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ABSTRACT
TITLE: Implications of Food Allergies in the Severity Of Asthma
AUTHOR: Nancy L. Emery

e e e e e T e L T e L —_—— e

BACKGROUND: The role of food allergies in asthma has not been
well described. Although the data are limited, food allergies might
contribute to severity of asthma and health care utilization
OBJECTIVE: The objective of this study was to evaluate the type of
reactions and severity of reactions to food allergies in asthmatic
patients.

METHODS: As part of a longitudinal, NIH-funded cohort study 553
patients ages 3 to 55 were identified as having medically diagnosed
asthma from the automated pharmacy and hospitalization databases of
a large health maintenance organization. A clinical evaluation
included skin prick testing, spirometry, and a questionnaire that
contained information on food allergies.

RESULTS: Overall, 240 (43.3%) participants reported adverse reactions
to food. Subjects with food allergies tended to be older and were more
likely to be female. The top three foods causing adverse reactions were
milk or dairy products, eggs, and peanuts. Participants who reported
adverse reactions to food had more severe asthma than those who did
not report adverse reactions. However, this difference was not

significant after adjusting for age and gender. Participants with food
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allergies were more likely to report having ever been hospitalized for
breathing problems than those without food allergies (p<0.003)) with
the association again strongest in females (p=0.011).

CONCLUSIONS: These results indicate that, particularly in females,
both severity of asthma and health care utilization are associated with
self-reported food allergies. These findings suggest that the presence of
food allergies may identify asthmatic patients who require closer health

care management.

Key Words: asthma, food hypersensitivity, hospitalization, skin testing
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excluded many of the reactions that had been noted previously. Since
that time, allergists have been divided concerning food reactions. One
group, considered the orthodox camp, include those who only look at
reactions that could be proven in vitro. It has been very difficult to test
subjects scientifically in vivo because the antibodies that prove the
scientific definition could only be proven by the examination of blood.
The other group, considered the unorthodox camp, consisted of those
who believed a wide variety of reactions could be caused by ingesting
foods. These reactions may take longer to manifest and include some
forms of depression or other states of mental illness as well as long
term stomach illnesses such as colitis to name only a few. Because of
this view the unorthodox practitioner was often and still is treated as a
heretic in the medical professions.

Environmental agents such as pollens, danders and dust could easily
be shown to trigger allergic reactions and did not threaten the
economy. Financial and political interests were organized and lobbied
strongly against restrictions related to food. Farmers, food
manufacturers, and processors had a financial stake in not letting
professionals declare such common foods as wheat, corn, sugar, milk
and eggs as dangerous to even a small portion of the population.

The delayed removal of sulfites, a food preservative, from restaurant
salad
bars is an example of how political powers can impede the use of

knowledge about allergic reactions. As early as 1952, sulfite reactions



were cited in the literature. The Food and Drug Administration (FDA)
did not act on the problem until 1982 when there were over 1,400
complaints about sulfites including 17 documented deaths. According
to FDA estimates, one out of ten asthmatics are at serious risk from
sulfite exposure. In 1985, the FDA proposed a regulation labeling foods
that contain sulfites of at least 10 ppm. Later in the year they proposed
another regulation that disallowed the use of sulfites on raw produce.
Since 1986, when these regulations went into effect, packaged foods are
now labeled although sulfites are still widely used in restaurants
without the consumer’s knowledge. The FDA’s delay in acting has

been attributed to pressure from food lobbyists (Randolph & Moss,
1990).

Chiaramonte and Altman (1991) state that in a survey of 173
physicians composed primarily of allergists, 81% said they were
reluctant to handle food allergy complaints and 92% preferred to send
such patients elsewhere. The most common treatment of patients with
food allergies was to ignore those patient’s complaints. The authors
also suggest that health professionals and nutritionists need to reach
agreement on the standardization of diagnosis and treatment of food
allergies. Furthermore, they recommend that the term food allergy
should be abandoned and the term food sensitivity or hypersensitivity
be used.

Several studies have confirmed that infants can react to food

antigens transmitted in their mother’s breast milk (Cavagni, et al., 1988;



Falth-Magnusson, 1989; Harris, Kolski, Campbell, Deuber, Marcus, &
Douglas, 1989). It has been shown that infants who received only
breast milk, developed allergies to food that their mothers had eaten.
These infants may show signs of atopic dermatitis and may test
positive to the suspected antigens.

In the author’s experience, an allergic response to such common
foods as tomatoes and cinnamon were misdiagnosed for over 10 years
as a spastic colon. Drugs were given to decrease the spacticity without
relief. After testing and diagnosis by an astute allergist, the foods were
avoided and symptoms resolved within a week. The author is also
aware of another case wherein a parent was told by the child’s primary
physician that there was no such thing as food allergies. The child had
almost constant diarrhea and colic as an infant and toddler. An
allergist diagnosed the child as having an allergy to milk. Soy was
substituted in his diet for approximately four years. The parent
realizing that substitution of a food can cause another allergic response,
challenged the child with soy. He became severely depressed, and
began crying after only a few hours, unable to cope well. He again
avoided soy in his diet until he ate a small amount of margarine that
contained soy. Within two hours he was again crying and unable to
cope. Since that time he has been very careful about his food intake.
His instructors both in music and school have noted an improvement

in concentration and as a result his grades at school have improved.



The Problem

sSince food allergies are still poorly defined, treatment is sporadic and
often inadequate. Health professionals need to understand the
importance of food allergies and their effects on the health of their
clients if they are going to be able to care for them in a complete and
thorough manner. Food allergies are not often recognized and
legitimized by health care professionals, and tests are not as
standardized or as accurate as needed. Asthmatic patients may have
unrecognized food allergies which exacerbate their disease.

The immune mechanism in allergies and in food allergies
specifically is poorly understood. Many diseases are only now being
connected with an allergic response. Chronic intestinal problems may
very well be connected with food allergies (Crowe & Perdue, 1992;
Walker, 1987; Kniker, 1987). The frequency of fatal and near-fatal food-
induced anaphylactic reaction has risen over the past several years
(Sampson, Mendelson & Rosen, 1992). Food allergies evidence
themselves in many ways. When clients present with various
complaints it is important to elicit a diet history. If a person is
obviously atopic it is even more imperative to elicit complaints of
symptoms that could be tied to food allergies. Food allergies can cause
a variety of symptoms. The increased allergic load on their system may
cause an increase in airway reactivity. Clients do not always
understand that the distress they are feeling may be caused by a

common food they are eating, such as wheat, eggs or milk. Clinicians



also may not understand the important role that foods can play in a
person’s health. Professionals need to understand and recognize food
allergies if they are going to treat effectively. Families need to be taught
how to care for someone with food allergies to prevent serious
reactions to food.
Purpose

The purpose of this study is to characterize the patient with asthma
and to identify the role that food allergies play in asthma, that is, to
determine whether or not food allergy reactions are related to severity
of asthma.. Because of chronic inflammation of their airways,
asthmatics exposed to food allergens may experience a severe allergic
response. By identifying those patients at risk, it can be determined
who may have more severe reactions requiring hospitalization or
treatment in an emergency room or urgency care clinic. Professionals
need to understand and treat food allergies and families need to be
taught how to care for someone with food allergies to prevent serious
reactions to food. Nurses and health care providers can contribute to
the focused and comprehensive assessment of patients with asthma in
relation to their food allergies and other diffuse clinical manifestations.
They, therefore, can contribute to a more focused, comprehensive and
successful management of the client’s asthma and contribute to

literature on nutrition as a legitimate part of treatment for asthmatics.



Chapter 2

Review of the Literature

In this section, the association between food allergies and asthma
will be reviewed. A common thread in studies reviewed on food
allergies is that asthma or other respiratory symptoms are common
reactions. There is also a wide variation in numbers of responses to
food allergies reported in the literature depending on the tests used to
assess the food allergies and immediacy of the response the
investigators examined.

In addition to asthma food allergy may also produce other atopic
manifestations. In a study by Sampson (1987), 160 patients with atopic
dermatitis were evaluated for food hypersensitivity. Subjects ranged in
age from 3 months to 24 years. Of those patients studied, 47% had both
allergic rhinitis and asthma and 4% had asthma without allergic
rhinitis. Using skin prick tests first and double blind placebo controlled
food challenge (DBPCFC) as a follow-up, 28% had respiratory
symptoms including nasal congestion, rhinorrhea, sneezing, stridor,
and/or wheezing. Food challenges were not conducted in 26 subjects
because of a previous history of major anaphylactic reaction.

Onorato, Merland, Terral, Michel & Bousquet (1986) looked at 300
patients with asthma for IgE related food allergies. Each patient was
given a questionnaire to determine food allergies. Those who
responded negatively to the questionnaire were only given six prick

tests for common food allergies of that geographical area. Those who



described a history of food intolerance or symptoms suggesting a food
intolerance were given a set battery of food antigens by skin prick tests.
Radioallergosorbent tests (RAST) were also performed on those with a
positive history. If a test was positive, then DBPCFC was performed.
Only 6% had positive preliminary tests and only 2.5% had asthmatic
symptoms from the food challenges or history of anaphylaxis.

The number of foods and chemical additives to foods is so vast, the
methodology that relies on a patient’s awareness may not be sufficient.
Considering nurses, physicians, and other health care providers are not
always familiar with reactions caused by food hypersensitivity, a
questionnaire may not elicit a history if people are unaware that a
reaction that may have been affecting them or do not associate a
symptom with a food they have eaten.

In another study, Novembre, de Martino, & Vierucci (1988)
demonstrated food allergies in 11.4% of asthmatics using the prick test,
RAST, and DBPCFC. Respiratory symptoms were present in 9.2% and
5.7% had immediate or delayed asthma. Their conclusions were: 1)
that the numbers of persons with asthmatic reactions may have
increased if non IgE-mediated reactions were counted, 2) food allergy
induced respiratory symptoms almost always occur with other clinical
manifestations such as gastrointestinal or cutaneous reactions, 3) many
asthmatics who are sensitive to food allergens may not show
symptoms until a cumulative level of allergens is reached 4) some

foods may have a nonspecific role in bronchial reactivity, even when
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there is no pathological explanation for the effect.

Sampson, Mendelson & Rosen (1992) reviewed records on 13
children and adolescents who had fatal or near-fatal anaphylactic
reactions to food ingestion. Of the 13 (age range 2 to 17 years), 12 had
asthma that was well controlled. The six patients who died reacted
within 3 to 30 minutes after ingestion of the offending food. These
foods included eggs, peanuts, other nuts and milk that are commonly
found in prepared foods. They had eaten the offending foods without
knowledge of their presence in the food they had ingested. Had thé
patients received immediate help when symptoms began, it is felt that
they would not have had such severe reactions. Some of the children
had not been tested for food allergies although many of them had had
severe episodes previously.

In a study by Glasser (cited in Sampson, 1988) it was shown that
infants, who received only breast milk from their mothers, could react
to foods ingested by their mothers. These infants had atopic dermatitis
and positive skin prick test to egg. When their mothers avoided eggs
in their diet, the skin of their infants cleared. When eggs were
reintroduced by the mothers in a controlled environment, each infant
reacted with a rash within 4 to 36 hours. One infant began wheezing
and had to be hospitalized.

There are many mediators that can cause hyperreactivity of the
airways. Histamine is one of the major mediators and is released from

eosinophils (Broide, et al., 1991; Podleski, 1988), basophils (Sampson,
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Broadbent, & Bernhisel-Broadbent, 1989), and mast cells (Broide, et al,
1991). Sampson, Broadbent, & Bernhisel-Broadbent, (1989) studied 83
patients with the diagnosis of atopic dermatitis. Two-thirds also had
asthma and allergic rhinitis. When subjects are exposed to a continual
allergenic load there are many more histamine releasing cells that
have rapid response to allergens. When subjects abstained from the
foods that they were allergic to for approximately six months, the cell
count decreased, the cells were slower to release their histamines and
the person had little or no symptoms.

Using the double blind placebo controlled food challenge (DBPCFC)
as the gold standard, Sampson and Albergo (1984) studied the accuracy
of the prick tests, RAST, and DBPCFC on 40 children with atopic
dermatitis. The standard acceptable tests for food allergies are skin
prick tests, RAST, intradermal tests, and DBPCFC. The results showed
that skin prick tests were more accurate than RASTs in predicting food
allergies. Both the skin tests and the RAST were found to have
excellent negative predictive accuracy (82% to 100%), but a poor
positive predictive accuracy of 25% to 75% for skin tests, and 0% to 57%
for RASTs. The RAST is more expensive, has a longer turn around
time, but is the best test to use with dermographism or generalized
dermatitis (Sampson & Albergo, 1984; Van Arsdel & Larson 1989). The
RAST also cross reacts to environmental allergens such as grass when
looking for grain allergies.

DBPCFC is now considered the diagnostic gold standard in food
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allergy. There is a concern that DBPCFC cannot detect delayed
reactions, particularly those involving asthmatics, (Chiaramonte &
Altman, 1991). Furthermore false negative food challenges result if the
amount of food ingested is smaller than the patient would normally
consume. Additionally there is suspicion that some asthmatics may
have increased nonspecific bronchial hyperreactivity without
producing an actual episode.

In summary the studies of food allergies and asthma are often
anecdotal and incomplete. A first step is to define the association
between food allergies and asthma in a well -defined cohort of

asthmatics as proposed in this study.

Conceptual Framework

The concept of reactivity is important in the management of food
allergies and asthma. Both clients and health care providers need a
better understanding of it. Reactivity is the response to a stimulﬁs or
prompting (American Heritage Electronic Dictionary, 1990). An
increase in the load of environmental allergies can lead to an increase
in symptoms of food allergies and exacerbate asthma (Dockhorn, 1987;
Crowe, 1992). An increase in food allergen load can cause an increased
response in the airways and increase episodes of asthma. Patients and
providers react at various levels of intensity to these symptoms. If
practitioners do not recognize the cause then they will treat only some
of the symptoms and may look at food allergy as a totally unrelated

phenomena.
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An asthmatic’s airways are reactive to many substances such as cold,
exercise, inhaled allergens, and other allergens, including food, that
enter the body in many ways. This study examines asthmatics who are
primarily atopic. As each different allergen is added to the body of an
atopic asthmatic, it causes the total allergic load to increase above a
threshold. When the allergic load becomes too great for the immune
system, then the asthmatic will have increased airway inflammation.

As the asthmatic’s symptoms worsen, and the severity index
becomes greater, there is a need for more medications which can
include steroids. As the airways become more inflamed there is more
wheezing both during the day and at night. The diameter of the
airways become smaller leading to a decreased forced expiratory
volume in one second (FEV1) and decreased forced vital capacity
(FVC). This increased reactivity may lead to increased hospital based
care which includes visits to the urgency care clinic, emergency
department, and ultimately hospitalization.

This conceptual framework is like a ladder with allergens
represented as the rungs of the ladder, and the severity of asthma and
hospital based care represent the legs of the ladder . If the asthmatic is
at the bottom of the ladder then there are few symptoms, and little or
no need for health care provider intervention. As the asthmatic is
exposed to allergens such as food and environmental allergens the
severity becomes greater and health care needs increase. If an

asthmatic understands that certain foods are causing an increased load
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and increasing the number of rungs on the ladder then they can
eliminate those foods and decrease the rungs. During low
environmental exposure, eating an offending food may keep them
towards the bottom of the ladder and not cause many symptoms.

Research Hypotheses and Question

The hypotheses being explored in this study are:

1. Asthmatics who report food allergies have a more severe
reactivity than asthmatics without reported food allergies as measured
by the asthma severity index.

2.The type of food allergy reaction (systemic, respiratory,
gastrointestinal, skin) predicts severity of asthma as measured by the
asthma severity index

3. Asthmatics who report food allergies have an increase in hospital-
based care (hospital admission, urgency care visits, emergency
department visits) when compared to asthmatics without reported
food allergies.

4a. Asthmatics who report food allergies and who exhibit positive
responses to one or more of the skin prick tests of 13 allergens have a
higher asthma severity index.

4b. Asthmatics who report food allergies and who exhibit positive
responses to one or more of the skin prick tests of 13 allergens, have
more hospital-based care than asthmatics without reported food
allergies.

A research question generated for this study is:
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What are the characteristics (age, gender, race, socio-economic status,
family history) of asthmatics with reported food allergies that best
predict severity of asthma and hospital based care?

Chapter 3
Methods
Design

This non experimental descriptive study will explore the hypotheses
and question stated above. This study is part of a larger study entitled:
“Predictors of hospital based care in asthma” by Molly Osborne, MD,
PhD, principal investigator (PI) (1992). The larger longitudinal study of
800 asthmatic patients determines the factors that contribute to
hospitalization and the severity of asthma.

