Verbeck, Kroon, 

Kessels, & Leeuw, 2005). The use of validated home blood pressure monitors by the 

Association for the Advancement of Medical Instrumentation (AAMI) and the British 

Hypertension Society (BHS) of electronic home blood pressure provide the persons with 
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hypertension and health care providers with valuable information for disease 

management, and drug effectiveness (Taylor, 2007). The investigator did not identify any 

research that measured access to a wrist home monitor compared to education only in the 

Mexican-American population group. All other research on home monitors included the 

use of arm blood pressure monitors and request for blood pressure measurement records 

kept by the participant. 

Further research is needed to test interventions for better blood pressure control 

among racial/ethnic minorities, especially among Mexican American women. This 

randomized attention controlled trial measured the effect of access to a wrist home blood 

pressure monitor on decreasing systolic and diastolic blood pressure. 

Summary 

A two-group randomized assigned, treatment and attention controlled group 

repeated measures design was used to study the effect of a wrist blood pressure monitor 

with given instructions on use to Mexican-American women diagnosed with hypertension 

and prescribed at least one antihypertensive medication. After approval by the 

institutional review board and the university, a representative sample of 120 Mexican

American women diagnosed with hypertension and prescribed at least one anti

hypertensive medication, were recruited from a two primary care clinics. Following a 

pre-randomization process a total of 79 Mexican-American women who met the 

eligibility criteria completed a consent form and demographic questionnaire prior to their 

participation in the study. A total number of 63 eligible participants completed the study. 

The intervention group (n=32) received a wrist blood pressure monitor and 4 1-hour 
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education sessions, whereas the attention control group (n=31) only received the 

education sessions. Blood pressures were measured in both randomized groups, weekly X 

4 weeks and 4 weeks post intervention. The one independent variable consisted of a wrist 

home blood pressure monitor. The two dependent variables systolic and diastolic blood 

pressure were measured with an electronic blood pressure monitoring device validated by 

the Association for the Advancement of Medical Instrumentation. The systolic and 

diastolic blood pressure measurements were analyzed using SPSS 17 (SPSS, 2008) 

descriptive measures and two-way mixed ANOV A with repeated measures. 

All participants in the wrist blood pressure and education group received a wrist 

home blood pressure monitor for use during the study with an agreement for the return to 

the investigator on the follow-up visit. Registered nurse led verbal instructions and 

demonstration X 15 minutes were given to the participants on the use of the wrist home 

blood pressure monitor. The participants in the intervention group (monitor and 

education) and attention control (education only) group were offered separate 4-1 hour 

sessions that contained the same content aimed at the management of hypertension and 

promotion of a heart healthy lifestyle that followed the American Heart Association 

curriculum for health lifestyle. There were 6 participants in the intervention group and 10 

in the control group who never attended any of the sessions and therefore eliminated from 

further analysis. The analysis for this study included the data of 63 participants who 

attended a minimum of 3 education sessions and follow up blood pressure measurements. 

This data set was then examined to describe the effects of a wrist home blood pressure 

monitor on systolic and diastolic blood pressure. 
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Discussion of the Findings 

In the review of the published literature concerning the topic on home blood 

pressure monitoring none reported data on a female Mexican-American population group 

who had access to a home blood pressure but did not provide a record of their blood 

pressure. The analysis of systolic (dfl; F = l.2l;p=0.294) and diastolic (df l; F = .002; 

p =0.968) blood pressures of 63 Mexican-American women> 18 years of age revealed no 

significant between or within group differences. It is noteworthy to include that there is a 

linear decreasing trend in the systolic blood pressure (df l; F = 45.4; p=.000) and 

diastolic blood pressure within subjects (df l; F = 7.069; p=.0l l) for sessions 1 through 

5 for both the intervention and control groups. In a similar randomized controlled trial of 

125 participants in 12 community pharmacies, Zillich et al. (2005) found that the 

intervention group had a significantly declined systolic blood pressure readings of 13 .4 

mmHg compared to 9.0 mmHg in the control group. The intervention group received 4 

face to face visits with a trained pharmacist. Pharmacist provided patient specific 

information on their first and third visit. A home blood pressure monitor was provided, 

and participants were instructed to measure their blood pressure at least once daily. The 

control group had their blood pressures taken by the pharmacist and referred to 

physicians for evaluation. 

This study found that access to a wrist home blood pressure monitor and 

education among Mexican-American women was associated with no greater lowering of 

systolic and diastolic blood pressure measurements than a comparable group of Mexican

American women who received education only. 
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• There is no significant (p=.05) difference between intervention and control in 

systolic or diastolic blood pressure measures over the five evaluation sessions. 

• Both groups significantly ( p=0.05) recorded lower systolic and diastolic blood 

pressure measures over the 5 sessions. 

In a Cochrane Systematic Review Faye and colleagues reported that self

monitoring was associated with moderate net reduction in diastolic blood pressure with a 

weighted mean difference of (-2.0 mmHg, 95% CI:-2.7 to -1.4 mmHg). Faye's et al. 

(2006) review included 56 randomized control trials between the years of 2000 to 2006 

that met the criteria of self monitoring, educational interventions directed to patient, 

educational interventions directed by health professionals and appointment reminder 

systems. All participants in this study, in both the intervention and control group after 

attending the first education session continued in the study and reported to the post 4 

week follow up visit with the use of a telephone reminder system. This study found no 

significant differences between systolic or diastolic measures between intervention or 

control group at any of the five measurement points. 

Interpretations of this study should be considered with identified limitations. The 

investigator did not measure the use of the wrist home blood pressure monitor. 

Conclusion and Implications 

The results of this study about access to a home monitor among Mexican

American women with hypertension formed the following conclusion: there was no 

significant difference in systolic and diastolic blood pressure of Mexican-American 
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women < 18 yrs with access to a home monitor when compared to women without the 

monitor when measured across five sessions spanning an 8 week period. 

The following implications for the health care of Mexican-American women with 

hypertension can be drawn from this study: 

1. Education sessions alone are as effective as access to a wrist monitor plus 

education sessions to decrease systolic and diastolic blood pressure among 

Mexican-American women. 

2. The recruitment and retention figures indicated that Mexican-American women 

are willing to engage in interventions that include access to a wrist home blood 

pressure monitor and education to self regulate their condition of hypertension. 

3. Improved control of high blood pressure is highly achievable through the use of 

education, a cost-effective high risk group strategy that offers a global capacity to 

access and management of hypertension. 

Recommendations for Further Study 

The results of this study confirmed the need for additional research in the control 

of hypertension among Mexican-American women. Recommendations for future studies 

include: 

1. Evidence-based research in best nursing practices for the control of hypertension 

in Mexican-American women. 

2. Evidence-based research with theoretical framework supportive of the self

regulation of hypertension that attracts and retains a larger sample size. 
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3. Evidence-based research with a larger sample size in diverse geographic settings 

and varied clinical care facilities. 
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Demographic Questionnaire 

Hello! My name is Evangeline DeLeon and I will begin by asking you some questions 
about yourself. 