The variables of the proposed study will include 400 asthmatic
patients a subset of the participants include: the severity of asthma, the
incidence of hospital based care, the number and type of fooci allergies,
the reactivity to environmental allergies, the symptoms a participant
manifests in relationship to ingesting certain foods, and the
demographics of those with reported reactions to foods including race,
age, gender, family history of atopy and asthma, and socio-economic
status.

External validity is enhanced by the sampling design. The sample is
composed of asthmatics from the health maintenance organization
(HMO) and is stratified by age and gender. Participants may then self

select to be included in the study. All socioeconomic groups are
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represented. The age range of 3 to 54 was chosen since diagnostic
accuracy is greatest in this age range. Overlap with bronchiolitis,
emphysema, chronic bronchitis is minimized. Although the target
population is all asthmatics with food allergies, certain tests can only be
generalized to the Northwest. Allergen exposure changes in different
parts of the United States and the world, therefore, the grass allergen
extract would not be applicable to other segments of the country. The
study is being conducted at the Lung Health Study facility, an off
campus site of a large research university. The number of participants
is adequate to generalize the study, per the power analysis calculated by
Molly Osborne, MD PhD, PI for the original study (appendix E). Since
long term predictors of hospital care is not a variable and because this is
a subset of the original study, it was agreed that the power for this study
Is very strong
Sample

The sample consists of a subset of 400 asthmatics, ages 3 to 54, from a
large health maintenance organization (HMO), living in a
metropolitan area of the Northwest participating in the larger study.
The stratified sample was generated from the facility’s outpatient
pharmacy records looking at dispensed asthma medications and from
hospital admissions with the ICD9 admission code starting with ‘493
during the period 1/1/88 to 6/30/92. The population had to be eligible
for HMO benefits on 6/30/92 and could not be currently participating in

another study (appendix A). Recruitment is done by a letter notifying
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eligible participants of the study (appendix B) and a follow-up phone
call to recruit (appendix C). To qualify, subjects must have been told by
a provider that they have asthma, must have had symptoms or use
medication for the control of asthma over the last year, and must be
members of the HMO at the time of recruitment. After a subject agrees
to the study, a follow-up packet is sent. This includes a letter
explaining the study and details regarding the medications the patient
may use, for example how long to hold certain medications. A map
and a consent form are also included (appendix D). The consent is
brought in at the time of the testing, reviewed, and signed in the
presence of the researcher.

Human Subijects

Human subjects are protected by confidentiality by process and
records. All subjects are given a letter and number code which is then
placed on the questionnaire to assure confidentiality. Researchers
must sign a legal document insuring confidentiality and a conflict of
interest statement. All study procedures have been approved by the
Human Subjects Committees of the university and the HMO. Health
care providers are not given patient information from the study. If
there are any concerns regarding a participant's symptoms of asthma or
a severely elevated blood pressure, the participant is notified by mail as
soon as possible. If a participant gives permission for the PI to speak to
the health care provider, then, under the discretion of the Fl, that

provider is informed.



18

Safety. Safety of the subjects is addressed throughout the study. The
consent form outlines the possible hazards of the study which include
a possible bruise or bleeding from the blood draw site, and slight
swelling of the arm and possible reaction to the skin prick tests.
Emergency medications, including oxygen and epinephrine, are located
on site. No tests are performed without a second person available in
the suite to call 911 in case of an emergency. All personnel are trained
in emergency response, which includes CPR. Dr. Osborne is an
advanced cardiac life support (ACLS) instructor and the author is a
basic life support (BLS) instructor with a background in emergency
department nursing.

Training. The four researchers spent a month training in the skills
of the study. Those who did not have skill in blood drawing were
taught at the blood draw lab at the university. Spirometry was taught
b‘y the spirometry lab at the university and practice sessions at the Lung
Health Study facility. Skin prick testing was taught in the allergy
department of the university by experts, under the direction of the
chief physician, and practiced at the facility.

Data Collection

Process. The study consists of one 90 minute visit to the clinic. The
clinic visit includes a questionnaire, a spirometry test assessing baseline
and post bronchodilator airway function, a skin prick allergen test,
including 13 environmental allergens and three controls, and collect a

blood sample (which will only be analyzed for the larger study).
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Correct use of an inhaler is assessed and a peak flow reading is
obtained. If a child is under the age of six, the questionnaire is
administered to the parents by phone because of the inability of the
child to cooperate on the physical tests. Verbal consent is obtained
from the parent.

Pilot. The study was piloted on children and adults prior to
administration to current participants. For the pilot, blood was not
drawn and minimal allergy tests were performed. All researchers
participated in the testing of subjects and feedback on technique was
given for uniformity in testing and interview skills, thus contributing
to interrater reliability. Questions that were poorly understood or
which needed revision were rewritten prior to testing on actual study
participants.

Interview questionnaires. The questionnaires were constructed by

the PI using several validated preexisting questionnaires and
consultation with an expert allergist. There are two questionnaires
(appendix F), one for children under the age of 15 and a corresponding
adult questionnaire for those 15 and older. The hypotheses were
adapted to focus on and include only those variables relevant to this
study. The questionnaires include questions to determine severity of
asthma, the most recent attack and the cause of that attack, allergy
history including specific food allergies and family history, medication
history including attitudes towards medications, health questions

about both general and emotional health, demographics, socio-
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economic status and occupation.

spirometry. The spirometry machines are calibrated each day to the
American Thoracic Society’s specifications and the spirometry tests are
performed within their specifications. After baseline spirometry, each
participant is administered two puffs of isoproterenol by the researcher.
A post bronchodilator spirometry test is then completed.

Allergy testing. The skin prick allergy tests are performed per

protocols set by an expert allergist who trained all researchers in how to
administer the tests. To insure interrater reliability and uniformity of
administration the researchers applied positive controls and had
obtained consistent results by six weeks after the start of the study.
Positive antigens must measure at least 3mm. To insure reliability in
measurement, all skin tests are measured by two trained research
assistants from a hard copy of the wheal. The antigens used are alder,
alternaria, aspergillis, histamine contrdl, birch, cat, dog, grass mix,
homodendron, juniper, two types of dust mite, penicillium, weed mix
and two negative controls including a dry prick to control for carry
over reactions from some of the more potent allergens.

Measurement and Analysis

Medications, foods, occupations, remedies, and health care providers
are coded from a list and given a numerical value (appendix G).
Spirometry tests will be assessed by programming using software
designed by a programmer at the Lung Health Study. Allergy tests will

be coded as either positive or negative. A positive will be at least one
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reaction plus a positive histamine control. The severity of asthma
index will be determined from preset variables such as symptoms,
amount of medication, FEV] and FVC. Food allergies will be
categorized first by presence or absence, then if present, by type of
response: skin, respiratory, gastrointestinal and/or systemic reactions.
Allergic responses to foods will also be categorized by the most
common foods or families of foods. Also examined will be the
percentage of asthmatics who report food allergies.

Analysis of the data will be conducted using standard descriptive
statistical techniques. T-tests will be conducted to determine whether
asthmatics with food allergies and a greater number of positive skin
prick tests have a higher asthma severity index or increase in hospital
based care than those without food allergies. Chi square tests will be
conducted to determine: whether asthmatics with food allergies have
more severe reactivity than asthmatice without food allergies; whether
different categories of response to food allergies differ in relation to
severity of asthma; and whether asthmatics with food allergies have
increased hospital based care over asthmatics without food allergies.
The presence of food allergies and demographic characteristics that best
predict severity of asthma and hospital based care will be assessed using
multiple regression analysis.

Potential for Utilization of Findings
This research will be valuable to nurses and health care providers in

characterizing and understanding asthmatics with food allergies. The
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results will allow nurses and health care providers to identify more
accurately those clients more at risk of an asthma attack and who may
require hospital based care. The better understood allergic reactivity is,
the more competently nurses and health care providers can educate
clients and provide a more holistic management to those clients with
atopy and asthma. By achieving a better understanding, a client can
effectuate a more capable management of the symptoms and resultant
reactivity.

In a time of increased health care costs and a need for health care for
everyone, it only makes sense to find ways to treat clients in a more
holistic way. It is imperative to empower our clients to care for
themselves in a more knowledgeable and healthy manner. If a client is
able to understand what causes a chronic problem such as increased
asthma symptoms, stomach pains, headaches or other symptoms,
many will gladly give up the offending substance. The key is
recognition and legitimation of the role of food allergies in asthma.
Education must occur with nurses and other health care providers

before a change in reactivity can begin with the client.
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Introduction

The role of food allergies in patients with asthma has not been well
described.! Although food allergies might contribute to severity of
asthma, the data are limited. Of interest, a recent article describes fatal
and near-fatal anaphylactic reactions to food in children and
adolescents, 92% of whom were asthmatic.2

A wide variety of upper and lower respiratory reactions including
nasal, laryngeal, and pulmonary symptoms have been reported during
double-blind, placebo-controlled food c:hallenges,3 To characterize
sensitivity to food allergens in an asthmatic population, asthmatics
were identified from automated pharmacy and hospitalization
databases of a large Health Maintenance Organization (HMO), Kaiser
Permanente (KP), Northwest (NW) Region, as part of an ongoing
longitudinal study of people with asthma. The role that food allergies
play in asthma was determined by cataloguing self-reported food
allergies and relating prevalence of food allergies to severity of asthma
and self-reported health care utilization.

The objective of this study was to evaluate the type of reactions and
severity of reactions to food allergies in asthmatic patients. The
purpose of this descriptive, non-experimental study was to determine
if the presence of food allergies and/or skin test responsiveness are

related to the severity of asthma and/or health care utilization.
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Methods

Sample and Research Setting

Patients with medically diagnosed asthma were identified and
characterized over a one year period as part of a longitudinal National
Institutes of Health (NIH) cohort study to characterize risk factors for
episodes of hospital-based care in asthma. The study enrolled subjects
aged 3-55 years of age, stratified for age and gender. This age group was
chosen because the diagnosis of asthma is least ambiguous during these
years. These subjects were identified via automated pharmacy and
hospitalization databases of a large Health Maintenance Organization,
Kaiser Permanente (KP), NW Region. Subjects had at least two
medications for asthma dispensed over the time period 1/1/88 through
6/30/92 and were KP members at the time of recruitment into the
study. Kaiser Permanente NW is a large, federally qualified, group
practice HMO that provides comprehensive, prepaid health care
service to its members. The service area is centered in Portland,
Oregon, and extends in a radius of about 50 miles. Kaiser Permanente
currently provides coverage to about 20% of the Portland, Oregon
population and the subscribers are known to be similar to the area
population as a whole 4.5

The study was approved by the Human Subjects Committees of both
the HMO and the university performing the study. All subjects,
including the children participating in the study signed informed

consents.



To characterize sensitivity to food allergens in this asthmatic
population, 553 asthmatics were identified. A baseline evaluation
included a questionnaire, skin testing, and spirometry. Information on
self-reported food allergy was obtained in the questionnaire.

Questionnaires

The questionnaires were a composite consisting of relevant sections
of: the American Thoracic Society-Division of Lung Disease 1978
respiratory symptom questionnaire; International Union Against
Tuberculosis and Lung Disease bronchial symptoms questionnaire;
RAND 36-item Health Survey; an asthma specific Quality of Life
questionnaire; and questions relating to co-morbidity. Two
questionnaires were developed and used, one for children 3-14 years
and a corresponding questionnaire for those 15-55 years old. The
questionnaires include data on demographic factors, patient
characteristics such as tobacco use, atopy', pattern of medication use,
self-reporting of compliance and adherence, behavioral characteristics,
historical assessment of indoor air quality; characteristics of asthma
such as duration of asthma, variation in asthma symptoms, and
specialty of physician or provider.

Information on food allergy was obtained by asking the participant
"Have you ever had a reaction caused by eating a particular food or
foods". Respondents were asked about (1) independent documentation
of food allergies, (2) hospitalization related to a food reaction, (3) types

of foods causing symptoms (>100 were categorized), and (4) types of
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allergic symptoms. There were 16 and 18 questions asked about specific
symptoms for adults and children, respectively. Symptoms were
categorized as respiratory, gastrointestinal, skin, and/or systemic.

Information on sulfite reactions was obtained by asking (child
questionnaire) "Has your child ever had any difficulty with breathing
after eating dried fruit?” or (adult questionnaire) "Have you ever had
any difficulty with breathing after eating dried fruit, or drinking wine
or beer?".

Parents of participants between the ages of three through five years
were administered the questionnaire over the telephone. Children
under age six were unable to perform spirometry correctly and skin
tests were thought to be too traumatic. Therefore, the severity indexes
or skin test scores could not be computed for these children.

Skin Testing

Thirteen skin prick tests, using allergens appropriate for the Pacific
Northwest region, were applied using standard techniques. These
allergens were alder, alternaria, aspergillus, birch, cat, dog, grass mix,
homodendron, juniper, dust mite (dermatophagoides pteronyssinus
and dermatophagoides farinae), penicillium, weed mix, and three
controls (histamine, saline, and "dry" prick control). The technician
carefully circled each wheal with an ink pen, placed cellotape over the
mark, removed the tape, and placed it onto the data entry form. Two
diameters were measured from the tape record: the widest diameter

and the diameter at a right angle to the widest diameter. These
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diameters were summed for each antigen.
Spirometry

Spirometry was performed using standardized methods with
equipment that met or exceeded American Thoracic Society (ATS)
requirements (Spirotech 5-550 dry rolling seal spirometer using a
digital shaft encoder with 10ml volume resolution).67 The spirometry
system uses software, developed by the NIH Lung Health Study, that
determines the acceptability and reproducibility of each maneuver
during the testing session and prompts the technician about possible
problems such as slow initiation of the maneuver, early cessation of
airflow, and coughing. The forced expiratory volume in one second
(FEV1) was reported as percent predicted FEV1 calculated from the
patient’s actual performance in relation to predicted performance.
Predicted values are based on age, height, and gender norms.6.”

Asthma Severity

We defined asthma severity according to National Asthma Expert
Panel guidelines by creating a summed measure of respiratory
symptoms, oral steroid use, and FEV1.

Symptoms

| < 1 daily or nocturnal symptoms weekly

2 2-6 days or nights with symptoms weekly

3 daily or nightly symptoms each day/night of the week
Medication Use |

1 no oral steroid use



. bursts of steroids less than half the time (<50% of time)
e bursts of steroids more than half the time (>50% of time)
4 daily oral steroids

Spirometry

I} FEV1, % > 80%
4 FEV1, % 60-80%
3 FEV1, % < 60%
Only those participants who participated in spirometry received an
asthma severity score. For this analysis we dichotomized the score as
mild =3 -5and modera’ée - severe = 6 - 10.

Data Analvysis

All analyses were performed using the SAS (Statistical Analysis
System) statistical software package. Statistical methods included
Pearson chi—square and Mantel-Haenszel trend chi-square tests for
contingency tables, and logistic regression analysis to model asthma
severity and hospitalizations.

Qutcome Measures

Outcome measures included all episodes of self-reported hospital-

based care. Hospital based care included only hospital admissions.
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Results

Prevalence Of Food Allergies

Overall, 239 (43%) of participants reported adverse reactions to food.
The prevalence of reported food allergies varied widely from 27%
among 3-14 year olds to 48% among 15-34 year olds and 52% in 35-54
year olds (trend chi square=20.5, p<.001). Mean age was 32.2 £ 15.1 for
those with reported food allergies and 25.3 + 16.1 for those not
reporting food allergies (t-test <.0001).

A significant increase in reported food allergies with increasing age
(p<0.0001) is illustrated in Table 1. Females reported food allergies
more commonly than males (38% males) p<.001). There was no trend
in reported food allergies with respect to income or race. Of the 239
participants reporting food allergies, only 80 had further diagnostic
testing done; 14/80 (17%) had RAST testing, 55/80 (69%) had skin prick
testing, 21/80 (26%) had intradermal testing, and 9/80 (11%) had
double-blind placebo controlled food challenge.

Types Of Foods Causing Adverse Reactions

The most common types of foods causing self-reported adverse
reactions are listed in Table 2 according to the number of participants
reporting adverse events. The top three foods causing adverse events
were milk or dairy products, eggs, and peanuts. Although red wine
was the second most frequent food reported to produce symptoms, it is
unclear if this is a sulfite reaction or a reaction to some other

ingredient in the wine. Sulfite reactions were reported by 22% of
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participants. Food reactions were grouped into four categories: skin,
respiratory, gastrointestinal, and systemic. These reactions were
reported more commonly by adults than children (Table 3).

Relationship Of Food Allergy To Severity Of Asthma

Asthmatics who reported food allergies had more severe reactivity as
measured by the asthma severity score than those who did not report
food allergies. Furthermore, reported food allergies increased
significantly with increasing severity of asthma (p<.01) and increasing
age of participants (p<.001) (Table 4). While present for both genders,
this trend was more pronounced and statistically significant only for
females (Table 4). Further, this association appeared to exist only for
allergies that were systemic in nature (p<.04). Irrespective of reported
food allergies, there was no trend in severity with respect to income,
nor with respect to family history.

Overall, the presence of food allergies was significantly associated
with greater asthma severity (Odds ratio [OR]=1.6; p=-02). However,
after adjusting for age and gender, food allergy was no longer
significant (OR=1.2, p=.41). Both gender and age were significantly
associated with asthma severity. A significant association was not
found between food allergy and either gender or age.

Separate analyses indicated that food allergy was also not significant
after adjusting for skin prick test responsiveness. Skin prick test
responsiveness itself, however, was significantly associated with

asthma severity among females, but not males, even after adjusting for
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food allergies.

Relationship Of Food Allergy To Hospitalizations For Asthma

Participants with food allergies were more likely to report having
ever been hospitalized for breathin.g problems (p<.003) than those
without food allergies. This association was again strongest among
females (p=.011). Treatment in an emergency room or hospitalization

because of a reaction to food was reported by 30/239 (13%).

Relationship Of Food Allergy And Skin Sensitivity To Hospitalization

Overall, food allergy was significantly related to ever having been
hospitalized (p=0.003; OR=1.8). Among females the odds ratio was 2.0
(p=.01), whereas among males the odds ratio was 1.5 (p=-14). These are
all two tailed p values.

The results were qualitatively similar after adjusting for skin prick
test responsiveness. Among females the odds ratio was 1.8 (p=.05) and

among males the odds ratio was 1.3 (p=.46).
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Discussion

This study demonstrated that, particularly in females, both severity
of asthma and health care utilization are associated with self-reported
food allergies and skin test responsiveness. Although these results
demonstrate the importance of an area that many health care providers
have not emphasized, the results are limited because the data are self-
reported.

There are two limitations of self-reported data in this study. First,
only 33% of these subjects had reported previous positive testing of
food allergies. Second, it is difficult to determine whether or not the
foods that the participants reported reacting to were the ones that
caused the symptoms are what provoked the allergic reaction. That is,
another agent, even an additive, might be the cause of the reaction
rather than the food reported by a participant. This necessitates the use
of controlled food challenges.

Reports on the validity of self-reported health care utilization versus
chart-confirmed health care utilization are limited. Studies conducted
by the National Center for Health Statistics suggest that about 70% of
asthma encounters documented in the medical record are typically
captured by self report. However, these same studies also indicate a
significant number of self reported encounters that are not captured in
the medical record. The reason for the latter discrepancy is not fully
understood.?

Only the self-reported systemic allergic reactions to foods were
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associated with severity of asthma and health care utilization (i.e.
headache, swollen tongue, throat closing off, dizziness, loss of
consciousness). Of interest, the recent study by Sampson et al.2
demonstrated fatal and near-fatal anaphylactic reactions to food in
children and adolescents, the majority of whom were asthmatic (12/13
= 92%).

Many studies only address respiratory, gastrointestinal, and
dermatologic reactions,!9-15 which do not correlate with severity of
asthma in this study. Most earlier studies investigation of the
pathogenic role of food hypersensitivity in chronic asthma had
suggested that food-induced bronchospasm was uncommon, occurring
in less than 10% of asthmatics.115 In one study, asthmatic patients
followed in a pulmonary clinic were screened by clinical histories, skin
testing, radioallergosorbent (RAST) analyses, and double blind placebo
controlled food chalienges (DBPCFC).1 Of 140 asthmatic children
evaluated, only 8 (5.7%) had documented positive oral food challenges,
including wheezing. The authors concluded that food-induced, IgE-
mediated respiratory reactions and asthma are rare and frequently
associated with other findings such as atopic dermatitis.

Also, incidence and severity of respiratory symptoms can be much
greater than documented bronchospasm in DBPCFC trials. For
example, a recent article by James et al.3 demonstrated that respiratory
symptoms were common in children with atopic dermatitis and food

hypersensitivity undergoing DBPCFC, and wheezing was provoked in
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almost 20% of these children. Significant objective changes in
pulmonary function, however, were rare as a result of food-induced
allergic reactions.3

Further, research on the association between food allergy and symptoms is
warranted based on findings reported here. A larger study with food challeng
and appropriate skin testing of asthmatics is necessary to confirm these results
Identifying relevant food allergens and eliminating them from the diet may
help improve respiratory disease.3 By identifying those patients at risk, it can
be determined who may have more severe reactions requiring closer health
care management. This study suggests that asthmatics who give a history of
systemic symptoms to foods should be managed as high risk patients by health
care providers. This management might include aggressive education and
medical management, use of peak flow meters to objectively measure lung
function, and a plan for rapid treatment of systemic symptoms should they

arise.
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Table 1 Characteristics of Sample with Food Allergies
Food Allergies
Yes No Sig.
n 239 314
Age
3-14 45 (19%) 122 (39%)
15-34 68 (29%) 74 (24%)
35-55 126 (52%) 118 (38%) p<.0011
Gender
Female 147 (62%) 135 (43%)
Male 92 (38%) 179 (57%) p<.0012
Household Income
<$20,000 19 (8%) 29 (9%)
$20-39,000 74 (31%) 111 (35%)
$40-69,999 111 (46%) 135 (43%)
>$70,000 35 (15%) 39 (12%) p=.141
Race
White 212 (88%) 291 (93%)
Other 28 (12%) 23 (7%) p=.112

1 two-tailed significance level based on Mantel-Haenszel chi-square

statistic

2 two-tailed significance level based on corrected chi-square statistic



Table 2. Types of Foods to Which Participants Commonly

Reported Adverse Reactions

Type of Food All Participants Participants with Food Allergies
n 553 239
Milk/dairy 14.1% 32.6%
Red Wine 3.8% 8.8%
Peanuts 3.3% 7.5%
Eggs 3.3% 7.5%
Apples 2.9% 6.7%
Chocolate 29% 6.7%
Walnuts 2.7% 6.3%
Oranges 2.5% 5.8%
Strawberries 2.4% 5.4%
Bananas 2.2% 5.0%

Melons 2.2% 5.0%
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Table 3 Proportion of Food Allergy Positive Subjects Reporting

Various Types of Adverse Reactions to Foods

Type of reactionl 3-14 yrs 15-55 yrs
(n) 45 194
Systemic 40% 59%
Skin 67% 42 %
Gastrointestinal 62% 43%
Respiratory 64 % 69 %

! Categories not mutually exclusive



Table 4 Proportion of Subjects With Moderate to Severe Asthma
By Age, Gender, and Reported Food Allergies
Reported Food Allergy
Yes No
Age
3-14 yrs 18% (6/34) 15% (14/93)
15-34 yrs 29% (20/68) 20% (15/74)
35-55 yrs 46% (58/125) 42% (49/117)
Cender
female 44% (61/138) 34% (42/125)
male 26% (23/89) 23% (36/159)
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Table 5 Proportion of Subjects Ever Hospitalized by Gender and
Reported Food Allergies
Reported Food Allergy
Gender Yes No
Females 33% (48/147) 19% (26/135)
Males 29% (274 92) 21% (38/179)
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" OMAY-14-93 FRI 9:33 QIR FAX NO. 5033350428 P. 0¢

Definition of ASH Populaition

03/05/93

t
.

We begin with the Raiser Permenete outpatient pharmacy
dispensings from 01/01/88 to 06/30/92 and search for

only the dispensings that pertain to asthma. From these
dispensings we find all the people who had,two or more
drug dispensings and who were between the ages of 3 to 54
on 01/01/93 and who were eligable for Kaiser bencfits on
06/30/92 and who are not currently selected to participate
in another CHR study. '

Now we turn to the Kaiser Permenete hospital admissions
from 01/01/88 to 06/30/92 ang search for only the admissions
with the primary ICD-9 admit code starting with' 493¢. From

. Last Dispense Lovel
s Date Between

07/01/91 « 06/30/92
07/01/90 06/30/91
07/01/89 - 06/30/90
07/01/88 - 06/30/89
01/01/88 - 06/30/88

e Lo

We then take the selected inpatient group and randoemly assign
a date in the level 1 range. The combination of the cutpatient
and inpatient groups define the population for the ASH study.

The ASH population is then divided into 6 cells defined ast

Sex Age Range
M 3-14 15-34 35-54
F 3-14 15-34 35-54

For the purposes of Yecruitment we £ill the cells starting
with Level 1 and work our way down through Level §. .
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IKAISER PERMANENTE

Dear Kaiser Member,

The Kaiser Permanente Center for Health Research and the Oregon Health Sciences University
are conducting a joint research study of asthma in the Portland area. Funding for this comes
from the Nadonal Institutes of Health.

Respiratory diseases such as asthma cause great distress 1o many people and are of particular
concern in children. We are trying to find out more about the characteristics of asthma and
would like your help in doing so. :

If a doctor has told you that you have asthma AND you have had symptoms or have taken
medication for asthma in the last year, we would like to invite you to take part in a voluntary
respiratory health evaluaiion as part of the study. Because the Lung Health Study Clinic has the
special facilities needed to conduct this evaluation we have arran ged for a clinic staff person to
call you. The siudy will be conducted at the Lang Heaith Study Clinic which is located in
Southwest Portland under the Ross Island Bridge.

If you prefer not to wait for our call you are welcome to call us directly at 494-8647 and ask for
the "Kaiser Asthma Survey". We regret that we are not able to offer. this screening to everyone. -

Your participation is important to us! Should you have any questions about the study, please
contact one of us.

Sincerely,

LI b
(//O// an_ 77, 50/"*{;7”&—/ s uﬁ O‘f' Db
William M. Vollmer, Ph.D Molly L. Osborne, M.D. Ph.D
Co-Principai Investigator Co-Principal Investigator
Kaiser Permanente Center for Oregon Health Sciences University
Health Research ‘ ' (503) 494-8647

(503) 325-6755

Kaiser Foundation Hospirals
Center for Health Research, 3800 N. Kaiser Center Drive, Portland, Oregon 97227-1098 (503) 335-2400
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(Telephone Recruitment Script)
May I speak to (participant's name) .

Center for Health Research if indeed you do have asthma. You hawve
been chosen because you may have asthma. The PURPOSE of the studs

Has a doctor ever told you that You have asthma? fgkN ASTHMA ]

[YES] can I also ask
A if you have ever been told by a health Professional that you
have chronic bronchitis, emphysema, smoker's lung, or chronic

asthma? Symptoms might include wheezing or cough or
intermittent episodes of shortness of breath. [Y/N] =

[NO] It looks like you won't be eligible for this study. However,
before 1 let You go, can I also ask

ik if you have ever been told by a health Professional that you
have chronic bronchitis, emphysema, smoker's lung, or chronic

**#To be ELIGIBLE for this study You have to:

2. Be a member of Kaiser Permanentevy
N Have asthma Currently.
* If you DON'T have symptoms have You been on medication for

asthma within the last year? [Y/N)

(IF YES to all 3 - ELIGTBIE FOR STUDY..,.]

The study consists of a baseline visit of 99 minutes ang four
follow-up telephone calls, one €Very six months over a two year
period. The baseline clinical appointment for the study is a one
time appointment. It will include testing your skin Sensitivity to
various allergens such as cats, mites, andg molds, andg testing your
lung function by measuring air moving in and out of your lungs. We
wWill be glad to give you the results of both these tests. we wili

Yyou interested in partiéipating’ in this study? [If NO, thank
participant ang conclude conversation]. Although the information is
very important for research burposes WE ARE SORRY BUT IT IS



MEDICATIONS: Are you currently taking any asthma medications?

(YES] Which one(s)? [list meds on appt reminder packet sheet]
**PLEASE BRING ALI, YOUR MEDICATIONS OR A LIST OF ALL YOUR
MEDICATIONS TO THE CLINIC VISIT**

INHALED INTAL for up te 24 hr

* beta-agonist SYrups, tablets, injections
SHORT ACTING up to 12 hr
LONG ACTING up to 18 hr

* theophylline Preparations
SHORT ACTING for up to 24 hr
LONG-ACTING for up to 48 hr

* STEROID tablets for 24 hr

* ANTI—HISTAMINES: SHORT ACTING for 24 hr
LONG ACTING anti-histamines for Up to 3 days, using
SHORT-ACTING over—the—counter'anti—histamines until
6 hours before the evaluation.

** PLEASE HOLD CAFFEINATED BEVERAGES g8 HOURS**

However, if vyou experience difficulty breathing while off
medication, it is certainly appropriate to take Your medications.

May I verify your address? (VERIFY ADDRESS) BECAUSE TWO OF US WILL
BE HERE ESPECIALLY FOR YOUR VISIT, IT TS VERY IMPORTANT THAT YOU
KEEP THIS APPOINTMENT OR TRY TO GIVE US AS MUCH NOTICE as POSSIBLE,
SUCH AS 48 HOURS, IF vou NEED TO RESCHEDULE.

Do you have any questions? THANK vou SO much for participating.
We're looking forward to seeing you here at the Lung Health Study
Clinic on (date and time).



APPENDIX D
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OREGON HEALTH
SCIENCES UNIVERSITY

Lung Health Study

Dear

Thank you for agreeing to participatc in the Asthma Survey which is being conducted in
Portland, Oregon cooperatively by the Oregon Health Sciences University and Kaiser

Permanente Center for Health Research. Your participation will help add to medical knowledge
and your willingness to participate is very much appreciated. ‘

At your visit to the Lung Health Study clinic you will be asked some questions about your
general health, your asthma, smoking patterns, your work, your home and your family. You wil
also be asked to participate in some tests. Your blood pressure, ‘weight and height will be
measured in addition to the following tests.

Blood sample to test for allerey 4
A small amount of blood will be drawn in the standard way from a vein in your arm.

Skin tests for aller

Skin tests are performed by pricking the skin on the inner surface of your arm or your back. If
you are allergic, a small red mark may appear and you may itch for a short time. The technician
will measure the size of the mark after about 15-2( minutes.

Breathing tests

Your lung function will be tested to see how much air is in your lungs and how much you can
blow out quickly. You may be asked to do this several times. You will then be given two puffs
of a bronchodilating medication and have your lungs tested again.

- On the back of this letter you will find your appointment reminder and some simple guidelines
we would like you to follow prior to your visit. Feel free to call the Lung Health Study clinic at
(503)494-8647 if you have any questions or if you need to reschedule. Thank you again for your
participation.

William M. Vollmer, Ph.D. Molly L. Osborne, M.D.,Ph.D.
Co-Principal Investigator Co-Principal Investigator

Kaiser Permanente Center Oregon Health Sciences University
for Health Research < (503)494-8647

A S W Mlmmadis. hwomese @ 8 mmm =



KAISER ASTHMA SURVEY
APPOINTMENT REMINDER NOTICE

OHSU Lung Health Study Clinic, 3030 S.W. Moody, Suite 105
Portland, OR 97201
Phone: (503)494-8647

Appointment Date:

Appointment Time:

* Because of the special preparations for your visit, please try to keep this appointment.
Please give us as much notice as possible if you need to reschedule.

This appointment should last approximately 90 minutes.

Prior to your appointment please use the following guidelines for taking the following
medications:

Take Last Dose of by
Take Last Dose of by
Take Last Dose of _ by
Take Last Dose of . by

* Please remember to bring all of your medications (or a list of them) with you to
your appointment.

*If you smoke, please do not smoke for one hour before coming to the clinic.

*Please do not eat or drink any caffeinated food or beverages for 8 hours prior to your
appointment (coffee, tea, colas, cocoa, chocolate).

*If you have a chest cold, influenza, chronic bronchitis or sinus infection during the week
prior to your appointment, please call to reschedule the appointment.

*Please do not have a large meal immediately before your visit to the clinic.

QUESTIONS? Call the Kaiser Asthma Survey at (503)494-8647.



DIRECTIONS TO THE LUNG HEALTH STUDY

Appointment Date

Appointment Time

The Lung Health Study is located in the FROM THE NORTH, WEST AND NOJ
Westwood Corporation Building, 3030 S.W. i
Hawthorne éridg: ;

Moody, Suite 105, Portland, Oregon 97201

(503) 494-8267

(Please be patient--the building may be difficult to find at S Wk er ST
first.)

SW Flest Streel

From the North or Northeast (I-5 South/I-84 West)

After coming off the west side of the Marquam Bridge, take

the Lake Oswego exit (Exit 299A) and proceed I
approximately 1/4 mile to the I-5 underpass at Bancroft. As

yOu come under the overpass, be sure to keep in the left

lane at the intersection then £0 across Macadam Avenue

onto Bancroft (towards the Spaghetti Factory). Just as

you cross the railroad tracks, turn left on Moody and

proceed about 1/4 mile north. The Westwood is a brick p
building located on the right hand side of the street just
north of and under the Ross Island bridge.