1. What is your birthday? _/_/_ 

2. What is your current marital status? 

D married/common law D divorced/ separated/ single 

3. What is the highest grade or level of schooling you completed? 

D Never attended school 

D Grades 1 thru 8 elementary 

D Grades 9 thru 11 (some high school) 

D Grade 12 or GED (high school graduate) 

D College 1 year to 3 years (some college or tech school) 

D College 4 years or more ( college graduate) 

4. In what country were you born? ______________ _ 

5. In what country was your father born? ___________ ___ _ 

6. In what country was your mother born? ______________ _ 

7. Is parent Mexican-American? D Yes 
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Demographic Questionnaire (Spanish Version) 

Demografia 

Hola! Mi nombre es Evangeline DeLeon y voy a ser la realizaci6n de este cuestionario 
como parte de mi estudio de investigaci6n que ha sido aprobado por la Junta de Revision 
de Investigaciones para la protecci6n de sujetos humanos en Corpus Christi, TX. Voy a 
empezar por preguntarnos usted algunas preguntas sobre usted mismo. 

8. l Cual es tu cumpleaiios? _/_/_ 

9. lCual es su estado civil actual? 

D casado/ley comun D divorciada/separado/solo 

10. lCual es el mas alto grado o nivel de escolaridad que complet6? 

D Nunca asisti6 a la escuela 

D Grados 1 a 8 Primaria 

D Grados 9 au 11 ( algunas escuelas secundarias) 

D Grado 12 or GED (graduado de secundaria) 

D Colegio 1 aiio a 3 aiios (algun colegio o escuela Tecnica) 

D Colegio 4 a:fios o mas (graduado universitario) 

11. lEn que pais naci6 usted? ______________ _ 

12. lEn que pais fue se padre naci6? ______________ _ 

13. lEn que pais fue se madre naci6? ______________ _ 

14. lEsta su padre Mexico-Americanos? □ Si □ No 
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Screening Questionnaire 

Identifies self as a Mexican-American 

2: 18 years of age 

Validation of hypertension in the medical chart ( according to American 

Heart Association guidelines) 

Validation of at least on prescribed anti-hypertensive medication from 

medical chart 

English or Spanish speaking 

Wrist circumference measurement of 5.25" to 8.5" 

Arm circumference measurement (midway between elbow and shoulder) 

Of 8.2" to 18.7" 
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Education Session Protocol 

A copy of a recipe with a sampling of a healthy snack will be provided during the 

educational sessions offered in English or Spanish. 

EDUCATION 
OBJECTIVES CONTENT TEACHING LEARNING 

SESSION STRATEGIES ACTIVITY 
1. Discusses the 1. Blood pressure Discuss American Participate in 

Session 1 importance of a. Defmition Heart Association discussion and 
60 minutes blood pressure. b. Meaning of Pamphlet review of the 

2. Identifies what Top (systolic) #50-1490 American 
the numbers in a and Bottom "Understanding and Heart 
blood pressure Numbers Controlling your High Association 
indicate. (diastolic) Blood Pressure " Pamphlet 

3. Sample recipes C. Causes of (Pages 1-7) #50-1490 
that are part of a High Blood 
healthy diet low Pressure Demonstrate Review recipe 
in saturated fat, d. Blood Pressure preparation of Recipe. Sample a 
trans fat, Category healthy snack 
cholesterol and Provide a copy of 
sodium. recipe 

1. Identify risk 1. Risk Factor Discuss American Participate in 
Session 2 factors of high a. Modifiable Heart Association discussion and 

60 minutes blood pressure. b. Non-modifiable Pamphlet review of the 
2. Develop an # 50-1527A American 

understanding 2. Complications "Diabetes, Heart Heart 
of how high a. Symptoms of Disease & Stroke" Association 
blood pressure high blood (Pages 1-25) Pamphlet 
damages the pressure #50-1527A 

body. b. Heart disease Demonstrate 
c. Kidney preparation of Recipe. Review recipe 
d. Stroke Sample a 

Provide a copy of healthy snack 
recipe 

1. Identify 1. Lifestyle Discuss American Participate in 

Session 3 lifestyle Modifications Heart Association discussion and 

60 minutes modifications a. Diet/portions Pamphlet review of 

that can be b. Losing Weight # 50-1925 pamphlet #50-

done about C. Activity & "Losing Weight the 1925 

high blood Exercise H ea/thy Way" "Losing 

pressure. and Weight the 
Pamphlet Healthy Way" 
#50-1459 and 
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2. Identify "For Your Children " #50-1459 
the ratio we "Food Guide Pyramid" "For Your 
should all eat Children " 
from the five Demonstrate 
food groups preparation of Recipe. "Food Guide 
and fats. Pyramid" 

Provide a copy of 
recipe. Review recipe 

Sample a 
healthy snack 

1. Discuss 1. Medications: High Discuss American Participate and 
Session 4 treatment of Blood Pressure Heart Association review of the 

60 minutes high blood a. Important points Pamphlet pamphlet #50-
pressure with about prescribed #50-1490 1490 
medications. medication. "Understanding and Receive a copy 

b. Diuretics Controlling your High ofthe 
C. Side Effects Blood Pressure " American 

(Pages 18-33) Heart 
Association 

Demonstrate "Lower your 
preparation of Recipe. Risk Pledge" 

Provide a copy of Review recipe 
recipe Sample a 

healthy snack 
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Human Subjects Committee Approval 

EXAS WOMAN'S UNIVERSITY 

DENTON DALLAS HOU STON 

March 19, 2009 

Ms. Evangeline Deleon 

Office of Research 
6700 Fann in Street 
Houston, TX 77030-2343 
713-794-2480 Fax 713-794-2488 

College ofNursing-J. McFarlane Faculty Adv 
6700 Fannin Street 

Houston, TX 77030 

Dear Ms. Deleon: 

Re: Access to a Home Monitor and Hypertension Among Me.xican-American Women: A Randomized 
Controlled Trial" 

The above referenced 'tudy has been reviewed by the TWU Institutional Review Board (rR.B) and was 
detem1ined to be exempt from further review. 

Any changes in the tudy must receive review and approval prior to implementation unle s the change 
i neces"ary for the afety of subjects. [n addition, you must inform the £RB of adverse events 
encountered during the tudy or of any new and significant information that may impact a research 
participant's afety or willingness to continue in your tudy. 
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Dr. John Radcliffe, Chair 

Institutional Review Board - Houston 
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September 15, 2008 

Dear Sir or Madam: 

Agency Approval 

~DELMAR' 
l~~~I COLLEGE 
What's your dream? 

Evangeline Deleon, MSN, RN has permission to conduct the education sessions and blood 

pressure measurements of consenting women participating in the Access to a Wrist Home Blood 

Pressure Monitor and Lower Blood Pressure Among Mexican American Women: A Randomized 

Controlled Trial Study at Del Mar College-West Campus_ She will have access to the Del Mar College 

Clinic classroom for the dates requested. 

Bertha Almendarez, PhD, RN 
Chairperson, Dept of Nurse Education 

A LEARNING COLLEGE 

Department of Nursing Education • IO I Baldwin Blvd_ • Corpus Christi, Texas 78404-3897 
(361} 698-2860 • fax (361) 698-2889 • www.delmar.edu 
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Agency Approval 

.., 
.,,CHRISIUS. SPOHN

·..• Hospital Corpus Christi-Memorial

May 13, 2009 

CHRISTUS Spohn Health System IRB 

To Whom It May Concern: 

Family Health Center - NORTHSIDE 
1406 Martin Luther King Dr. 
Corpus Christi, TX 7840 I 
(361) 887-88 I I 

Family Health Center - ROBSTOWN 
403 East Main 
Robstown, TX 78380 
(361) 767-1200 

Family Health Center - PADRE ISLAND 
14202 S.P.J.D. 
Corpus Christi, TX 78418 
(361) 949-7660 

Family Health Center - WESTSIDE 
4 716 Greenwood Dr 
Corpus Christi, TX 784 I 6 
(361) 857-2872 

This letter is to inform you that I am in agreement with Ms. Evangeline 

De Leon to participate in the Access to a Home Monitor and 

Hypertension among Mexican-American Women study. The study will 

include recruiting participants from the CHRISTUS Spohn Hospital 

Corpus Christi-Memorial Northside Family Health Center, as well as, 

interviewing them after consent has been obtained. These participants 

will receive patient education on hypertension as stipulated by the 

current approved IRB study. 