=

Spaghetti
9'—._Sw — Factory

From the West

From eastbound Hwy-26/Sunset highway, take City Center
exit and proceed down Market Street to Front Avenue,
Continue across Front and follow curve of road then turn

left at first signal as if going to the River Place Athletic |-
Club. Then turn right (south) onto Harbor (the two-lane
street just before the athletic club) and continue about 1/4 FROM THE SOUTH AND SOUTHEAST
mile. Make a left turn at end of street onto Sheridan and

follow right hand curve onto Moody St. The Westwood is a '

brick building located about 1/4 mile from this point on the
left hand side of the street just north of the Ross Island
bridge.

Mavadam Avenve

From
Lake Oswego

SW First Strect

From the Southeast (using the Ross Island Bridpe)

Bear right just after crossing the Ross Island brid ge and
follow the sign to Corbett St. Proceed across Kelly and
down the hill. Corbett will intersect with Sheridan at the
bottom of the hill. Sheridan turns right at Moody St. The
Westwood is a brick building located about 1/4 mile from
this point on the left hand side of the street just north of
the Ross Island bridge. ¥

From the South

Proceed north on I-5 to the Macadam Avenue exit (Exit -
299A). Continue 1 block to Gaines St (just past the Public 1
Storage sign), turn right and proceed down the hill for1

block. Turn left at the railroad tracks onto Moody then
proceed about 3 blocks. The Westwood is a brick building
located on the right hand side of the street just north of the
Ross Island bridge. J

ROSS ISLAND BRIDGE

G‘]‘i?| Spagherti
s Fecoy
< 1

=

[S= s p

Micadam Avenue




Oregon Health Sciences University
Kaiser Permanente, Northwest Regior

Asthma Survey Consent Form
(Adult)

Principal Investigaror: Dr. Molly Osborne (503) 494-8267
The Asthma Survey is a Joint study being conducted by the Oregon Health Sciences University

and Kaiser Permanente Center for Health Research. Funding for the study comes in part from
the National Institutes of Health.

Purmpose

respiratory problems,
Procedures
The study consists of a clinic appointment of an hour and a half and four follow-up telephone

- calls over a two year period, one call every six months. I understand that the follow-up
telephone calls will ask about how T am doing with my asthma and will only take a few minutes.

1. The questionnaire will include questions about my general health, education, employment
history, smoking patterns, and where I live.

7 Breathing Tests:

a. I will be asked to perform simple breathing tests that involve blowing hard into
a machine called a spirometer.

b. I will be given two puffs of a bronchodilating medication to open my airways and
my lungs will be tested again on the spirometer.

trees, and a histamine control. These tests are commonly done by allergists and other
doctors. I will know the results of these tests in about 15 minutes.

4, A technician will draw about four teaspoons of blood from my arm.

3. My blood pressure, weight, and height will be measured.



Risks

I understand that these tests may involve some discomfort and potential risk as discussed below
The blood drawing may cause slight discomfort and carries a small risk of bleeding and/o
bruising at the puncture site.

The skin prick tests may cause itching, stinging, or slight discomfort at the site. This usually
does not last long and can be relieved by antihistamine cream that will be available. A very few
participants may experience dizziness or nausea. There is also a very slight risk of a serious
allergic reaction from the skin tests. This can be readily reversed by an injectable medicine that
will be immediately available.

I may also be asked to delay taking certain breathing medications on the day of my tests, and
I understand that this may cause some discomfort with my breathing. The length of time that
I would have to delay taking these medications will depend on the time of my clinic appointment
and the type of medication I am using specific guidelines are in the reminder packet. However,
if I experience difficulty breathing, it is okay to take my medications.

Benefits

I will also receive certain benefits from participating in the study. Specifically, I will receive
information about my Iung function and my sensitivity to common allergens. In addition, I will
be making a contribution to science. However, there is no direct benefit to me for participation
in this study.

Confidentiality

I understand that all of my results will be kept strictly confidential, and that neither my name
nor other identifying information will be used in any reports or study publications.

Costs

I'understand that I will not be charged for any of the tests, and that I will not be reimbursed for
my participation in the study.

Liability (Kaiser Permanente)

Should I incur any physical injury determined by physicians of Kaiser Permanente to result from
my participation in this study, all resulting medical care and hospitalization will be provided free
of charge in Kaiser Permanente facilities.

Liability (Oregon Health Sciences University)
Should I establish that any injury. that I sustain in this research projeci 1s the fault of the

University, its officers or employees, compensation will be available to me under the terms of
and subject to the State Liability Fund.



Rights as a Research Subject

If I have any questions about my rights as a research subject, I may contact the Oregon Healt;
Sciences University Institutional Review Board at (503) 494-7887.

If I have any questions about this research, my rights and responsibilities as a research subject
or about research-related injuries, I may contact M.R. Greenlick, Ph.D., Vice-President fo;
Research, Kaiser Foundation Hospitals, 335-2400.

Questions about Research Project

If I have any questions about the asthma survey, I may contact Dr. Molly Osborne at (503)
494-8267.

Einally, “ﬂdmmﬂdﬂmtpamfﬂpﬂﬁﬂﬂmthlssmdi'lsmlumﬁdthatlamfm 0

withdraw from participation at anyitime. T also understand that if T do decide not 6.
participate-it will in no way affect my medical care or Health Plan membership or that -

of anyﬂtheramembarﬂfxmyfmﬂy. Io:ﬂmhpem(mslgmngvthﬁ COH’SS[}L{'-de:lI W]]l '

receive a copy.

............

MO:rk.. \consent. fom
KP CPHS Approved
approved 10/21/92
revised 2/1/93

ORS# 2832



Oregon Health Sciences University
Kaiser Permanente, Northwest Regior

Asthma Survey Parental Consent Form
(Pediatric)

Principal Investigator: Dr. Molly Osborne (503) 494-8267

The Asthma Survey is a joint study being conducted by the Oregon Health Sciences University
and Kaiser Permanente Center for Health Research. Funding for the study comes in part from
the National Institutes of Health.

Purpose

The purpose of the research study is to determine how common respiratory symptoms and
diseases are in asthmatics, and to find out what factors may be linked to the development of
respiratory problems.

Procedures

The study consists of a clinic appointment of an hour and a half and four follow-up telephone
calls over a two year period, one call every six months. I understand that the follow-up
telephone calls will ask about how my child is doing with his/her asthma and will only take a
few minutes. . , ‘

My child’s participation will initially require about 90 minutes of his/her time and wili be held
at the Oregon Health Sciences University’s Lung Health Study center. My child will be asked
to answer a series of questions and will perform the following measurements and tests.

1. The questionnaire will include questions about my child’s general health, education,
employment history, smoking patterns, and where he/she lives.

e Breathing Tests;

a. My child will be asked to perform simple breathing tests that involve blowing
hard into a machine called a spirometer.

b. My child will be gi\;en two puffs of a bronchodilating medication to open the
airways and his/her lungs will be tested again on the spirometer.

3. A physician, nurse or technician will prick the skin on my child’s arm or back about
fourteen times to determine if heé/she is sensitive to a variety of common environmental
agents (allergens). These tests will include the following allergens: cat, mites, molds,
grasses, trees, and a histamine control. These tests are commonly done by allergists and
other doctors. I will know the results of these tests in about 15 minutes.

4. A technician will draw about four teaspoons of blood from my child’s arm.



3. My child’s blood pressure, weight, and height will be measured.

Risks

‘My child and I understand that these tests may involve some discomfort and potential risk as
discussed below. The blood drawing may cause slight discomfort and carries a small risk of
bleeding and/or bruising at the puncture site.

The skin prick tests may cause itching, stinging, or slight discomfort at the site. This usually
does not last long and can be relieved by antihistamine cream that will be available. A very few
participants may experience dizziness or nausea. There is also a very slight risk of a serious
allergic reaction from the skin tests. This can be readily reversed by an injectable medicine that
will be immediately available.

My child may also be asked to delay taking certain breathing medications on the day of his/her
tests, and my child understands that this may cause some discomfort with his/her breathing. The
length of time that my child would have to delay taking these medications will depend on the
time of his/her clinic appointment and the type of medication my child is using specific
guidelines are in the reminder packet. However, if my child experiences difficulty breathing,
it is okay to take his/her medications.

Benefits
My child will also receive certain benefits from participating in the study. Specifically, my child
will receive information about his/her lung function and his/her sensitjvity to common allergens.

In addition, my child will be making a contribution to science. However, there is no direct
benefit to him/her for participation in this study.

Conﬁdentialitv

I understand that all of my child’s results will be kept strictly confidential, and that neither
his/her name nor other identifying information will be used in any repotts or study publications.

Costs

I understand that I will not be charged for any of the tests, and that my child will not be
reimbursed for his/her participation in the study.



Liability (Kaiser Permanente)

Should my child incur any physical injury determined by physicians of Kaiser Permanente t
result from his/her participation in this study, all resulting medical care and hospitalization wil
be provided free of charge in Kaiser Permanente facilities.

Liability (Oregon Health Sciences University)
Should my child establish that any injury that he/she sustains in this research project is the fault
of the University, its officers or employees, compensation will be available to him/her under the

terms of and subject to the State Liability Fund.

Rights as a Research Subject

If my child or I have any questions about his/her rights as a research subject, I may contact the
Oregon Health Sciences University Institutional Review Board at (503) 494-7887.

If I have any questions about this research, my rights and responsibilities as a research subject,

or about rescarch-related injuries, I may contact M.R. Greenlick, Ph.D., Vice-President for
Research, Kaiser Foundation Hospitals, 335-2400.

Questions about Research Project

If my child or I have any questions about the asthma survey, I may contact Dr. Molly Osbormne
at (503)494-8267.

MO:rk.. \conscat.chd
KP CPHS Approved
approved 10/21/92
revised 2/1/93

ORS# 2832



Finally, I understand that participation in this study is voluntary and that my child is free
to withdraw from pa_l'i_[{:lpdll()ﬂ at any time. I also understand that if I do decide not to _
participate it will in no way affect my medical care or Health Plan membership or that

“of any other member of my fam:]y I or the person szgmng the conse:nt fcnn wﬂl;icg

" receive a copy.

- . Signature ‘of Participant Date

Date




Oregon Health Sciences University
Kaiser Permanente, Northwest Region

Child’s Assent for Asthma Survey
Principal Investigator: Dr. Molly Osborne (503) 494-8267

I agree to be in an asthma survey. It is OK to have several things happen. I will answer some
questions, and blow out through a breathing machine before and after breathing something that
will open up my airways. I will also have my skin pricked several times which may cause some
itching or stinging or slight discomfort. If that happens, some cream will be put on my skin to
make it feel better. I will also have a few teaspoons of my blood drawn, which may also be
uncomfortable, and I know there is a small chance of a bruise or bleeding.

DATE Signature of Child

I have reviewed the contents of the INFORMED CONSENT with (participant)
at a level appropriate to his/her understanding, and I feel he/she understands these matters and

their implications.

DATE Signature of Asthma Survey Staff Member
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As noted above we will divide subjects into risk deciles based on the best fitting model and cor
a general goodness-of-fit statistic for the target population and for the validation sample. The la
will be a randomly selected subset (n=200) of the original sample and will not be used in the n
building. Validation will be performed using the approach of Lameshow et. al. [77] as illustat
Higgins et. al. [52].

We recognize that some people will have multiple events over the study period. As a secondary
of analysis, repeaters will be separated from non-repeaters. Then we will determine whether or
the distribution across risk deciles of predictor variables differs between repeaters and non-repe

Sample Size
Power calculations for the proposed swdy are presented below. The calculations are presented f

sample size of 800 and assumes that 200 of these subjects are reserved for the validation sampl
Because our design doces not fall in the classical hypothesis testing framework and because of ¢
large number of predictor variables that will be available, we have adopted a more generic app
Specifically, the tables address the power to detect a given relative risk (1.25, 1.50, 2.00) for ar
arbitrary, dichotomized predictor variable, We further assume that the "at risk" proportion of th
population varies between 10% and 50%. As the tables show, our sample sizes will be inadequ
identify predictor varjables with relative risks of 1.25 or less, and will be more than adequate
detect relative risks of 2.0 or greater. The power is generally adequate (>75%) for detecting rel
risks of 1.50. These results should only be viewed as approximate since they treat all predictor
variables as dichotomous and do not account for correlatlons among the predictor variables.

All calculations below assume a type I crror rate of 5% with a two-tailed alternative hypothesis
overall event probability is P and number of subjects is N.n /N is the proportion of subjects iu
group “a" and RR is the reladve risk for group "a" relative to group "b". The overall event
probabilities are derived from the data presented in Pilot Data, Section C. They assume a value
0.31 as the most likely outicome, but include a minimum of 0.25 and a maximum of

0.38.

Table 2. Power Calculations Assuming N=600.

O

Overall event RR "a"vs"b" 01 02 03 04 05
probability
0.31 1.25 21% 28% 36% 41% 42%

1.50 60% 85% 87% 90% 92%

2.00 99% 100% 100% 100% 100%
0.25 1.50 65% 76%
0.31 1.50 , 85% 30%
0.38 1.50 %1% 97%

38
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Molly 1.. Osbor

As a specific example, if abnormal lung function, as measured by FEV1, increases the rsk of
hospital-based episodes of health carc in patients with asthma, the relative risk will be >1.0, Six
approximately 39% of patieats with asthma have an abnormal FEV1 [78], there is a >%0% char
detecting a relative risk of 1.50. There is a 100% chance of detecting a relative risk of 2.00.

Conclusion

In conclusion, these studies are timely and they deal with the important clinical problem of
identifying modifiable risk factors for hospital-based care for patients with asthma. I have been
working for several years with my co-investigators who have extensive cxpericnce in epidemio)
and 1 have just completed training in Biostaristics and Epidemiology at McGill University so th
am ready to be a principal investigator on this project. Identification of modifiable risk factors
hospital-based care will allow physicians to improve the quality of life for patients with asthma
also reduce health care costs,

Timeline
I will be able to finalize the protocol, pilot the clinic interview and pull the samplec from the Tt
database within six months of funding. The survey will be performed over a three year period
follow-up by telephone interview every four months. The nested case-control study will be run
co.npletion of the survey period. Data analysis will be completed in year five. The entire proje
expected to last five years.

0

*Start up

finalize protocol —
pilot clinic interview le—a
pull sample PRER
*Recruitment of cohort
Baseline evaluation —
Data Entry <«
*Interim asscssment
Telephone survey
*Nested case control
*Initial modelling
*Validate/Revise 5
Prognostic System ‘

I

\rm'\L

+
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CLOIATIR 1

223 \‘ 93
1. How do you feel without your medications? .............cocccocoevii .. quite symptomatic
(If symptomatic, perform spirometry & give medications) okay =
2. Check that address and telephone number are correct (additional telephone
for follow-up if necessary)
3. Social security number:
4. 'What medications are you currently taking (include over-the-counter)
Name (generic) Dose Frequency Date Started Last Taken

5. Have you taken any caffeinated food or beverages in the last 8 hours?...... Yesd 1

6. Protocol:

Lo o

1. BP
2. Weight
3. Height

4. 5-min bronchodilator....................... IR o g e
& DyspRea MUdEE 1. o bobvbeis ok utin a0 osaeaa s i i s o o
post BD ... S A S P SR
f. Blood draw (# D BByt o TS s e 1 T PR BB

two 2ml aliquots

8 SKIM LESS ..uiiiiiiiieic et
h.  MDI (US€ NEXT PAZE) wecvirereeeiiiiiiiiieet ittt et eeeeeeeeenen s
Peak flow Meter.......c.oooiiiiiiiiiic e

Pt s

CoNSENt fOIM ..ottt et r e
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Study [D#

DS 4288
A. Item Analysis of Inhaler Use Checklist
1. Patient shakes inhaler for 5 seconds ... Yes© 1 No
2. Patient places the mouthpiece of the inhaler into one end of the spacer....YesZ" 1 No
3. Patient positions the inhaler with the index finger on top of the

medication cannister and thumb supporting the bottom of the inhaler....... YesT 1 No
4. Patient places the spacer tube or mouthpiece between the teeth

INtO the MOUth ... Yesii1 No[C
5. Patient closes mouth around spacer or mouthpiece.........o..oooeeeve e YesC" 1 No O
6. Patient exhales normally ....cc.coooooooivooioooooee ¥YesO 1. Ne O
7. Patient presses down the top of the medicaiton cannister with the

index finger to release the medication .............ocooooveeoioo YesO 1 NoJ
8. Patient inhales deeply and slowly while medication is being released........ YesT 1 Ne T
9. Patient holds the medication within the lungs a minimum of 10 seconds

before exhaling .........ccooiimiiecoeeeeeeeeeee YesO1 No D
10. Patient waits a minimum of 2-3 minutes before repeating steps 1-9 for