Respectfully, 

P.ct� y;�;_,<';.f, 1W
Ms. Patsy Guerra, RN, BSN 
Manager 
CHRISTUS Spohn Hospital Corpus Christi-Memorial 
Northside Family Health Center 
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I NOTICE OF IRB APPROVAL 

To: 

Attention: 
Re: 

Date 

CHRISTUS SPOHN HEAL TH SYSTEM 
INSTITUTIONAL REVIEW BOARD 

2606 HOSPITAL BL VD 
CORPUS CHRISTI, TEXAS 78405 

Vangie Deleon RN MSN 
3025 Quail Springs B7 
Corpus Christi, Texas 78414 
Same as above 
(IRB # 08-021 )Improve Your Management of High 
Blood Pressure 
8/11/2008 

This is to inform you that the CHRISTUS Spohn Health System IRB has approved the 
above research study. 

Page 1 of 2 

The approval period is from 08/11/2008 to 08/10/2009. Your study number is 08-021 . 
Please be sure to reference either this number in any correspondence wit~ 
IRB. 

Continued approval is conditional upon your compliance with the following requirements: 

• A copy of the Informed Consent Document in English and Spanish, approved as 
of 08/11/2008 is enclosed. No other consent form should be used. It must be signed 
by each subject prior to initiation of any protocol procedures. In addition, each 
subject must be given a copy of the signed consent form. 

• All protocol amendments and changes to approved research must be submitted to 
the IRB and not be implemented until approved by the IRB except where necessary 
to eliminate apparent immediate hazards to the study subjects. 

• The enclosed recruitment advertisement in English and in Spanish have been 
approved. Advertisements, letters, internet postings and any other media for 
subject recruitment must be submitted to !RB and approved prior to use. 

• Significant changes to the study site and significant deviations from the research 
protocol and all unanticipated problems that may involve risks or affect the safety or 
welfare of subjects or others, or that may affect the integrity of the research must be 
promptly reported to the IRB. 

97 



I NOTICE OF IRB APPROVAL 

• Enclosed is an Adverse Event Report. All deaths, life-threatening problems or 
serious or unexpected adverse events, whether related to the study article or not, 
must be reported to the IRB. 

• Please complete and submit reports to the IRS as follows: 

Page 2 of2 

Renewal of the study - complete and return the Continuing Review Report
Renewal Request 4-6 weeks prior to the expiration of the approval period. The 
study cannot continue after ____ until re-approved by the IRS. 

Completion, termination, or if not renewing the project - send the report upon 
completion of the study. 

Please call me if you have any questions about the terms of this approval. 

Copy: 
File 

Enclosures: 
Informed Consent Document dated: 8/1 1/08 

Approved Recruitment Advertisements 
Other 
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NOTICE OF IRB APPROVAL OF ADMINISTRATIVE CHANGES 

To: 

Attention: 
Re: 

Date 

CHRISTUS SPOHN HEAL TH SYSTEM 
INSTITUTIONAL REVIEW BOARD 

2606 HOSPITAL BLVD 
CORPUS CHRISTI, TEXAS 78405 

Vangie Deleon RN MSN 
3025 Quail Springs 87 
Corpus Christi , Texas 78414 
NIA 
(IRB # 08-021)1mprove Your Management of High 
Blood Pressure 
4 March 2009 

Page 1 of 2 

This is to inform you that the CHRISTUS Spohn Health System IRS has approved your 
Amendment for the above research study. 

The approval period is from 02/25/2009 to 02/24/2010. Your study number remains 
08-021. Please be sure to reference either this number in any correspondence 
with the IRB. Your administrative revisions included the following. 

1. English Consent page 28: Modification of Title of research study to: Access to 
Wrist Home Blood Monitor and Hypertension Among Mexican American Women: 
A Randomized Controlled Trial 

2. English Consent page 28: The addition of an additional site on you subject 
consent to include: 
Family Health Center located at 4617 Greenwood Corpus Christi , Texas 78416 
Del Mar College-West Campus at 4104 Old Brownsville Road Corpus Christi , 
Texas 78416 . 

3. English Consent page 30 removal of Julie Gorchynski as IRB contact and only 
provide the IRB telephone number of 361-902-6967. 

4. Consentimiento del Participante en Espanol page 32: Cambia del Titulo: Accesa 
a un Monitor de Muneca en Casa y Hipertension Entre Mujere Mexico
Americanas: Un Proceso Controlado Aleatorio (Arbitrario) 

5. Consentimiento del Participante en Espanol page 32: Cambia del este studio: 
Family Health Center Westside Localizado en 4617 Greenwood Corpus Christi , 
Texas 78416 yen Del Mar College West Campus localizado en 4104 Old 
Brownsville Road Corpus Christi, Texas 78416 

6. Consentimiento del Participante en Espanol page 42: Cambio del nombre Ora. 
Julie Gorchynski si tiene alguna pregunta para el Institutional Review Board 
llame 361 -902-6967. 
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NOTICE OF IRB APPROVAL 

Continued approval is conditional upon your compliance with the following requirements: 

• A copy of the Revised Informed Consent Document in English and Spanish, 
approved as of 02/25/2009 is enclosed. No other consent form should be used. It 
must be signed by each subject prior to initiation of any protocol procedures. In 
addition, each subject must be given a copy of the signed consent form. 

• All protocol amendments and changes to approved research must be submitted to 
the IRB and not be implemented until approved by the IRB except where necessary 
to eliminate apparent immediate hazards to the study subjects. 

• Significant changes to the study site and significant deviations from the research 
protocol and all unanticipated problems that may involve risks or affect the safety or 
welfare of subjects or others, or that may affect the integrity of the research must be 
promptly reported to the IRB. 

• Enclosed is an Adverse Event Report. All deaths, life-threatening problems or 
serious or unexpected adverse events, whether related to the study arlicle or not, 
must be reported to the IRS. 

• Please complete and submit reports to the IRB as follows: 

Renewal of the study - complete and return the Continuing Review Report
Renewai Request 4-6 weeks prior to the expiration of the approval period. The 
study cannot continue after 02/25/2010 until re-approved by the IRB. 

Completion, termination, or if not renewing the project - send the report upon 
completion of the study. 

Please call me if you have any questions about the terms of this approval. 

IRB Chairperson 
Jerry Baskerville M.D. 

Copy: 
File 

Enclosures: 
Spanish and English Informed Consent Document stamped: 2/25/2009 
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NOTICE OF IRB ADDITIONAL SITE APPROVAL 

To: 

Attention: 
Re: 

Date 

CHRISTUS SPOHN HEAL TH SYSTEM 
INSTITUTIONAL REVIEW BOARD 

2606 HOSPITAL BLVD 
CORPUS CHRISTI, TEXAS 78405 
361-902-6967 FAX 361-902-6018 

Vangie Deleon RN MSN 
3025 Quail Springs B7 
Corpus Christi, Texas 78414 
Same as above 
(IRB # 08-021)Improve Your Management of High 
Blood Pressure Additional Site Approval 
5/20/2009 

Page 1 of 2 

This is to inform you that the CHRISTUS Spohn Health System IRB has approved 
addition of the Corpus Christi-Memorial Northside Family Center as a research site for 
your approved study. 