2 SCCOMM PIME v it o v sssanissamn e i bt st ke et e YesOd1 No D
B BR oo oottt smssrras s A5 S e A A A e L

12T 3T N S S e S

WRIBIIT (oot v b e e s et e etk
C. Dyspnea index ... DD[

FREE T vt s S Ao e A i e B S el Ul I:I L—_] [
1, BB Traw SAIPIE, ... oo i i i s e e en i e e DD[
B. | PEAK FLORF .. oo sgtpsstiestioss it ot im s Fe et G DD[

L/min
initials
r O\ NE 03 PY

F. Able to hold medication for required time: o2 =\ o4 mH
L. Caffeinated DEWSREERS . i obmmsinmiit et s aibi ot st e e teee o YesOl' 1 No O
2. ANtRISIAMINES .....oiiiiiiieii e Yesd1 NoDO
Do | T DS e st it G S AN e S o e e o Yesld 1 No O
4. INRAIETS .o YesD 1 NoUO
hs  Otiver YesOO it No O

(ode. gt anhibigtanme "N - el\awi| \dbﬁ_\ﬁ;;\ \norv\-.\x?\-lhva_ ‘am'.h\g\—ih&\e
?rozac_‘ Yazodere



DS4282

ASthma HiStorY Date of birth:

Pediatric Study ID#

VA

1. Has a doctor ever told you that your child has asthma? ... YesiZ 1 No
= Jf yes .« s
a. Does he/she still have i? (Yes, if symptoms or medication use in past year) .....Yesis 1 No
b. How old was your child at his/her first attack of asthma?
c. How old was your child during his/her most recent attack of asthma?
d. Does your child have chronic or seasonal asthma?.......... e Seasonald 1 Chronic T
If seasonal . ..
Which months of the year does he/she usually have attacks of asthma? ... ~ Yes Nc
(CHECK ALL THAT APPLY) January/February [ 1 C]
March/April O 1 03
May/June O 1 E3
July/August U1 O
September/October G 1 O
November/December 0 1 C
e. Has your child had an attack of asthma in the last 12 months?......... Yesd 1 No OJ
f.  What was the trigger of the most recent attack? ... infection O
exposure to allergen O
exposure to smoke, solvent, gas, dust, or fume [
other O
don’t know O
cold air and exercise [J
g. How sudden was the OnSet? ..o less than 12 hours O

12-24 hours O

(gradual) more than 24 hours O

don’t know O

2. Has your child had an attack of asthma during or

following exercise at any time in the last 12 months? ..., Yes01 No O
3. Does your child usually cough, wheeze, or feel short
of breath during the day? ..., Yes D1 NoU
o - OF Bb DIHIP. < oo itwon s monaniioda e S R A S KB SRR ST YesO 1 Nod
(Usually means more than half the time)
usoal
If your child, cougbs . . .
a. Does your child cough on most days for as much as 3
mMONths €aCh YEAI?....ooiiiiiiii Yesd1 NoO

b. Has he/she done this for at'least 2 years? .......cccoveiiieeninnnnnnn YesO1 NoO

4. Does your child usually bring up any phlegm from his/her chest
When COUGhING? ....ocviiii i Yesd 1 NoU



5. During the last 4 weeks has your child been wheezing? .. ... once or less per week ©
2 times or more per week [

every day [
6. Has vour child had nighttime asthma symptoms? ................. once or less per week [
(Awoke with wheezing, shortness of breath, or cough) 2 times or more per week [
every day
Occupation
7. Has your child held a job (including baby-sitting)? ...........cocovouveeveri Yes©D 1 NoLC
If yes . ..
,_- a. What was this job? [Be as precise as possible]
8. Does being at that job ever make your child’s chest tight or wheezy? ._...... Yesd1 NoO
9. Has your child ever had to change or leave that jéb because it affected
his/her breathing? ... Yesld1 No (O
10. Is your child’s school or work attendance affected by asthma? ...................... not at all O
(Preschesl 4 usually O
oot ey coce) always O
11. What triggered your child's first episode of asthmas......... . . e infection O

exposure to allergens OJ

exposure to smoke, gas, dust, solvent, or fume O
other O

don’t know 0O

cold air and exercise O

e s e e s
Allergy History

12. Does your child have any nasal allergies including ‘hay fever? ........................... Yes O
< ) No O
Don’t Know [

13. Has your child ever had eczema . .. ? ..o Yes [J
No O

Don't Know [

2. ...orany kind of skin allergy? ..o Yes O

No O

Don't Know [J



14.

15,

16.

Has your child ever had any difficulty with breathing or developed a cough after

taking the following medications?

aspirin or aspirin-containing drug ............ Yes i1 HNo =
sulfa drugs ............ Yes — 1 No
penicillins ........... Yes iy No _
GRIET cecizee s oone Yes D1 No T
Has your child ever had any difficulty with breathing after
TEICUED RS TR, 2. e bt bemmmmmst bt 0 i i e i bbb 1 by YesG1 Nold
Has your child ever had a reaction caused by eating a particular food
O BOEIEE o o o S il e e e Ak b« eretttt o e B et s i § Yesii1 No O
If yes . . .
a. Has your child ever been hospitalized or treated in an emergency
room because of a reaction to food? ... YesO 1 No (@
b. Has your child ever been diagnosed with food allergies?...................... YesO1 NoO
— Eyes. ..
1. BY RAST TESI? .ottt st YesO1 No G
2, B DIAEIE B . coven tmmiomimsoden s i i e st hasaiies s e e YesCD1 No O
3. By intradermal skin t@StNg? .......coovomreioreiiriiiicirieccc e YesCl 1 No OO
4. By double blind, placebo-controlled food challenge? ................... Yesd01 NoO
¢. Has your child nearly always had the same reaction after eating this
T TSN o s s i B b o & T R b b vt i YesOO 1 No O
d. What foods cause your child's symptoms? i
31 crab 79 shrimp [
33 egg 80 soy =
53 milk 93 wheat ]
63 peanuts i
2. Do the reactlons UaaIUEED o wpm b isiaiiilsomsh s hoiihe s onsassastis Snomshs oo e Yes No
(pass out) loss of consciousness  [J 1 O
hives (0O 1 O
rash 01 0
itchy skin O 1 O
diarrhea 01 =B
vomiting O 1 J
constipation {1 g
stomach ache O 1 =
runny or stuffy nose [ 1 O
headaches [O1 O
shortness of breath O 1 O
wheezing 0O 1 O
nausea O 1 =
colic 01 O
sore throat O 1 O
dizziness O 1 O
swollen tongue O 1 O
throat closing off [ 1 |



17. Did your child have colic as an infan®.............. Yesit 1 No

— If ves
a. Was the colic ever associated with a particular food? ... YesJ1 No
—— Ifyes ..

1. Which food?

18. I am going to read a list of allergic-type responses, such as hay fever, asthma, etc. Please
me which of your child’s blocd relatives, if any, have been affected by these.

B Sisters Brothers | Mother | Father | Aunts | Uncles Grandpare

¥ Kbl
ve 29

Hay fever, nasal allergies
Asthma
Eczema

Hives

Adverse reaction to food

None/Don't know

19. Has your child received allergy shots at any time? .........................___ YesO1 Nod
— Ifyes . ..
a. Has he/she had allergy shots in the last 12 months? ... Yesli 1 NodO

m
More about your child

20. Did your child go to a school, playschool or nursery with other children

before the age of 5 years? o R 4 S e 508 i bt s T ot e ke YEEIET
No [
Don’t Know O
21. Did your child have a serious respiratory infection before the age of 5 years? ......... Yes O
" No O
Don't Know OJ
h
Animals, dust and feathers
22. Is there a cat in the child’s home? ... YesOO1 No 0O
Ifyes . ..
a. Does the cat stay outside the house all the time?........................... YesO 1 No O

b. Is the cat ever allowed into the child's BedFOOm? ot i il Yes(0J1 NoUO




23. Is there a dog in the child’s home? ... Yes— 1 No

— If yes . ..
a. Does the dog stay outside the house all the time? ................................ Yesis 1 No =
b. Is the dog ever allowed into your child’s bedroom?...............c.c........... Yes”Z 1 No
24. Are there any birds in the child’s home? ................ A S e s s b YesT" 1 No T
— If yes ...
a. Are any of these birds kept inside the house? ...............cccooeviiivnininnn. YesiZ 1 No T
25. When your child is near animals, feathers, or dust, does he/she ever......... Yes N¢
start to cough? 1 4d
start to wheeze? (T 1 d
get a feeling of tightness in your chest? T 1 O
start to feel short of breath? 1 O
get a runny or a stuffy nose or start to sneeze? 1 O
get itchy or watering eyes? [ 1 ]
Trees, grass, plants, flowers and pollen
26. When your child is near trees, grass or flowers, or when there is a lot of
pollén about; does he/She VET . moisaiinm i meimiseams oo wsietibigs e s o Yes Nc
start to cough? 1 0
start to wheeze? [0 1 O
get a feeling of tightness in his/her chest? [ 1 o
start to feel short of breath? (Z 1 O
get a runny or a stuffy nose or start to sneeze? [ 1 O
get itchy or watering eyes? [ 1 O
— If yes to any of the above. . .

a. Which time of year does this happen? ... Yes Nc
winter [ 1 O
spring [ 1 ]

summer [ 1 O
autumn [ 1 O
° 2
Your child’s home

27. Which best describes the building in which your child lives?
a single family house detached from any other house O
a building for two families O
2 building for three or four families [
a building for five or more families O
mobile home O
other O
don’t know



e e s PN e b e TR e e e LT

28.

29.

30.

31

32.

33.

Does the home have an air-filtering device ... Yes
central (on furnace)? 1
free-standing in room? 1

Does your child’s home have any of the following?
(CHECK ALL THAT APPLY) central heating
forced air heating
air conditioning (central or individual units)
radiators
electric heaters

Which of the following is used in the child’s home for heating and for hot water?
(CHECK ALL THAT APPLY) fireplace/woodstove
electric heater
gas-fired boiler or gas furnace
oil-fired boiler or oil furnace
heat pump
other

Which of the following is used in the child’s home for COTRIOE .. st s gas
(CHECK ALL THAT APPLY) electric
microwave

other

=

Does the room your child uses most at home during the day..................... es

have wall to wall carpeting? O 1

contain area rugs? 0O 1

have double paned windows? (e.g. storm or thermal windows) [ 1
have curtains/drapes? 0O 1

have upholstered furnishings? (e.g. fabric) [ 1

Does your child's bedroom .............c..coooeoorooeeeoeeeeeeeooe oo Yes
have wall to wall carpeting? 0O 1

._ : , contain area rugs? [0 1

have double paned windows? (e.g. storm or thermal windows) [ 1
have curtains/drapes? [0 1

have a conventional mattress? [ 1

have a feather pillow? O 1

have a down comforter? O 1

have a feather bed/mattress? 7 1

OO0 on

M R g

0DOo0O

Z DDDDD%

Oo0oco00oooz



34. Has there ever been mold or mildew on any surface, other than food,

inside the child’s home? ... o ¥esl= T Nai-
— If yes ...
a. Which rooms have been affected?

(CHECK ALL THAT APPLY) bathrooms(s)
bedroom(s) O
living area(s) o
kitchen =
basement or attic O
other T

b. Has there been mold or mildew on any surfaces inside the child’s
home in the last 12 months? ... Yestitnt No

35. Do you use a humidifier, including any humidifier system

built into the heating system of the child’s home?.............cocooovvevoii . Yes[J 1 No O
— Ifyes. ..
a. What type of humidifier?
(CHECK ALL THAT APPLY) humidifier built into heating system O
portable cold mist - ultrasonic or spinning disc [
portable hot mist vaporizer O
other O

b. Under what circumstances is the humidifier used?

only when someone is ill—in the room O
to humidify the house [
other O
TN = = V=~ el
Smoking |
36. Has your child ever smoked for as long as a year? .................co.co.coooo.... Yes0 1 No O

['YES’ means at least 20 packs of cigarettes in a lifetime,
or at least one cigarette per day or one cigar a week
for one year]

Ifyes . ..
l—— a. At what age did your child start smoking?




b. Is your child a current smoker, as of one month AgO? it Yes™ 1 No

— If your child is a current smoker . . .
¢. How much on average? ... number of cigarettes/day
number of cigars/week

pipe tobacco in ounces/week

or grams/week

number of joints of marijuana/week

d. Does your child smoke substances besides tobacco? ..................... YesO 1 No

LY

— If your child has stopped or cut down . . .

f.  On average of the entire time he/she smoked, before stopping or
cutting down, how much did he/she smoke? ............. number of cigarettes/day
number of cigars/week
pipe tobacco in A) ounces/week
or B) grams/week
number of joints of marijuana/week

e. How old was your child when he/she stopped or cut down smoking? -

g. Did your child smoke substances besides tobaccor......................... Yesdd1 No ([

37. Has your child been regularly exposed to other people’s
tobacco smoke in the last 12 months?

[‘Regularly’ means on most days or nights] ............cccccevoviveiioeerenerernnn] ..Yesdd1 No 0O

— Ifyes ..

a. How many hours per day is the child expos?det(:io other Jeople s tobacco smoke?
l

b. How many people smoke regularly? ({ead\m\ zcr'o\

c. Do people smoke regularly in the room where your child is? .............. YesO1 NoO

Medications :

38. Is your child currently taking any medication, including inhalers, aerosols,

and tablets for asthma? ... Yes{l1 No[

39. Has your child used any inhalers (through the mouth) to help breathing

atany time in the Iast 12 months? ...................ccoooomiii e YesTd1 NoO



— If yes .
Which of the following have been used (include over-the-counter)?

(SEE ALPHABETIZED CARD) beta-2-agonist inhalers

non-specific beta agonist inhalers

anti-muscarinic inhalers (anticholinergic)

inhaled steroids

cromolyn sodium

other inhalers [non-steroid, single drug]

inhaled compound bronchodilators

|

il ik

»

IR

40. How often does your child use a beta agonist inhaler?................ less than 2 puffs daily
2-4 puffs daily
4-8 puffs daily
more than 8 puffs daily

#{ uses Q™, tabhen OS;’OS’! mmheles how often is Wt owd 7

N

Bl 00 W

NA
41. Has your child used any nebulized medication in the last 12 months? ....... YesTl 1 No O
— Ifyes...
Which of the following have been used?
(SEE ALPHABETIZED CARD) beta-2-agonists T
non-specific beta agonists
anti-muscarinic inhalers (anticholinergic) o
steroids 3
cromolyn sodium J
other inhalers [non-steroid, single drug] 0.
compound bronchodilators &
unknown 0O
Syraps
42. Has your child used any pills, tablets,or other medications to help breathmg
at any time in the last 12 months? .............................................................. Yesd1 NoO
— If yes . ..
Which ones were used (inlcude over-the-counter)? specific beta-2-agonists T
non-specific agonists T
steroids O
methylxanthines 0O
decongestants/antihistamines [
43. Has your child used any nasal inhalers in the last 12 months? ..................... YesO1 NoO
— Ifyes . ..
Which ones were used (inlcude over-the-counter)? antihistamines 1
decongestants [J
steroids O
cromolyn J
other O




44. Does your child take medications every day to help breathing even
without shortness of breath? ... B s S ¥es= 4 No'ts

— If yes .
a. Which medications?
b.

45. Does your child take any medications only for attacks of breathlessness? .. Yes™ 1 No

— Ifyes . ..
a. Which medications? l

B. [

¢. Does your child take these medications........................ at the onset of the attack? &
only when the attack becomes more severe?

46. Does your child use steroid tablets during an acute asthma attack?................ not at all O
sometimes (less than S0% of the time) O
usually (more than 50% of the time) O

47. Has your child had any injections to help breathing at any time

in the 1ast 12 MONRS? ........ooiiiiiiiiiie e YesCo 1 No (J
— If yes . ..

a. Which mediCations? .......ccoooiiiiiiiiiei e epinephrine [

immunotherapy—2

other O

48. Has your child used any other remedies to help breathing at any time

in the Iast 12 MONTRS? ....cc.ooiiiiiiiit et YesO1 NoO
— Ifyes . ..

a. Which remedies? [

b. | [

49. Has your child used a peak flow meter in the last year?..........c..cocoeveei.... YesO 1 NoO

50. When your child has been prescribed medicines for breathing . . .

a. Does he/she normally take (CHECK ONE BOX) .... all of the medication as prescribed? O
most of the medication? O
some of the medication? (2
none of the medication? [

b. When breathing gets worse, and he/she is prescribed medication
for breathing, does he/she normally take............ all of the medication as prescribed?
most of the medication? [
some of the medication? [J
none of the medication? [J




51. Do you think it is bad for your child to take medication all the time
0 HElD ETBAIFITEY oo bmtomind b E8d 580 5 - B < e Bt ST e R 3 DAt Yes” 1 Noi_

52. Do you think your child should take as much medicine as needed
to gt tid of 84 bréathing Troblemis? oo pmsmsmen s 1reres 39y spseysguaome ¥esBiz Noo

53. How confident are you that when your child uses medications they will work?
very confident

confident
not very confident

WA

=g =]
Physicians
54. Is your child's primary care provider ........... an asthma specialist (allergist or pulmonologist)? [
B " KP WNoT oM LSt 2‘;‘\ %0 a non-asthma specialist? O
& NGT KP DR aqo v
I Dot Kaold 44994 not a physician? O
a. What is that person's name? [
Cmuldpie Samel - dyaws Une Throughs boxes)
b. When was your child last seen? P Z
@ik e o o S st s O EHC day  year
55. Has your child ever been seen by an asthma specialist? ..o yes, once [J
yes, more than once O
no U
— Ifyes . .. '
a. What was that person's name? D \—J ‘] [
b. When was your child last seer? A4
mo. day year
c. Name of clinic: [

56. Has your child ever been seen by a naturopath, chiropractor or
acupuncturist for asthma? ............ e R grrn) AL b o P e B Yesti1 NoO

57. When was the last time your child was seen by a doctor because of

breathing problems or because of shortness of breath?........................ within last 7 days O
more than 7 days ago but within last 4 weeks C

more than 4 weeks ago but within last 12 months O
more than a year ago O



odwng £ 10 - o\ DO Lsticd OI5Y Lo 344 S35)
oz W " @SS DS w™oT kP
03 K WoeT Lierfp SH or 55 Ol DoNT Ernoud
OH K DoNYT Knod

d.  Who was yvour child seen Byl .. . oosi duve i ot somais o ass st .non-specialist _
specialist
don’t know

b. What was the person's name?

C. Where was your child SEen? ... e office T
walk-in (UCC) or emergency room

hospital

58. Has your child ever spent a night in a hospital because of breathing problems? ....... YesO01 NoC

Ifyes. ..
l-— a. How many times in the last 12 months?

59. Has your child ever visited an urgency care clinic because of breathing problems? ... YesT) 1 No (1

€0. Has your child ever visited an emergency room because of breathing problems? .....Yes™J 1 No O

— If yes ...

a. Was medication taken first?

(CHECK ALL THAT APPLY) aminophylline [
beta agonist OJ

corticosteroid [
epinephrine [J

Donr EmMdwa — drocs Line ‘Dsmsk oanes

atrovent ]
no medication
other (0
61. Do you think if your child used medications appropriately there would be a
lower chance of going to the ER or the hospital? ........c........ccooveiveieeennn.. YesOt NoO

[SUE s e s — A S T g PSS Sl i L S|
Managing an asthma attack

62. Now I would like to ask some questions about what you do when your child does have a;
asthma attack. During the early stages of an asthma attack, or when your child is having
mild asthma symptoms, what do you usually do for it?

B | IV DIEENGIIRES oot e 5o I i S P8t gt e YesO1 NoO
B e D) T e B KRN v i med .nh caigame FnFoidom i a L YesO 1 No(O
€. Check air fIOW . ...ocoiiiiiiiiii e Yesld1 NoO
d. go to the hospital ................... e | . e——— YesO 1 NoO




Response to wheeze

63. Do you remember the last time your child wheezed or coughed
from asthma?. ... Yestin, Nod

— Ifyes . . .
a. When was that?

I'd like you to think about what your child did that last time to take care of his/her asthm

Not
Yes No  mention
b, Told parent or another adull <. ricm mesinmirmsiiniamme 01 0 2 O
& Tabk asthilia THEAICIHE . . cmsnomprermvos s wonspie massveipair 01 O 2 O
d. Went to doctor or hospital ........ccccooiiiiiiniiie i O 1 4 2 O
5T SErTre—|
Child health status measures
64. In general, would you say that this child’s health is
excellent, good; fair, OF DOBIR ..cumvsmmsssmrssiemsvamsess e s s o s yuisg oS s vaes s excellent O
good O
fair O
poor O
65. During the last 3 months, how much have you worried
about this child’s health? ... e a great deal [J
somewhat O
alitle O
notatall O
66. During the last 3 months, how much pain or distress has this
¢hilil's health cansed RO s n i irigs s i st sussiss issassmsssess a great deal O
some U
a little O
0

not at all

67 .Please check one of the boxes to indicate whether the following statements are true or fals
for this child. There are no right or wrong answers. Some of the statements may loo
or seem like others, but each statement is different and should be rated by itself.

4. Your child's/health s SRCEllRRE i..conaisosiiiuse b b i o #vibsaso definitely true
mostly true
don’t know
mostly false

definitely false

b. Your child seems to resist illness very well ..........cccoeriniiiiiiiiiinininn definitely true
mostly true
don't know
mostly false

definitely false

[ S 0 i [y




. Your child seems to be less healthy than other children you know

......... definitely true
mostly true
don’t know
mostly false

definitely false

d. When there is something going around, your child usually catches it .... definitely true

mostly true
don’t know
mostly false
definitely false

FMC0 T ml

Lo e =SS
How well has your child been?

Here are some statements that parents have made to describe their children.

them thinking about your child during the last two weeks.

During the last two weeks, how often did your child:

68. Eat Well o.oiviiiiiieeiiieeoeeeeeee Never or rarely O 1*
Some of the time O 2*
Almost always O 3
69. Sleep Well wooveeoo Never or rarely O 1*
Some of the time O 2*
Almost always [
70. Seem contented and cheerful .......................... Never or rarely [J 1*
Some of the time 0O 2*
Almost always (3 3
TL. ACE TRDIOWY 1.0 asorsiirerysrermmstiso S e apacsmeermsgmen s Never or rarely 0 1
Some of the time O 2*
Almost always [ 3*
72. Communicate what he/she wanted ................ Never or rarely [ 1*
Some of the time [ 2*
Almost always [0
73. Seem to feel sick and tired ........ seeriseeneennene NEVer or rarely O 1
Some of the time [ 2*
Almost always O 3*
74. Occupy him/herself ...........cooommeeioi Never or rarely [ 1*
Some of the time [ 2*
Almost always 0O 3
75. Seem lively and energetic...............c...o........ ....Never or rarely I 1*
Some of the time O 2*
Almost always [ 3

Please answer

FOR STAFF USE ON

Yes
Sometimes
No

Yes
Sometimes
No

Yes
Sometimes
No

Yes
Sometimes
No

Yes
Sometimes
No

Yes
Sometimes
No

Yes
Sometimes
No

Yes
Sometimes
No

HEO B0 000 D4 J&o e
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76. Seem unusually irritable . Never or rarely = 1 Yes
Sene" of the time L 2 Sometimes
Almost always = 3* No =
77. Sleep through the night ... Never or rarely . 1* Yes i
Some of the time = 2* Sometimes
Almost always T 3 No 0
78. Respond to your attention ................ccooeenn Never or rarely O 1* Yes O
Some of the time O 2* Sometimes [
Almost always O 3 No O
79, Seeth, Wmasually JIHenlt. ... o mpommimamssapes =: Never or rarely O 1 Yes [J
Some of the time O 2* Sometimes O
Almost always (O 3* No O
80. Seem interested in what was going on
around him/ber .veecnnnnes TR —— Never or rarely O 1* Yes [
Some of the time 0O 2~ Sometimes O
Almost always 0 3 No O
81, React to things by CIying ... mscsiomsseaas Never or rarely O 1 Yes O
Some of the time O 2* Sometimes O
Almost always O 3* No O
hi
Demographics
82. Education: Years of regular school completed.
(CHECK HIGHEST LEVEL COMPLETED ONLY) grades 0-8 O
grades 9-11 OO
high school O
some college O
college graduate O
post-college work O
83. Which of the following socioeconomic groups would you say
beSt AESCTIDES FOU? ....... cuccommmsusseagentipomunass g ran 45as bt bl o s oas siamasenssssancsvassns upper class O
upper middle O
middle I
working O

lower (O



84. Here is a list of different yearly income groups. Which group
comes closest to the total amount that all members of the
household combined received last year
from all sources before taxes? ... less than $4,999 = 1 $30,000-$34,999 -~
$5,000-$9,999 T 2 $35,000-$39,999 =
$10,000-$14,999 [ 3 $40,000-$49,999 ~
$15,000-$19,999 - 4 $50,000-$59,999
$20,000-$24,999 7 s $60,000-369,999 -
$25,000-$29,999 0 ¢ $70,000 and more -

85. Would you characterize your child’s race as .........ocooooocoeeoeoo Caucasian £
Hispanic [_

American Indian T

Asian

African C

Alrican-American [

other: O

Thank You!

Today's date: A
mo. day vye




DS 4289

Allergy Testing Protocol

1 9

3 10
3 11
4 12
5 13
6 14
7 ]
8

Study ID#
1 1stdiam 2nd diam  Pseudopodia? ... YesO No O
2 1stdiam 2nd diam  Pseudopodia? ....YesO No O
positive control
3 1stdiam 2nd diam  Pseudopodia? ....YesO No O
4 1stdiam 2nd diam  Pseudopodia? ....YesO No O
5 1stdiam 2nd diam Pseudopodia? ...YesO 1 - No O
6 1stdiam 2nd diam  Pseudopodia? ....YesO No O
7 1stdiam 2nd diam Pseudopodia? ....YesO No O
8 1stdiam 2nd diam Pseudopodia? ....YesO No O
9 1stdiam 2nd diam Pseudopedia? ....YesO No O
10 1stdiam 2nd diam Pseudopodia? ....YesO No O
11 1stdiam 2nd diam  Pseudopodia? ....Yes( No O
12 1stdiam 2nd diam Pseudopodia? ....YesO No O
negative control
13 1stdiam 2nd diam  Pseudopodia? ....Yes[] No O
14 1stdiam 2nd dom  Preudopodia? ... YesO No O
15 1stdiam 2nd diam Pseudopodia? ....YesO No O

~ N

A t
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2 l24(q3 Woalt
1. How do you feel without your medications? ..........cccccvvviriniiiiiiiiinncns quite symptomatic )
(If symptomatic, perform spirometry & give medications) okay (]

2. Check that address and telephone number are correct (additional telephone
for follow-up if necessary)

3. Social security number:

4, What medications are you currently taking (include over-the-counter)

Name (generic) Dose Frequency Date Started Last Taken

5. Have you taken any caffeinated food or beverages in the last 8 hours? ... Yes(J 1 No O

6. Protocol:

A, CONSENL FOIMM c.oveivieeeiieeee e eeee e esesnensinsssnsssenesesessneeneeneenienee. YESO 1T No O
b. SUSOR MSSSATE ... c.on sooue oo i eSS ey o osd e omaair b e Ep e ..YesO 1 NoQO
C. QUESTHONMBIIE ..cc .o i s b B S i B i owd e RS RATR B SI R b i S M Yes(D 1 No U
B SPICOMIEURY oo o o scams i B e st AT A BT P N S R i3 Yesid 1 NoO
1] EP

2. Weight

3. Height
4. S-min bronchodilator.........co.coiiiiireiiin s Yes(O1 NoO
e. Dyspnea indeX .........ccccceiiniiinivnciininiinnin 3 T s T Voo g YesO1 NoO
POSt BD ... Oy YesTO 1 NoUO
f. Blood draw (# e e S e S YesdO1 NoO

two 2ml aliquots

G, Sk TEEES . omveismeegunssecmiisssinescnemgusenmasss - s sngopets ypos Ll ms o sus S tmrtuetan  memits S b YesiJ1 NoLC
h., "MDI (USE REXt PATEY .o ssvamssss. ssamumsssns: - sxuimiin s Fomet SMRMANTLG yim wcoE whmcs s or YesdO 1 NoL[
. Pealk How DUCHEE i iso et o dmonsims iosmibbdiesithons SRR S ad i Fos =G ammes Yes(d1 NoC
init

£ il :

mo. day year
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DS 4288 2124 (q3 Study ID#

A. Item Analysis of Inhaler Use Checklist
1. Patient shakes inhaler for D ISETDIIALS 5. - e i s S e Yes(Z1  No|
2. Padent places the mouthpiece of the inhaler into one end of the spacer....Yes(D 1 No |
3. Patient positions the inhaler with the index finger on top of the

medication cannister and thumb supporting the bottom of the inhaler....... YesOO1 Not
4. Patient places the spacer tube or mouthpiece between the teeth

IO tNE UOULEL uss-ecnvuomssmisencacisescssnsesssoeseessvetbessmmmensessssssess coseeeesesmseems.. Yes[l1 No(
5. Patient closes mouth around spacer or mouthpiece............................... YesTi1 NolC
6. Patient exhales NOTMANY ..o YesOO1 NotC
7. Patient presses down the top of the medicaiton cannister with the

index finger to release the medication ..o Yesl01 NoC
8. Patient inhales deeply and slowly while medication is being released ........ YesZ1 NolC
9. Patient holds the medication within the lungs a minimum of 10 seconds

before exhaling ................... 4 e i st s Tt o s YesTl1 NoLC
10. Patient waits a minimum of 2-3 minutes before repeating steps 1-9 for

2= e Yes1 NoLC
TR

T

WRIBN oot
C. Dyspnea index ..o i G __._I:] I:”

s o A s AR S S L ED D [
D. Blood draw sample # ... ____._DD [
E. Peak FIOW oo ___DD[

L/min
initials
: Ol HEe o3pY

F. Able to hold medication for required times: Shelie g
L. Caffeinated beverages .................. 980 4 S e« e e s e S s Sen B s YesDD1 No O
2. Anithistamines ................ e ..YesTO 1 No
= - T YesOO1 No O
4 Inhalers oo YesO1 No
5. Other YesO1 No 3

CQdQQS Gﬂ"(-\ HS‘\GM\;‘UQ PN . e\a\(“\\ dcx@?”'\‘m( Jn’\\?%ﬁ \‘\ \.’36. i GM!‘\Y\.‘VR lLV\e.
P@D”LA(_\ Yrazodoae,
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DS 4281 Zl24193 Adult Study ID#

Asthma History DA s =
1. Has a doctor ever told you that you have asthma?.......................... YesDD 1 No
— If yes . ..
a. Do you still have it? (Yes, if symptoms or medication use in past year) ....Yes(] 1 No .
b. How old were you when you had your first attack of asthma?
¢. How old were you when you had your most recent atrack of asthma?
d. Do you have chronic or seasonal asthma?...............c.c......... Seasonal 0 1 Chronic (
— Ifseasonal . .
Which months of the year do you usually have attacks of asthma? .......... Yes I
(CHECK ALL THAT APPLY) January/February [ [
March/April 0O 1 C
May/June i C
July/August [0 &
September/October 73 1 C
November/December (7, =
€. Have you had an attack of asthma in the last 12 months? ................. YesJO1 NoC
f. What triggered the most recent attack? ... infection
exposure to allergen O
exposure to smoke, solvent, gas, dust, or fume [
other O
don't know O
cold air and exercise O
g How sudden was the onse? ... less than 12 hours [J
12-24 hours O
(gradual) more than 24 hours 0
don’t know O
h. What triggered your first episode of asthma? D
2. Have you had an attack of asthma during or following exercise
at any time in the last 12 months?........................... YesO1 NoO
3. Do you usually cough, wheeze, or feel short of breath during the day? .........Yes (71 No [
L YesC1 NoO
(Usually means more than half the time)
uS\m\\\-l
—— If you cough'. . .
a. Do you cough on most days for as much as 3 :
BEUOHEIENTS AT YOING .ttt 0845 G R e Yes(DJ1 No[
b. Have you done this for at least two FCAISE . st isiais s L ik oy it Yesti1 NoOd
4. Do you usually bring up any phlegm from your chest
When you cough? ...t YesOO 1 No [J



5. During the last 4 weeks have you been wheezing? ... once or less per week
2 times or more per week O

every day [J

6. Have you had nighttime asthma SYMPULOMS? .o once or less per week [
(Awoke with wheezing, shortness of breath, or cough) 2 times or more per week []
every day O

Occupation

7. Are you currently employed? ...

........ Yes(J1 No

disabled, never employed [

!— IfNo . ..
a. Are you looking for a job? .........ccoouuvoeeoooe

........ YesO1 No[O

8. What is or was your current or most recent job?

Ll

a. What is the business, field, or industry?

LI

9. How often are you exposed to the following on the job?

Some of Most
the time the tir
02 0
2 d
2 a
R 3
3 2 d

LI
L

Not at all
al. solvents ......ooooooveiveie M R Tt e I 1
C AT e 01
A5 B oraobicsvi s selia b b T s e i O 1
a4. cigarette smoke of others ... 01
B EHICR Ll iy s ey e gt s 6 bt s S S S5 e 01
a6. other
b. How long have you had this exposure (in years)?
c. What agent were you exposed to?
10. Does being at work ever make your chest tight or wheezy? ................