The approval period is from 09/24/2008 to 09/23/2009. Your study number is 08-021. 
Please be sure to reference either this number in any correspondence with the 
IRB. Revisions were also made to your English and Spanish Consent to include the 
additional study site. 

Continued approval is conditional upon your. compliance with the following requirements: 

• A copy of the Revised Informed Consent Document in English and Spanish, 
approved as of 05/14/2009 is enclosed. No other consent form should be used. It 
must be signed by each subject prior to initiation of any protocol procedures. In 
addition, each subject must be given a copy of the signed consent form. 

• All protocol amendments and changes to approved research must be submitted to 
the IRB and not be implemented until approved by the IRB except where necessary 
to eliminate apparent immediate hazards to the study subjects. 

• Significant changes to the study site and significant deviations from the research 
protocol and all unanticipated problems that may involve risks or affect the safety or 
welfare of subjects or others, or that may affect the integrity of the research must be 
promptly reported to the IRB. 
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I NOTICE OF IRB APPROVAL 

• Enclosed is an Adverse Event Report. All deaths, life-threatening problems or 
serious or unexpected adverse events, whether related to the study article or not, 
must be reported to the IRS. 

• Please complete and submit reports to the IRB as follows: 

Page 2 of 2 

Renewal of the study - complete and return the Continuing Review Report
Renewal Request 4-6 weeks prior to'the expiration of the approval period. The 
study cannot continue after 09/23/2009 until re-approved by the IRB. 

Completion, termination, or if not renewing the project - send the report upon 
completion of the study. 

Please call me if you have any questions about the terms of this approval. 

Copy: 
File 

Enclosures: 
Spanish and English Informed Consent Document stamped: 5/14/2009 
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Recruitment Flyer (English version) 

lmR Your 
Management 

of High Blood Pressure 
If you are a Mexican American female aged eighteen or olderJ 

have a prescribed medication for your blood pressure and 
want to receive up to $50, 

PLEASE CALL, (361) 442-8180 

Wbat is e-:qiecctedl of .,.0111 if ve decide to 
p 11idpali iln this prigt· m? 

* A mmie mil et 1!lp an appointment to mttt 
with mu at the Famil · !fedh Center. 

:i: You i'ill attend four ( ) classes. 

*· Yo will anfflre:r me questions bout yom:self 
md have rom blood pressure taken by the DUISe. 

You ruJ ·:,;: .Ame:rian Heart Association infunmiion on · recipes, exercise 
and medications to, lll.!l!Lllge and lov.'el' high · ood mre. Patti · ~ will receive 
. 10 per cl3s and one follow-up, visit mth the mmie for a total of 0. 
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Recruitment Flyer (Spanish) 
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PIB'.IICPM Ell a PR.OllRIWA.. 

~ 
DETllll.J..Ell.~V 

HMIJIREJIDa DELPFll3::E3BO 
CONl..81Bl. 

OlTIO 
Manejar 

51u Alta Presi6n 
Si usted es mujer Mexicana-Americana de edad de dieciocho 

o mas, tiene una medicaci6n prescriba para su tensio,n 
arter.ial y quiere reciber hasta 50 d61ares, 

LLAME al, (361) 442-8180 

;. Q e ·~e _espera. e us ed. si decide 
p rttt1p 1· n e t program.a? 

• Una enif.emreJra le pcm cita En Fa.mil Health 
Centex. 

:r Ustedla · euiatro (4,), clases_ 

• Ur.ted oontesma algmias ~ -sobre ustedl 
.r L fomaran SU perswn cfe smgre 

e 
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Consent Form 

PARTICIPANT CONSENT TO TAKE PART IN A STUDY OF 
Access to a Wrist Home Blood Pressure Monitor and Lower 

Blood Pressure Among Mexican-American Women: A 
Randomized Controlled Trial 

TEXAS WOMAN'S UNIVERSITY at Houston 
To be conducted at Family Health Center Westside of Corpus 

Christi, TX 

Wrist Home Blood Pressure Monitor and Education Group 

What is the research about? We are asking you to take part in a research 
study to learn if Mexican-American women age 18 or older diagnosed with 
hypertension and prescribed at least one antihypertensive medication and who 
are given a wrist home blood pressure monitor and instructions on use and who 
attend 4 weekly 1 hour education classes will have significantly lower systolic 
and diastolic blood pressure measurements at each weekly education class and 
at 4 weeks after course completion compared to Mexican-American woman who 
attend the education sessions only. 

Who is conducting the study and how many people will take 
part? Evangeline Deleon, MSN, RN is conducting the study. A total of 156 
people will take part in this study. 

Where is the study being done ? This study will take place in the Family 
Health Center Westside located at4617 Greenwood, Corpus Christi, Texas 
78416. 

What will be done if you decide to be in the research? If you decide 
to take part a nurse will assist you in filling out a short form about yourself. All 
forms will be offered in English and Spanish. You will be in a group that receives 
a wrist home blood pressure monitor that will be used and agree to attend 4 
weekly 1 hour education classes. A nurse will give you 15 minutes of instruction 
and demonstration today on the use of the wrist home blood pressure monitor 
with an opportunity to ask questions and give 2 return demonstrations. You will 
be contacted by phone or mail within 1 week to notify you of the education class 
schedule. You will have one follow up visit with a nurse after the 4 weeks to 
check your blood pressure. You will agree to return the wrist home blood 
pressure monitor on your follow up visit. The 1 hour education classes will be 
held at the Family Health Center Westside to have your blood pressure checked 
by a nurse followed by a group discussion using American Heart Association 
information on diet, exercise and medications to lower high blood pressure. You 
will receive a copy and a samplin a re · to help lower high blood pressure 

___ Initials 1 
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at this meeting. All participants will receive $10 per class and one follow-up visit 
with the nurse for a total of $50. 

What are the risks of participation in the research? A possible risk in 
participating is that you may feel uncomfortable discussing information with the 
researcher or other participants in the education sessions. If at any time you 
decide that you no longer want to continue with any discussions, you can stop 
immediately. This research is an education intervention with no risk of 
participation for women who may be pregnant or become pregnant. 

What are the possible benefits to you for taking part in the 
study?Your participation in this study will give you increased information about 
your medical condition of high blood pressure and ways to lower blood pressure. 
The information you provide may help other Mexican-American women with a 
medical condition of high blood pressure. You will receive cash for your 
participation. There is no guarantee that you will benefit from participating in this 
study. 

What Will Happen When You Complete the Study? You will be given 
a date and time of a meeting to share your thoughts on the study and how I will 
share the study findings with you once the study is completed. Federal rules say 
that you can see the health information that we collect about you and use in this 
study. 

Will there be any costs related to the research? There will be no cost 
for participating in the study. 

What if a research-related injury occurs? If you should be injured as a 
result of the research procedures, your injury will be treated. You will be 
responsible for any charges. By signing this consent form, you will not waive any 
of your legal rights or release the parties involved in this study from liability for 
negligence. 