11. Have you ever had to change or leave your job because it affected

your breathing? ... ..ot

3

........ Yes(J1 No ]

........ Yes(J 1 No [

— Ifyes...
a.  What was this job? [Be as precise as possible]

LI

b. What agent were you exposed to?

[

12. Is your school or work attendance affected by asthma?.......................

............. not at all O

a litde O
usually O
always O



“
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Allergy History
13. Do you have any nasal allergies including ‘hay fever? . ... . Yes |
No |
Don’t Know |
14. Have you ever had €C2ema? .....cccccvovoomiiioooec Yes [
No [
Don’t Know [
15. Have you ever had any kind of skin allergy? ... Yes [I
No C
Don’t Know
16. Have you ever had any difficulty with your breathing or developed a
cough after taking the following medications?
aspirin or aspirin-containing drug........ YesO1 NoC
sulfa drugs........ YesD1 NoC
penicillins ........ YesT 1 NoC
other........ YesO1 NoC
17. Do you have symptoms of heartburn? ..o YesO 1 No O
-+ - have hiatal hernia? ... YesO1 NoO
- - - have acid taste in your mouth? ... Yes(01 No [
- - require frequent antacids? .........oooeovooooicoeoee YesG1 NeO
. . . take H2 blockers (Tagamet, Zantac, cimetidine, ranitidine, omeprazole)? .. Yes(3 1 No [
18. Have you ever had any difficulty with your breathing after
eating dried frut or drinking wine or beef? ... Yes(G 1  No L
19. Have you ever had a reaction caused by eating a particular food
OF FOOMS? ..ttt YesD 1 No O
— Ifyes. ..
a. Have you nearly always had the same reaction after eating this
tYPe Of fOOM? ... Yestd1 No O
b. Have you ever been hospitalized or treated in an emergency room
because of a reaction to food? ....ooooooooieo YesO 1  No @
€. Have you ever been diagnosed with food allergies? ........................ YesCT 1 No0O
— Ifyes. ..
1. By RAST (€SE ..o YesD1 NoO
2. by prick test’ .......................................... Yes(O1 NoO
3. by intradermal skin testing? ... YesO1 NoO
4. by double blind, palcebo-controlled food challenge?......... —— YesO01 NoO




b. What foods cause your symptoms? Dl:”:
31 crab 79 shrimp L———“:”:
33 egg 80 soy DDE
53 milk 93 wheat
63 peanuts SE}%
c. 10 he reaSHONS IMCHIAE: .. epes corsniorisisusmamtio oot Somnse cusim s s s s s . Yes No
hives 71 O
rash [O1 0
itchy skin 0 1 O
diarrhea [ 1 O
vomiting 3 1 O
constipation 01 O
stomach pains 7 1 O
runny or stuffy nose [ 1 O
headaches [ 1 O
shortness of breath O 3 O
wheezing 31 O
) nausea e o O
Yongue Suoel\w:j/ throat closing off 0 1 O
sore throat I 1 O
dizziness [ 1 O
loss of consciousness (pass out) 1 1 O
20. How many cups of caffeinated beverages do you drink a day?...7......cooooovoveooo.. None [
10
20
3+ 0O

21. I am going to read a list of allergic-type responses, such as hay fever, asthma, etc. Please te

me which of your blood relatives, if any, have been affected by these.

e Sisters Brothers|Mother | Father| Children | Aunts|Uncles

Grandparen

Hay fever, nasal allergies

Asthma

Eczema

Hives

Adverse reaction to food

None/Don't Know

22. Have you received allergy shots at any time in your life? ............................ YesC 1 No O

[ Ifyes. ..

a. Have you had allergy shots in the last 12 months?.............o..ocoovovovooii] Yesdd 1 No (O
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More about yourself

23. Did you go to a school, playschool or nursery with other children
before the age of 5 years? ..o Yes [
No
Don’t Know [

24. Did you have a serious respiratory infection before the age of 5 years? ... Yes [
No C
Don't Know [

“
Animals, dust and feathers

25. DO YOU OWN A CAIP ..o wne YESEH T No
—— Ifyes . . .

a. Does your cat stay outside the house all the time?......................____ YesO1 NolC

b. Is your cat ever allowed into your bedroom? ... YesO1 NoC
26. Do you own a dog7 .............. YesOO 1 No O
— Ifyes . ..

a. Does your dog stay outside the house all the time? ..................... YesD1 No O

b. Is your dog ever allowed into your bedroom? ... Yesd1 NoO
27. Do you own any birds?.........c..oovemeeeremoooeoeeoeeeoo YesO1 NoO
— Ifyes. .. :

a. Are any of these birds kept inside the house? ............................_ YesO:1 NoO

28. When you are near animals, feathers, or dust (such as when
vaccuuming), do yOu @Ver ..o
start to cough?
start to wheeze?
get a feeling of tightness in your chest?
start to feel short of breath?
get a runny or a stuffy nose or start to sneeze?
get itchy or watering eyes?

€s

OO0000O0x

O EaE . Oz

Trees, grass, plants, flowers and pollen

29. When you are near trees, grass or flowers, or when there is a lot of
pollen about, do yOu @Ver .........co.oovuowvioeoooeooooo
start to cough?
start to wheeze?
get a feeling of tightness in your chest?
start to feel short of breath?
get a runny or a stuffy nose or start to sneeze?
get itchy or watering eyes?

€S

OO0 F Q0 =
goooooz

~

A



— If yes to any of the above.

a. Which time of year does this happen? ... Yes
winter
spring

summer
autumn

O 0

e T ™ B

[ I

“
Your home

30. Which best describes the building in which you live?

31.

B2k

34.

a single family house detached from any other house
a building for two families

a building for three or four families

a building for five or more families

mobile home

other

don’t know

Does your home have an air-filtering device? ... Yes
central (on furnace)
free-standing in room [ 1

Does your home have any of the following? ‘
(CHECK ALL THAT APPLY) central heating
X forced air heating
air conditioning (central or individual units)
radiators
electric heaters

- Which of the following do you use for heating and for hot water?

(CHECK ALL THAT APPLY) fireplace/woodstove
electric heater

gas-fired boiler or gas furnace

oil-fired boiler or oil furnace

heat pump

other

Which of the following do you use for cooking? gas
(CHECK ALL THAT APPLY) - : electric
microwave

other

Z O00O00O0O0n

B e

0 BV = E

]
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35. Does the room which you use most at home during the day ...l Yes N
have wall to wall carpeting? = 1 C
contain area rugs? ‘11 C
have double paned windows? (e.g. storm or thermal windows) 1 C
have curtains/drapes? 0 1 C
have upholstered furnishings? (e.g. fabric) 7 1 C
36. DOES YOUT DEATOOM ... Yes N
have wall to wall carpeting? [ 1 [3
contain area rugs? [ 1 dJ
have double paned windows? (e.g. storm or thermal windows) [ 1 O
have curtains/drapes? O 1 O
have a conventional mattress? 3 1 O
have feather pillows? [ 1 O
have a down comforter? 1 0O
have a feather bed/mattress? [ 1 O
37. Has there ever been mold or mildew on any surface, other than food,
inside the home? ... e YesOO1 NoO
— Ifyes. ..
a. Which rooms have been affected?
(CHECK ALL THAT APPLY) : bathrooms(s) O
bedroom(s) O
living area(s) (O
kitchen O
basement or attic 0.
~other [
Has there been mold or mildew on any surfaces inside the home
30 CHP 1 st L2 IVOMEEISR oscqaainpeaiys oot ot im0 4800 o s e Yes(01 No O
38. Do you use a humidifier, including any humidifier system
built into your heating SYStem?.............c.oceieeerieneeeeeee oo Yes(O1 No O
— Ifyes . ..
a. What type of humidifier do you use?
(CHECK ALL THAT APPLY) humidifier built into heating system?
portable cold mist - ultrasonic or spinning disc 3
portable hot mist vaporizer [
other [
b. Under what circumstances do you use your humidifier?
only when someone is ill—in the room [
to humidify the house O
other [




-~

Smoking

39. Have you ever smoked for aslongasayear? ... Yesil 1
['YES’ means at least 20 packs of cigarettes in a lifetime.
or at least one cigarette per day or one cigar a week
for one year]

No C

d. Do you smoke substances besides tobacco? ..ot Yes(J 1

number of cigars/week

pipe tobacco in ounces/week

or grams/week

number of joints of marijuana/week

— Ilfyes. ..
4. How old were you when you started smoking? D
b. Are you a current smoker, as of one month ago?.................... Yesd1 No[
— i you are a current smoker . .
¢. How much do you now smoke on average? number of cigarettes/day _

No O

— If yozl have stopped or cut doun . . .
€. How old were you when you stopped or cut down smoking?

f.  On average of the entire time you smoked, before you stopped or

cut down, how much did you smoke? number of cigarettes/day
number of cigars/week

pipe tobacco in A) ounces/week

or B) grams/week

number of joints of marijuana/week

LI

d. Did you smoke substances besides tobacco? ..o YesO 1  No [

40. Have you been regularly exposed to other people’s

tobacco smoke in the last 12 months?

[‘Regularly’ means on most days or nights] ........... TR YesTU 1 No [
— If yes . ..

4. How many hours per day are you exposed to other people’s tobacco smoke?

. ( leacty Tecn)
b.  Not counting yourself, how many people in your househoa smoke regularly?
Cleading zeso )

¢. Do people smoke regularly in the room where you work? ................... Yes'1 Nod 2
_*—
Medications
41. Are you currently taking any medicatiori—including inhalers, aerosols,

or tablets—for asthma? ... Yes[l1 NoO 2



42. Have you used any inhalers (through the mouth) to help your breathing

at any time in the last 12 months? ... YesZit Noft
~— If yes . ..
a. Which of the following have been used (include over-the-counter)?
(SEE ALPHABETIZED CARD) beta-2-agonist inhalers
non-specific beta agonist inhalers
¢. anti-muscarinic inhalers (anticholinergic) «
inhaled steroids
cromolyn sodium
other inhalers [non-steroid, single drug]
inhaled compound bronchodilators
b. How often do you use beta agonist inhalers? ....................... less than 2 puffs daily O
¥ iF wses PYN, Ghen __a_aén;ﬁ_\;l\'nlu Yo oo, 1S 1hused ? i_g gzgj Sliig g
more than 8 puffs daily O
NA O
43. Have you used any nebulized medication in the last 12 months?........... YesO1 NoD
— If yes . ..
Which of the following have been used?
(SEE ALPHABETIZED CARD) beta-2-agonists [
non-specific beta agonists O
anti-muscarinic inhalers (anticholinergic) O
steroids [
cromolyn sodium &
other inhalers [non-steroid, single drug] 0
compound bronchodilators O
unknown [J
Syfuq
44. Have you used any pills, tabletshor ori'xer medications to help your breathing
at any time in the last 12 months? ...........ococooeve YesOO 1 No O
— If yes . ..
Which ones have you used (include over-the-counter)? beta-2-agonist inhalers O
non-specific beta agonists (3
steroids O
: ' methylxanthines O
decongestants/antihistamines (]
45. Have you used any nasal inhalers in the last 12 months? ........................ YesC 1 No [
—— If yes . .. -
Which ones have you used (include over-the-counter)? antihjstamines OJ
decongestants O
steroids ]
cromolyn [J
other O



46. Do you take medications every day to help your breathing even if you
don’t feel short of breath? ... Yes( 1

— If yes . .

a.  Which medications? [:]D E
b. LILT [

47. Do you take any medications only for attacks of breathlessness? ............... Yesd1 NoLC

— Ifyes. ..
4. Which medications? DD I:
. LI O

¢. Do you take these medications....................______ at the onset of the attack?
only when the attack becomes more severe? M

No [

48. Do you use corticosteroid tablets during an acute asthma attack?.................... not at all O
sometimes (less than 50% of the time) 7
usually (more than 50% of the time) O

49. Have you had any injections to help your breathing at any time

in the last 12 months? ... YesO 1 NoO
— Ifyes. ..

2. Which medications? .........cccooocooooovoovcooeo epinephrine O

Hnmunetherapy—-

other O

50. Have you used any other remedies to help your breathing at any time

in the fast 12 months? ..o Yesil1 No [
— Ifyes. ..
4. Which remedies? [:][

b. D[

51. Have you used a peak flow meter in the last VEAr? oo, Yes(l 1 No
5Z2. When you are prescribed medication for your breathing . . .

a. Do you normally take (CHECK ONE BOX) ......... all of the medication as prescribed?
most of the medication? (]
some of the medication? ]
none of the medication? O



b. When your breathing gets worse, and you are prescribed medication
for your breathing, do you normally take............ all of the medication as prescribed? "
most of the medication? I
some of the medication? ©
none of the medication?

53. Do you think it is bad for you to take medication all the time

to help your breathing? .........couiei oo YesO 1 NocC
54. Do you think you should take as much medicine as you need

to get rid of all your breathing problems? ... Yestl1 NoLC
55. How confident are you that when you use medications they will work? ..... very confident [—

confident [C
not very confident (J

Physician

56. Is your primary asthma care provider ......... an asthma specialist (allergist or pulmonologist)? [
' KP nor o ist A9 80 an non-asthma specialist ? O
Coding < NoT KPP OR 949940 not a physician? [J

b 4

DonT kmowy 499499

a. What is that person’s name? DDD I:”
vl

(hnu.L-\w'?\c ncrmed — dArguwaline Tough ‘<:~"~/¢S>

b. When were you last seen?

mo. day vyear

GV C\\“'\\‘Q, < Cda ot encle )

57. Have you ever been seen by an asthma specialiSt? ... yes, once [

yes, more than once

no J
Ifyes . . .
r a. What is that person’s name? ‘ , \j rl DD[
b. When were you last seen? VA

mo. day vyear
¢. Name of clinic:

L

kY

58. Have you ever been seen by a naturopath, chiropractor, or
RCUPUNETIFIST FOr TSUHIMAT .......oissasmminstoniirmbins wome s oesanssnsims s oot s oo e YesZi 1 No OO

59. When was the last time you were seen by a doctor because of
breathing problems or because of shortness of breath?.................._ within last 7 days O

more than 7 days ago but within last 4 weeks (J
more than 4 weeks ago but within last 12 months [J
more than a year ago [



- n ' O WOl WY
B 0z ¢ . ®57 \

03 KP notlisted S6ocST Ol Dony Kic
o4 KPP Do KNow

a. Who were you seen by?. ... specialist -
non-specialist
don’t know [

1. What was that person's name? [:

b. Where Were yOu SEEN? ..o office [
walk-in (UCC) or emergency room C

hospital

60. Have you ever spent a night in a hospital because of breathing problems?......Yes(3 1 No C

~ If yes . ..
4. How many times in the last 12 months?

61. Have you ever visited an urgency care clinic because of breathing problems? . Yes(1 1  No O

62. Have you ever visited an emergency room because of breathing problems?....Yesz3 1 No O

= 3765 - an.
a. Did you take medication before the trip? ,
(CHECK ALL THAT APPLY) aminophylline O
) Y Eroos, Aitas alane beta agonist O
Y corticosteroid [J
iy @l s epinephrine [J
atrovent U
no medication UJ
other [
63. Do you think if you used medications appropriately there would be a
lower chance of going to the ER or the hospital? ..........cocooooevoverveeor . YesD 1 No O
e e T T T e
About your health
64. In general, how would you rate your health? ..., excellent O
: good O
fair O
poor ]

65. Compared to one year ago, how would you rate -
your health now (in general)?...............cooooviviee.. much better now than one year ago
somewhat better now than one year ago
about the same
somewhat worse now than one year ago
much worse now than one year ago 0

oo



67. The following questions are about activities you might do during a typical day.

Does your health limit you in these activities? If so, how much?

Yes, Yes, No,
Limited Limited Limi
a Lot a Little at /£

a. Vigorous activities, such as running, lifting heavy objects,

participating in StreNUOUS SPOTLS ....ve.veveevoreeerieeeeeeeeeeeeeseeereeseesennn, 01 0 2 C
b. Moderate activities, such as moving a table, pushing a

vacuum cleaner, bowling, or playing golf..............ococoouvivvviver .. O 1 i) C
. Lifting or carrying groCeries .............ooooveeueeereeeeeceoeeeees oo 01 02 C
d. Climbing several flights of Stairs ..............ccooovueeeeeeeerrerersenn 0l O 2 C
e. Climbing one flight Of StAirs ...........ocoueveviceieieeee oo ssee s O 1 E 2 C
f. Bending, kneeling, Or SOOPING ........cccocevovemmmemeeeaseissirressssasassnsesenens a1 0y 2 C
8. Walking more thanamile ... 0 1 O 2 C
h. Walking several BIOCKS ......................ccocooivimmioroiee 01 O 2 [3
L. WalkingoneblocK ... 01 O 2 O
j.  Bathing and dressing yourself ............ovoveviieeeveeneeeseseeeeeeren. [ e 2 O

68.