Confidentiality 
What is Protected Health Information (PHI)? Protected Health 
Information is information about a person's health that includes information that 
would make it possible to figure out whose it is. You have the right to decide who 
can see your protected health information. If you choose to take part in this 
study, you will be given a unique identification number and will not be identified 
by your name on any written information obtained from you. In carrying out this 
research, the health information will seen and used about you will include: 

• Medical records that include your medical diagnosi~IH\:,lo~rrent 
medication information, to validate your medica ,agnosis o 
with a currently prescribed antihypertensive. A PPR O VE D 
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• Information that is created or collected from you during your participation 
in the study, including forms, questionnaires, and blood pressure 
measurements 

• Demographic information that includes things like your age 

The information is obtained by asking you questions about yourself, blood 
pressure measurements, and review of your medical records. 

How will your Protected Health Information be shared? Because 
this is a research study, we may share your health information with people and 
groups involved in overseeing this research study including: 

• The investigator Evangeline Deleon RN and nurse associates when 
appropriate to see and use you health information for this research study. 

• The Institutions of Christus Spohn Health Systems Corpus Chrisiti. 

How will your Protected Health Information be protected? All 
appropriate measures regarding the safeguard of your personal health 
information will be taken by limiting access of your medical records, maintaining 
all research files and study documents as related to the study under lock and 
key. In an effort to protect your privacy, the Research Investigator Evangeline 
Deleon and nurse associates will use unique identification numbers instead of 
your name, to identify your health information. Only identification numbers will be 
used on any photocopies of your study records. If the results of this study are 
reported in medical journals or at meetings, you will not be identified. 

Do you have to be in this study? Being in the study is voluntary. You are 
f ree to choose not to be in this study or to stop being in this study at any time. 
You are also free to not let the researchers and other groups see and share your 
health information. If you choose not to be in the study or not to let the 
researchers and other groups use your health information. there will be no 
penalties. In other words, you will still be able to get medical treatments without 
being in the study and it will not affect your eligibility for any health plan benefits 
or payments you may be eligible for. 

Could your participation end early? You may choose to end the study at 
any time. 

What to do if you have questions or need to report a problem? If 
you have questions now or later feel free to ask us. If you have any questions 
abo1..1t taking part in this study, or if you think you may have been injured because 
of the study. call Evangeline Deleon at 361-442-81 . fyoU-.Qave any questions 
about your rights as a research participant, you i"R SJV.tooV· lnsli utional Review 
Board at 361-902-6967 and speak to Dr. Julie oref'yfi'~

1 ED 
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PARTICIPANT STATEMENT 

I have been given a chance to ask questions about this research study. These 
questions have been answered to my satisfaction. If I have any more questions 
about taking part in this study or research-related injury, I may contact 
Evangeline Deleon at 361-442-8180. 

I understand that my participation in this research project is voluntary. I know that 
I may quit the study at any time without harming my future medical care or losing 
any benefits to which I might be otherwise entitled. I also understand that the 
Investigator in charge of this study may decide at any time that I should no longer 
participate in this study. 

If I have any questions about my rights as a research subject in this study I may 
contact: 

Dr. Julie Gorchynski 
2606 Hospital Blvd 

Corpus Christi, TX 78405 

Telephone 361-902-6967 (collect calls will be accepted) 

By signing this consent form, I have not waived any of my legal rights or released 
the parties involved in this study from liability for negligence. 

I have read and understand the above information. I agree to participate in this 
study. I have been given a copy of this form for my own records. 

Study Participant (signature) Date 

Print Participant's Name Date 

Signature of person who explained the study Date 

Initials ---
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CONSENTIMIENTO DE PARTICIPANTE PARA TOMAR PARTE EN 
UN ESTUDIO DE 

cceso a un Monitor de Muiieca en Casa para Tension Arterial y 
APPROVE jar Tension Arterial Entre Mujeres Mexico-Americanas: Un 

Proceso Controlado Aleatorio (Arbitrario) 

TEXAS WOMAN'S UNIVERSITY at Houston 
CHRISTUS Spohn C nducido en el Family Health Center Westside of Corpus Christi, TX 
Health System, IRB 

Monitor de Muiieca en Casa para Tension Arterial y Grupo 
Educacional 

lSobre que es la investigacion? Le pedimos a usted que participe en 
una investigacion para aprender si las mujeres Mexico-Americanas de 18 o mas 
arias diagnosticadas con la hipertension y prescribidas al menos una medicacion 
antihypertensive y a quien le dan un monitor de muneca de tension arterial para 
uso en casa e instrucciones para su uso y quienes asisten a 4 clases de 1 hara 
de educaci6n semanariamente tendran considerablemente mas bajo systolic y 
medidas de tension arterial diastolic en cada clase de educaci6n semanal y en 4 
semanas despues de la finalizaci6n de curso comparadas con mujeres Mexico
Americanas que solamente asisten a las sesiones educacionales. 

lQuien conduce el estudio y cuimta gente participara? Evangeline 
Deleon, MSN, RN conduce et estudio. Un total de 156 personas participaran en 
este estudio 

lDonde se lleva a cabo el estudio? Este estudio ocurrira en el Family 
Health Center Westside localizado en 4617 Greenwood, Corpus Christi,, Texas 
78416. 

lQue pasara si usted decide estar en la investigacion? Si usted 
decide participar una enfermera le asistira en llenar una forma corta sabre usted. 
Todas las formas seran ofrecidas en ingles y espaflof. Usted estara en un grupo 
que recibe un monitor de muneca de tensi6n arterial para uso en casa que sera 
usado y consentiran en asistir a 4 clases educacionales semanarias de 1 hara. 
Una enfermera le dara 15 minutos de instruccion y demostraci6n hoy en el uso 
de el monitor de muneca de tensi6n arterial para uso en casa con una 
oportunidad de hacer preguntas y dara 2 demostraciones mas. Se pondran en 
contacto con usted por telefono o el correo dentro de 1 semana para notificarle 
fechas par alas clases de educaci6n. Despues de las 4 semanas se le hara una 
visita con una enfermera para comprobar su tensi6n arterial. Usted consentira en 
devolver el monitor de muneca de tensi6n arterial para uso en casa en esa visita. 
Las clases de educacion de 1 hora seran sostenidas en el Family Health Center 
Westside para que una enfermera compruebe su tension arterial seguida por 
una discusi6n en grupo usando la informacion del American Heart Association 
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de dieta, ejercicio y medicaciones para bajar la hipertensi6n. Usted recibira una 
copia y una prueba de una receta para ayudar a bajar la hipertensi6n en esta 
reunion. Todos los participantes recibiran $10 por clase yen la ultima visita con 
la enfermera para un total de $50. 

l Cuales son los riesgos de participacion en la investigacion? Un 
riesgo posible en la participaci6n consiste en que usted puede sentirse inc6moda 
discutiendo informaci6n con el investigador u otros participantes en las sesiones 
de educaci6n. Si en cualquier momento usted decide que usted ya no quiere 
seguir con cualquier discusion, usted puede parar inmediatamente. Esta 
investigaci6n es una intervencion de educacion sin riesgo para mujeres que 
pueden estar embarazadas o estaran embarazadas. 

lQue son las ventajas posibles a usted por participar en el 
estudio? 
Su participaci6n en este estudio le dara mas informacion sobre su condici6n 
medica de hipertensi6n y de como bajar la tensi6n arterial. La informacion que 
usted proporcione puede ayudar a otras mujeres Mexico-Americanas con una 
condicion medica de la hipertension. Usted recibira dinero en efectivo por su 
participaci6n. No hay ninguna garantia que usted se beneficiara por participar en 
este estudio. 

lQue Pasara Cuando Usted Completa el Estudio? Le daran una 
fecha y horapara una reunion para compartir sus pensamientos en el estudio y 
como compartire las conclusiones de estudio con usted una vez que el estudio 
se termine. Las reglas federates dicen que usted puede ver la informaci6n de 
salud que coleccionamos sobre usted y usemos en este estudio. 

lHabra alg(m gasto relacionado con la investigacion? No habra 
ning(m costo por participar en el estudio. 

l Y si una herida relacionada con la investigacion ocurra? Si usted 
es herida a consecuencia de los procedimientos de investigaci6n, su herida sera 
tratada. Usted sera responsable de cualquier gasto. Firmando esta forrna de 
consentimiento, usted no renunciara ninguno de sus derechos legates o liberara 
las partidos implicados en este estudio de la responsabilidad de la negligencia. 
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Confidencialidad 
. AUG l l 2008 
lQue es Protected Health Information (PHI)? Es la inform ciQ1ili ~,l;>X,fs 
la ~alud de una persona que incluye la informaci6n que haria posible &Jrhd~rerg0

/~~ 

qu1en es. Usted tiene el derecho de decidir quien puede ver su informac1 ~ ---
salud protegida. Si usted decide participar en este estudio, usted sera dado un 
numero de identificaci6n (mice y no sera identificado por su nombre en ninguna 
informaci6n escrita obtenida de usted. En la realizaci6n de esta investigaci6n, la 
informaci6n de salud que sera vista y usada sobre usted incluira: 

• archives medicos que incluyen su diagnostico medico e informaci6n de 
medicaci6n corriente, validar su diagn6stico medico de la hipertensi6n con 
antihypertensive actualmente prescribido. 

• lnformaci6n que es creada o coleccionada de usted durante su participaci6n en 
el estudio, incluso formas, cuestionarios, y medidas de tension arterial 

• informacion demografica que incluye cosas coma su edad 

La informaci6n es obtenida haciendole pregunta sabre usted, medidas de 
tensi6n arterial, y revisi6n de sus archives medicos. 

tC6mo sera compartida su lnformaci6n de Salud Protegida? 
Como este es un estudio de investigacion, podemos compartir su informacion de 
salud con gente y grupos envueltos en la supervision de este estudio de 
investigaci6n incluyendo: 

• la investigadora Evangeline Deleon, RN y enfermeras asociadas cuando 
apropiado ver y usar su informaci6n de salud para este estudio de investigacion. 

• las lnstituciones Christus Spohn Health Systems Corpus Christi. 

tC6mo sera protegida su lnformaci6n de Salud Protegida? Todas 
las medidas apropiadas en cuanto a protejer su informaci6n de salud personal 
seran tomadas limitando el acceso de sus archives medicos, manteniendo todos 
los archives de investigaci6n y documentos de estudio relacionados con el 
estudio bajo cerradura y Have. En un esfuerzo para proteger su privacidad, las 
enfermeras asociadas e la investigadora Evangeline Deleon usaran numeros de 
identificaci6n unicos en vez de su nombre, para identificar su informacion de 
salud. S61o los numeros de identificaci6n seran usados en cualquier fotocopia de 
sus archives del estudio. Si los resultados de este estudio son relatados en 
diaries medicos o en juntas, usted no sera identificado. 

l Tiene que usted estar en este estudio? Estaren el estudio es 
voluntario. Usted es libre de decidir no estar en este estudio o dejar de estar en 
este estudio en cualquier momento. Usted es tambien libre de no dejar a los 
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investigadores y otros grupos very compartir su informaci6n de salud. Si usted 
decide no estar en el estudio a no dejar a las investigadores y otros grupos usar 
$U informaci6n de salud, no habra ningunas multas. En otras palabras, usted 
todavia sera capaz de conseguir tratamientos medicos sin estar en el estudio y 
esto no afectara su elegibilidad para su plan de salud o pagos para las que usted 
puede ser elegible. 

lPodria su participaci6n terminarse temprano? Usted puede decidir 
terminar el estudio en cualquier momenta. 

lQue hacer si usted tiene preguntas o tiene que reportar un 
problema? Si usted tiene preguntas ahora o despues sientase libre de 
preguntarnos. Si usted tiene alguna pregunta sabre la participaci6n en este 
estudio, a si usted piensa que usted puede haber sido herido debido al estudio, 
llame a Evangeline Deleon al 361-442-8180. Si usted tiene alguna pregunta 
sabre sus derechos coma un participante de investigaci6n, usted puede llamar al 
Institutional Review Board en 361-902-6967 y hablar con la Dra. Julie 
Gorchynski. 
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DECLARACION DEL PARTICIPANTE 

Me han dado oportunidad para hacer preguntas sabre este estudio de 
investigaci6n. Estas preguntas han sido contestadas a mi satisfacci6n. Si tengo 
mas preguntas sabre la participaci6n en este estudio o heridas relacionadas con 
la investigaci6n, puedo ponerme en contacto con Evangeline DeLeon en 361-
442-8180. 

Entiendo que mi participaci6n en este proyecto de investigaci6n es voluntaria. Se 
que puedo dejar el estudio en cualquier momenta sin danar mi futura asistencia 
medica o perder cualquier beneficio a la cual yo podria tener derecho. Tambien 
entiendo que el lnvestigador responsable de este estudio puede decidir en 
cualquier momenta que yo ya no deberia participar en este estudio. 

Si tengo alguna pregunta sabre mis derechos como sujeto de investigaci6n en 
este estudio puedo ponerme en contacto al: 

Telefono 361-902-6967 (llamadas por cobrar seran aceptadas) 

Con firmar esta forma de consentimiento, no he renunciado ninguno de mis 
derechos legales ni he liberado a los partidos envuelos en este estudio de la 
responsabilidad de negligencia. 

He leido y entiendo la informaci6n arriba. Consiento participar en este estudio. 
Me han dado una copia de esta forma para mis propios archivos. 

Participante def Estudio (firma) Fecha 

Nombre del Participante en letra de molde Fecha 

Firma de ta persona que explic6 el estudio Fecha 
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PARTICIPANT CONSENT TO TAKE PART IN A STUDY OF 
Access to a Wrist Home Blood Pressure Monitor and Lower 

Blood Pressure Among Mexican-American Women: A 
Randomized Controlled Trial 

TEXAS WOMAN'S UNIVERSITY at Houston 
To be conducted at Family Health Center Westside of Corpus 

Christi, TX 

Education Group 

What is the research about? We are asking you to take part in a research 
study to learn if Mexican-American women age 18 or older diagnosed with 
hypertension and prescribed at least one antihypertensive medication and who 
are given a wrist home blood pressure monitor and instructions on use and who 
attend 4 weekly 1 hour education classes will have significantly lower systolic 
and diastolic blood pressure measurements at each weekly education class and 
at 4 weeks after course completion compared to Mexican-American woman who 
attend the education sessions only. 

Who is conducting the study and how many people will take 
part? Evangeline Deleon, MSN, RN is conducting the study. A total of 156 
people will take part in this study. 

Where is the study being done ? This study will take place in the Family 
Health Center Westside located at 4617 Greenwood, Corpus Christi, Texas 
78416. 

What will be done if you decide to be in the research? If you decide 
to take part a nurse will assist you in filling out a short form about yourself. All 
forms will be offered in English and Spanish. You will be in a group and agree to 
attend 4 weekly 1 hour education classes. You will be contacted by phone or mail 
within 1 week to notify you of the education class schedule. You will have one 
follow up visit with a nurse after the 4 weeks to check your blood pressure. The 1 
hour education classes will be held at the Family Health Center Westside to have 
your blood pressure checked by a nurse followed by a group discussion using 
American Heart Association information on diet, exercise and medications to 
lower high blood pressure. You will receive a copy and a sampling of a recipe to 
help lower high blood pressure at this meeting. All participants will receive $1 O 
per class and one follow-up visit with the nurse for a total of $50. 

What are the risks of participation in the research? A possible risk in 
participating is that you may feel uncomfort discu · information with the 
researcher or other participants in the ed~iJIV!il!l,M~fl,Plfl fat any time you 
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decide that you no longer want to continue with any discussions, you can stop 
immediately. This research is an education intervention with no risk of 
participation for women who may be pregnant or become pregnant. 

What are the possible benefits to you for taking part in the 
study?Your participation in this study will give you increased information about 
your medical condition of high blood pressure and ways to lower blood pressure. 
The information you provide may help other Mexican-American women with a 
medical condition of high blood pressure. You will receive cash for your 
participation. There is no guarantee that you will benefit from participating in this 
study. 

What Will Happen When You Complete the Study? You will be given 
a date and time of a meeting to share your thoughts on the study and how I will 
share the study findings with you once the study is completed. Federal rules say 
that you can see the health information that we collect about you and use in this 
study. 

Will there be any costs related to the research? There will be no cost 
for participating in the study. 

What if a research-related injury occurs? If you should be injured as a 
result of the research procedures, your injury will be treated. You will be 
responsible for any charges. By signing this consent form, you will not waive any 
of your legal rights or release the parties involved in this study from liability for 
negligence. 

Confidentiality 
What is Protected Health Information (PHI)? Protected Health 
Information is information about a person's health that includes information that 
would make it possible to figure out whose it is. You have the right to decide who 
can see your protected health information. If you choose to take part in this 
study, you will be given a unique identification number and will not be identified 
by your name on any written information obtained from you. In carrying out this 
research, the health information will seen and used about you will include: 

• Medical records that include your medical diagnosis and current 
medication information, to validate your medical diagnosis of hypertension 
with a currently prescribed antihypertensive. 

• Information that is created or collected from you during your participation 
in the study, including forms, questionnaires, and blood pressure 
measurements 

• Demographic information that includes things like your age 
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How will your Protected Health Information be shared? Because 
this is a research study, we may share your health information with people and 
groups involved in overseeing this research study including: 

• The investigator Evangeline Deleon RN and nurse associates when 
appropriate to see and use you health information for this research study. 

• The Institutions of Christus Spohn Health Systems Corpus Chrisiti. 

How will your Protected Health Information be protected? All 
appropriate measures regarding the safeguard of your personal health 
information will be taken by limiting access of your medical records, maintaining 
all research files and study documents as related to the study under lock and 
key. In an effort to protect your privacy, the Research Investigator Evangeline 
Deleon and nurse associates will use unique identification numbers instead of 
your name, to identify your health information. Only identification numbers will be 
used on any photocopies of your study records. If the results of this study are 
reported in medical journals or at meetings, you will not be identified. 

Do you have to be in this study? Being in the study is voluntary. You are 
free to choose not to be in this study or to stop being in this study at any time. 
You are also free to not let the researchers and other groups see and share your 
health information. If you choose not to be in the study or not to let the 
researchers and other groups use your health information, there will be no 
penalties. In other words, you will still be able to get medical treatments without 
being in the study and it will not affect your eligibility for any health plan benefits 
or payments you may be eligible for. 

Could your participation end early? You may choose to end the study at 
anytime. 

What to do if you have questions or need to report a problem? If 
you have questions now or later feel free to ask us. If you have any questions 
about taking part in this study, or if you think you may have been injured because 
of the study, call Evangeline Deleon at 361-442-8180. If you have any questions 
about your rights as a research participant, you can call the Institutional Review 
Board at 361-902-6967 and speak to Dr. Julie Gorchynski. 
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PARTICIPANT STATEMENT 

I have been given a chance to ask questions about this research study. These 
questions have been answered to my satisfaction. If I have any more questions 
about taking part in this study or research-related injury, I may contact 
Evangeline Deleon at 361-442-8180. 

I understand that my participation in this research project is voluntary. I know that 
I may quit the study at any time without harming my future medical care or losing 
any benefits to which I might be otherwise entitled. I also understand that the 
Investigator in charge of this study may decide at any time that I should no longer 
participate in this study. 

If I have any questions about my rights as a research subject in this study I may 
contact: 

Dr. Julie Gorchynski 
2606 Hospital Blvd 

Corpus Christi, TX 78405 

Telephone 361-902-6967 (collect calls will be accepted) 

By signing this consent form, I have not waived any of my legal rights or released 
the parties involved in this study from liability for negligence. 

I have read and understand the above information. I agree to participate in this 
study. I have been given a copy of this form for my own records. 

Study Participant (signature) 

Print Participant's Name 

Signature of person who explained the study 
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CONSENTIMIENTO DE PARTICIPANTE PARA TOMAR PARTE EN 
UN ESTUDIO DE 

Acceso a un Monitor de Muiieca en Casa para Tension Arterial y 
Bajar Tension Arterial Entre Mujeres Mexico-Americanas: Un 

Proceso Controlado Aleatorio (Arbitrario) 

TEXAS WOMAN'S UNIVERSITY at Houston 
Conducido en el Family Health Center Westside of Corpus Christi, TX 

Grupo Educacional 

lSobre que es la investigaci6n? Le pedimos a usted que participe en 
una investigaci6n para aprender si las mujeres Mexico-Americanas de 18 o mas 
anos diagnosticadas con la hipertensi6n y prescribidas al menos una medicaci6n 
antihypertensive y a quien le dan un monitor de muneca de tensi6n arterial para 
uso en casa e instrucciones para su uso y quienes asisten a 4 clases de 1 hora 
de educaci6n semanariamente tendran considerablemente mas bajo systolic y 
medidas de tensi6n arterial diastolic en cada clase de educaci6n semanal y en 4 
semanas despues de la finalizaci6n de curso comparadas con mujeres Mexico
Americanas que solamente asisten a las sesiones educacionales. 

· lQuien conduce el estudio y cuanta gente participara? Evangeline 
Deleon, MSN, RN conduce el estudio. Un total de 156 personas participaran en 
este estudio 

lD6nde se lleva a cabo el estudio? Este estudio ocurrira en el Family 
Health Center Westside localizado en 4617 Greenwood, Corpus Christi,, Texas 
78416. 

lQue pasara si usted decide estar en la investigaci6n? Si usted 
decide participar una enfermera le asistira en llenar una forma corta sabre usted. 
Todas las formas seran ofrecidas en ingles y espanol. Usted estara en un grupo 
que consentira en asistir a 4 clases educacionales semanarias de 1 hora. Una 
enfermera se pondra en contacto con usted por telefono o el correo dentro de 1 
semana para notificarle fechas par alas clases de educaci6n. Despues de las 4 
semanas se le hara una visita con una enfermera para comprobar su tensi6n 
arterial. Las clases de educaci6n de 1 hora seran sostenidas en el Family Health 
Center Westside para que una enfermera compruebe su tensi6n arterial seguida 
por una discusi6n en grupo usando la informaci6n del American Heart 
Association de dieta, ejercicio y rnedicaciones para bajar la hipertensi6n. Usted 
recibira una copia y una prueba de una receta para ayudar a bajar la 
hipertensi6n en esta reuni6n. Todos los participantes recibiran $10 por clase y 
en la ultima visita con la enfermera para u al de 
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lCuales son los riesgos de participaci6n en la investigaci6n? Un 
riesgo posible en la participaci6n consiste en que usted puede sentirse inc6moda 
discutiendo informaci6n con el investigador u otros participantes en las sesiones 
de educaci6n. Si en cualquier momento usted decide que usted ya no quiere 
seguir con cualquier discusi6n , usted puede parar inmediatamente. Esta 
investigaci6n es una intervenci6n de educaci6n sin riesgo para mujeres que 
pueden estar embarazadas o estaran embarazadas. 

"Que son las ventajas posibles a usted por participar en el 
estudio? 
Su participaci6n en este estudio le dara mas informaci6n sabre su condici6n 
medica de hipertensi6n y de coma bajar la tensi6n arterial. La informaci6n que 
usted proporcione puede ayudar a otras mujeres Mexico-Americanas con una 
condici6n medica de la hipertensi6n. Usted recibira dinero en efectivo por su 
participaci6n. No hay ninguna garanUa que usted se beneficiara por participar en 
este estudio. 

i,Que Pasara Cuimdo Usted Completa el Estudio? Le daran una 
fecha y horapara una reuni6n para compartir sus pensamientos en el estudio y 
coma compartire las conclusiones de estudio con usted una vez que el estudio 
se termine. Las reglas federales dicen que usted puede ver la informaci6n de 
salud que coleccionamos sabre usted y usemos en este estudio. 

(,Habra algun gasto relacionado con la investigaci6n? No habra 
ning(m costo por participar en el estudio. 

l, Y si una herida relacionada con la investigaci6n ocurra? Si usted 
es herida a consecuencia de los procedimientos de investigaci6n, su herida sera 
tratada. Usted sera responsable de cualquier gasto. Firmando esta forma de 
consentimiento, usted no renunciara ninguno de sus derechos legales o liberara 
los partidos implicados en este estudio de la responsabilidad de la negligencia. 

Confidencialidad 

lQue es Protected Health Information (PHI)? Es la informaci6n sabre 
la salud de una persona que incluye la informaci6n que haria posible saber de 
quien es. Usted tiene el derecho de decidir quien puede ver su informaci6n de 
salud protegida. Si usted decide participar en este estudio, usted sera dado un 
numero de identificaci6n Cmico y no sera identificado por su nombre en ninguna 
informaci6n escrita obtenida de usted. En la realizaci6n de esta investigaci6n, la 
informaci6n de salud que sera vista y usada sobre usted incluira: 

• archivos medicos que incluyen su diagn6stico medico e informaci6n de 
medicaci6n corriente, validar su diagn6stico · rco hipertensi6n con 
antihypertensive actualmente prescribido. 
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• lnformaci6n que es creada o coleccionada de usted durante su participaci6n en 
el estudio, incluso formas, cuestionarios, y medidas de tensi6n arterial 

• informaci6n demograftca que incluye cosas coma su edad 

. La informaci6n es obtenida haciendole pregunta sabre usted, medidas de 
tensi6n arterial, y revision de sus archivos medicos. 

lC6mo sera compartida su lnformaci6n de Salud Protegida? 
Como este es un estudio de investigaci6n, podemos compartir su informaci6n de 
salud con gente y grupos envueltos en la supervisi6n de este estudio de 
investigaci6n incluyendo: 

· • la investigadora Evangeline Deleon, RN y enfermeras asociadas cuando 
apropiado very usar su informaci6n de salud para este estudio de investigaci6n. 

• las lnstituciones Christus Spohn Health Systems Corpus Christi. 

lC6mo sera protegida su lnformacion de Salud Protegida? Todas 
. las medidas apropiadas en cuanto a protejer su informaci6n de salud personal 
seran tomadas limitando el acceso de sus archivos medicos, manteniendo todos 
las archivos de investigaci6n y documentos de estudio relacionados con el 
estudio bajo cerradura y llave. En un esfuerzo para proteger su privacidad, las 
enfermeras asociadas e la investigadora Evangeline Deleon usaran numeros de 
identificaci6n (micas en vez de su nombre, para identificar su informaci6n de 
salud. S61o los numeros de identiftcaci6n seran usados en cuatquier fotocopia de 
sus archivos del estudio. Si los resultados de este estudio son relatados en 
· diarios medicos o en juntas, usted no sera identiftcado. 

l Tiene que usted estar en este estudio? Estar en el estudio es 
voluntario. Usted es libre de decidir no estar en este estudio o dejar de estar en 
este estudio en cualquier momenta. Usted es tambien libre de no dejar a los 
investigadores y otros grupos very compartir su informaci6n de salud. Si usted 
decide no estar en el estudio o no dejar a las investigadores y otros grupos usar 
su informaci6n de salud, no habra ningunas multas. En otras palabras, usted 
todavfa sera capaz de conseguir tratamientos medicos sin estar en et estudio y 
esto no afectara su elegibilidad para su plan de salud o pagos para las que usted 
puede ser elegible. 

lPodria su participaci6n terminarse temprano? Usted puede decidir 
terminar el estudio en cualquier momenta. 

lQue hacer si usted tiene preguntas o tiene que reportar un 
problema? Si usted tiene preguntas ahora espt:res...,sientase libre de 
preguntarnos. Si usted tiene alguna pregu t 'ff · ·paci6n en este 
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estudio, o si usted piensa que usted puede haber sido herido debido al estudio, 
llame a Evangeline Deleon al 361-442-8180. Si usted tiene alguna pregunta 
sob re sus derechos como un participante de investigaci6n, usted puede llamar al 
Institutional Review Board en 361-902-6967 y hablar con la Ora. Julie 
Gorchynski. 
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DECLARACION DEL PARTICIPANTE 

Me han dado oportunidad para hacer preguntas sobre este estudio de 
investigaci6n. Estas preguntas han sido contestadas a mi satisfacci6n. Si tengo 
mas preguntas sobre la participaci6n en este estudio o heridas relacionadas con 
la investigaci6n, puedo ponerme en contacto con Evangeline Deleon en 361-
442-8180. 

Entiendo que mi participaci6n en este proyecto de investigaci6n es voluntaria. Se 
que puedo dejar el estudio en cualquier momenta sin danar mi futura asistencia 
medica o perder cualquier beneficio a la cual yo podria tener derecho. Tambien 
entiendo que el lnvestigador responsable de este estudio puede decidir en 
cualquier momenta que yo ya no deberia participar en este estudio. 

Si tengo alguna pregunta sobre mis derechos como sujeto de investigaci6n en 
este estudio puedo ponerme en contacto al: 

Telefono 361-902-6967 (llamadas por cobrar seran aceptadas) 

Con firmar esta forma de consentimiento, no he renunciado ninguno de mis 
derechos legales ni he liberado a los partidos envuelos en este estudio de la 
responsabilidad de negligencia. 

He lefdo y entiendo la informaci6n arriba. Consiento participar en este estudio. 
Me han dado una copia de esta forma para mis propios archivos. 

Participante def Estudio (firma) Fecha 

Nombre del Participante en letra de molde Fecha 

Firma de la persona que explic6 el estudio Fecha 
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