69.

70.

g1

During the past 4 weeks, have you had any of the following problems with

your work or other daily activities as a result of your physical health? ....... Yes N
a. Spent less time than you would like on work or other activities .................. U 1 O
b. Accomplished less than you would lKe ...........ocooooeeeroeeooooooeo I O
c.  Were limited in the kind of work or other activitieS..........coovvevvvoveevr oo, O 1 O
d. Had difficuity performing work or other activities
(for example, it took extra effort) .........cccoooeeoeeveeeoe S A s falh O
During the past 4 weeks, have you had any of the foliowing problems with
your work or other daily activities as a result of any emotional problems
(such as feeling depressed or anxious)? Yes N
a. Spent less time than you would like on work or other activities .............. 01 O
b. Accomplished less than you would like ...........o.ocoooooveeoeo O 1 ]
¢. Didn't work as carefully as you would liKe ......c.oocoreeeeeeroeieeoo . 01 O
During the past 4 weeks, to what extent have your physical health
or emotional problems interfered with your social activities with
family, friends, neighbors, or BIOUPS? (et es e et ebe e aeeeeesea e not at all O
slightly O
moderately
quite a bit J
extremely [
How much bodily pain have you had during the past 4 weeks?................. none [J
) very mild O
mild
moderate O
severe [
very severe [



72. During the past 4 weeks, how much did pain interfere with your work

i

74.

and other daily aCtVILES? ..o not at all 3
a little bit 2
moderately
quite a bit [J
extremely
These questions are about how you feel and how things have been with you
during the past 4 weeks. For each question, check the one answer that comes
closest to the way you have been feeling.
How much of the All Most A Good Some A Little None
time during the ofthe ofthe Bitof ofthe ofthe ofth
past 4 weeks: Time Time Time Time Time Time
a. Did you feel full of pep?.................... 01 02 '3 T4 ids 06
b. Have you been a very
NEIVOUS PEISON? ....cccovverrrenrvemnreenrennnnns 01 @ 2 3 Ll 4 s 0e6
¢. Have you felt so down in the dumps
nothing could cheer you up?............. O ) s O 4 @5 06
d. Have you felt calm and peaceful? ..... B 1 B 2 Os C4 s Oe6
e. Did you have a lot of energy? ........... =] El'2 O3 4 2§ g6
f. Have you felt downhearted
and blue? .........ccocoiiieeii v, 01 Oer g 0z 15 06
g. Did you feel worn out?...................... 01 02 R 04 L1s 06
h. " Have you been a happy person? ...... 01 ) 03 T4 s O6
i. Did you feel tired?...........coeeveeeeen.. O1 il 2 O3 4 W 06
j.

Has your health limited your social
activities (like visiting with friends
or close relatives)? ........................ O 1 [ 2 03

()
I
”
U
N

Please choose the answer that best describes how true
or false each of the following statements is for you.

Definitely Mostly Not Mostly Definitely
‘ True True Sure False False
a. Iseem to get sick a little more easily

than other people .......ccccoviniiiciiiiice 01 o, 2 5B 04 33
b. Tam as healthy as anybody I know ................ 01 32 03 0 4 -
¢. I expect my health to get worse ..................... 01 02 i3 O 4 =S

d. My health is excellent.............. G S 1 o 2 15 04 s



75.  For each item below, check which answer best
describes how often you felt this way during

the past week. Rarely or Some Most o;
None of ora Occas- All of
the Time Little ionally the Tim
(less than (-2 (3-4 (5-7

DURING THE PAST WEEK: 1 day) days) days) days)

I felt depressed. ........................ Bk ) ds 04

My sleep was restless. ......................... 01 ) 53 D4

1 EOFE LS. o.cs oo wsismasizininase [ % a2 33 O 4

I had crying spells. ........c..cceenn. 0 O 2 O3 O 4

I feltead: = unumisnisa 01 02 =3 04

I felt that people disliked me. ...................... | 02 £ 3 O 4

76. In the past year, have you had 2 weeks or more during which
you felt sad, blue, or depressed, or lost pleasure in things that you
usually cared about Or enjoyed?.........ceiiueioecvevicieieieeceeee e YesOO1 No (O

77. Have you had 2 years or more in your life when you felt depressed

or sad most days, even if you felt okay sometimes?.............cocoeveeeeevereenn.... YesO 1 - No O
— If yes . . .
Have you felt depressed or sad much of the time in the past year?............ YesO 1 NoO

Woolcock quality of life measures

78. What follows is a series of statements describing the way in which asthma (or its treatment
affects some people. You are asked to check the response to each statement that closely
applies to you over the past four weeks. The following response options apply to each
question: “not at all”, “mildly”, “moderately”, “severely” and “very severely.”

not mildly moderately severely  ver
atall severe
a. I have been troubled by episodes of
shortness of breath ................................ 01 g 2 [§ 4 4 O
b. T have been troubled by wheezing
ABEVENES, o ot s S s o sk s 2 01 £} 2 0 3 O 4 [
¢. T have been troubled by tightness in
the chest.. ... 01 i, 2 O 3 O 4 O

d. Thave been restricted in walking down

the street on level ground or doing light

housework because of asthma ................ O 1 O
e. [ have been restricted in walking up hills

or doing heavy housework because

&
G
]
KN
(W

of asthma ......ccoeverveviicrici e 01 O 2 a s 04 M
f. Ihave felt tired or a general lack
Of €Nergy ....cooouiiieiniiiiiiiceee 01 5 2 0 3 a4 O



not mildly moderately severely ve

at all sevey
g I'have been unable to sleep at night ... O 1 5 2 A2 4 3
h. T have felt sad or depressed ................. il 1 s 2 3 i 4 .
i. I have felt frustrated with myself .......... T 1 g 2 J 3 ] 4 C
j. I have felt anxious, under tension
O 2 e L S ——— o 0 2 O 3 0O 4 O
k. I have felt that asthma is preventing me
from achieving what I want from life ...... 0 a M = O O 4 O
. Asthma has interfered with my social life O 1 O 2 O 3 0 4 O

m. Ihave been limited in going to certain

places because they are bad for my

asthma ..., O 1 O 2 C 3 03 4 O
n. I have been limited in going to certain

places because I have been afraid of

getting an asthma attack and not being

able to get help......coovvovevveiiicice e a2 as 0O 4 O
0. I have been restricted in the sports,

hobbies or other recreations I can

engage in because of my asthma............. O 1 a 2 5 04 O
p- Ihave felt generally restricted................... 01 Q= O 3 a 4 0
q. I have felt that asthma is controlling
o1 {0 R 0 1 3 2 d 3 O 4 O
r. I have been worried about my present
or future health because of asthma.......... O 1 0 2 a 3 0 4 O
s. I have worried about asthma g
shortening my life ............cccooovvvevvveeen . R {0 |2 0 3 O 4 O
t.  Thave felt dependent on my asthma
SPIAYS ot 01 2 (W 4 3
S S e T R e ety
®
Demographics
79. Marital StAUS? ....ooiiiiiiiiiiei e e Never married (3
Married [
Separated or divorced [J
Widowed [J

80. Education: Years of regular school completed.
(CHECK HIGHEST LEVEL COMPLETED ONLY)
grades 0-8
grades 9-11 O3
high school [
some college O]
college graduate O
post-college work (]



81. Primary Employment Status (CHECK ONLY ONE)

82. Which of the following socioeconomic groups would you say
RS et B IO Loia st e i s ioiad duda  iavs Vs s SEan v el i o 1 st upper class [

83. Here is a list of different yearly income groups. Which group
comes closest to the total amount that all members of the

household combined received last year

from all sources before taxes? ......o.cooeeioan...

... less than $4,999 O

$5,000-$9,999 O
$10,000-$14,999 O
$15,000-$19,999 O
$20,000-$24,999 O
$25,000-$29,999 .6

Y S I

A

employed
homemaker O
retired =
unemployed O
student OJ
disabled O

other 0

upper middle T
middle O
working (7
lower O

$30,000-$34,999 O
$35,000-539,999 O
$40,000-$49,999 O
$50,000-$59,999 O
$60,000-$69,999 O
$70,000 and more O.

84. Would you characCterize yOUL FACE A5 ......cccieeiiiiiirieeiaesaeeseeeeseeseeneieeee e sneensans Caucasian (2

other:

Thank You!

Today's Date:

Hispanic 5
American Indian O
Asian [J

African O
African-American O
3

K

mo. day year




-—

DS 4289 z\24143 Study TD#
B e e T

Allergy Testing Protocol

1 - 1 1stdiam 2nddiam  Pseudopodia? ... YesT 1 No [J
2 1stdiam 2nd diam  Pseudopodia? ...Yes(O 1 No OJ
2 10 positive control
3 Istdiam 2nd diam  Pseudopodia? ... Yes(J 1 No [J
4 1stdiam 2nd diam  Pseudopodia? ...Yesd 1 No O
3 11
5 1stdiam 2nd diam Pséudopodia? ..YeslJ1 No (O
6 1stdiam 2nd diam  Pseudopodia? ... Yes(11 No [J
4 12
7 lstdiam 2nd diam  Pseudopodia? ...Yes{1 1 No [
: G 8 1Istdiam 2nd diam  Pseudopodia? ....Yes(J 1° No (I
9 1stdiam 2nd diam  Pseudopodia? ... Yes(1 1 No [J
G 14 10 1stdiam 2nd diam  Pseudopodia? ....Yes(11 No [
11 1stdiam 2nd diam  Pseudopodia? ....Yesil 1 No LJ
7 15 12 Istdiam 2nd diam  Pseudopodia? ... YesO 1 No [J
negative control
13 1stdiam 2nd diam  Pseudopodia? ....Yes(7 1 No [J
8
14 1stdiam 2nd diam  Pseudopodia? ... YesZl 1 No [J
15 1stdiam 2nd diam  Pseudopodia? ... Yesti 1 No [

I Coding @ Lne ™rouch 0oxeS MO vownecsr 4 cam e "ot l..
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APPENDIX G

Coding Data



MASTER LIST
REMEDIES:::

01
02
03
04

05
06
07
08
09

10
11
12
13
14

15
16
17
18
19

20
21
22
23
24
25
26
St
28
29
30
31
32
33
34
35

50

Acupuncture
Chiropractor
Exercises - breathing
Exercises - physical

Herbal
Homeopathy
Hydrotherapy
Kinesthesiology
Massage

Meditation
Naturopathy
Ointments,rubs, Vicks
Relaxation -
Reflexology

Showers - hot
Showers - cold
Steam - hot

Steam -cold(humidify)
Therapy - group,
psychiatric.

Cough syrups

Hot water soak(feet)
Cool air

Hot drinks

Coffee

Marijuana

Pillows

Saline

Vitamins

Methotrexate

Other



ASH FOOD ALLERGY CODING PAGE

01 Almonds

02 Apple

03 Apricot

04 Artichoke

05 Aubertgine (Eggplant)

06 Blueberries

07 Avocado

08 Banana

09 Barley

10 Beans (butter)

11 Beans (green)

12 Beans (red,kidncy)

13 Beef

14 Blackberries

15 Blue musse]

16 Brazil nuts

17 Broccoli

18 Brusse] Sprouts

19 Buckwheat

20 Cabbage

21 Cacao

22 Carrot

23 Cauliflower

24 Celery

25 Cheese (hard)

26 Cheese (soft)

27 Chemry
Chicken..see poultry

28 Chocolate

29 Coconut

30 Com

31 Crab

32 Date

33 Egg

34 Fig

35 Fish (oily,Sardine)

36 Fish (Whitc,Cod,Plaice)
Flour.. see Wheat

37 Garlic

38 Gooseberry

39 Grape

40 Grapefruit

41 Hazelnu;

42 Herring
43 Kiwi

44 Lamb

45 Leek

46 Lemon

47 Lime

48 Lobster

49 Leachi

50 Malt

51 Mango

52 Melon

33 Milk(cow,simjlac)
54 Qat

55 Onion

56 Orange

57 Oyster

58 Papaya

39 Parsley

60 Passion fruijt
61 Pea

62 Peach

63 Peanut/butter
64 Pear

65 Pecan

66 Pcpper(red/grccn)
67 Pineapple

68 Plum

69 Pork

70 Potato

71 Poultry(ch,du,tur)
72 Pumpkin

73 Radish

74 Raspberry
75 Rhubarh

76 Rice

77 Rye

78 Salmon

79 Shrimp (Prawn)
80 Soya

81 Spinach

82 Stmwbexry
83 Swede

84 Tomato

85 Tuna

91 Yeast(bakcrs)
92 Yogurt

93 Wheat

94 Walnut

95 Tangerine

96 Mustard

101 Alcohol

102 Wine (red)

103 Wine (white)
104 Alfalfa Sprouts
105 Dried Frujt
106 Milk (goats)
107 Sugar

108 Ice Cream

109 Dairy Products
110 Yellow Dye #5
I1IIMS G

112 Sulfites

113 Shelifish

114 Mexican food
115 Maraschino cherries

"116 Caffeine

117 BabyFormula
118 Lettuce

119 Hot dog

120 Fresh Vegetables
121 Ciams

122 Red Dye

123 Apple juice

124 Mushrooms

125 Chili Powder
126 Graham crackers
127 Sausage

128 Mold-aged foods
129 Beer

130 Olives

131 Cashews

132 Spicy foods

133 Popcomn

134 Artificia] Sweeteners
135 Nectarines

136 ﬁ oy ée/r,’-fj



» L.E.H tablets, TE P tablets, Tedral, T}

dur, Theo-dyr sprinkie, Theo-Organidin, Theobid, Theoclear, Theofedral,

Theolair, Theon, Theo . ine, Theospan, Theostar 30, Theovent,

Theozine (AM]NOPHYLLINE, DYPHYLLINE, OXmPHYLLINE,
LINE)

A.RM., Acddil, Actfed, Afrin Nasa]
Allerest, Amberyl, A

: nofed, Magonae, Nolahist,

i ahistine Optimine PBZ Tablets PBZ-SR ediaCare Percogesi
cfiacun, Phenergan, Polarmine yrroxate, Quelidrine Robitussin, R
yna, Rynatan, Rynatuss Scot-Tu i

Temarilm Triaminic
edication, Ursinus,
» Visine Eye Drops, Vistari]

I3 - Decongestant Tablets
NASAL SPRAY MEDS
—=2aL ol RAY MEDS

[4 - Antihistamine Sprays

15 - Decongestant Sprays

16 - Steroid Sprays

Bcconasc, Vancenage (BECLOMETHASONE)

Cromolyn Sodium
Nasalcrom

17 -



ASH Medications Codes

Q. 46 & 47 Adult Questionnaire
Q. 44 &45 Pediatric Questionnaire

INHALED MEDICATIONS
==l MEDICATIONS

Code #

01 - Inhaled Beta-2-Agonists /Nepts zep
Proventil, Ventolin, Brethine, Bricanyl, Brethaire, Maxair Tornalate
(ALB UTEROL, TERBUTAL[NE, PIRBUTEROL. ACETATE, BITOLTEROQL
MESYLATE)

Inhaled Non-Specific Beta Agonists
Bronkaid Mist, Primatine Mist, Medihaler, Duo-Medihaler, Mcdihalcr—Iso, Vapc
Iso, Isuprel, Norisodrine, Alupent, Metapre], Bronkometer, Bronkoso]
(ADRENALH\IE/EPHV'EPHRJNE, ISOPRENALH\IE/ISOPROTERENOL,
METAPROTERENOL/ORC[PRENALH\IE, ISOETHARINE)

03 - Inhaled Anticholinergic
Atrovent, Antrocol, Atrohist, Di-Atro, Donnagel-PG, Donnazyme, Lomotil,
Motofen, Ru-Tuss (IPRATROPIUM BROMIDE, ATROPINE)

02

04 - Inhaled Steroids

2 Beclovent, Vanceril, Decadron Respihaler, Aerobid, Aristocort, Azmacort
(BECLOMETHASONE, DEXAMETHASONE, FLUNISOLIDE,
TRIANCIN OLINE) )

05 - Inhaled Cromolyn Sodium
Intal

06 - Other Inhalers, Non-Steroid, Single Drug

07 - Other Inhalers, Compound Bronchodilators

ORAL MEDICATIONS

~RAL MEDICATIONS

08 - Oral Beta-2-Agonist Tablets, Syrups
Proventil, Ventolin, Brethine, Bricanyl
(ALB UTEROL, TERB U'I‘ALINE)

09 - Oral Non-Specific Beta Agonist Tablets
Primatene tablets, Metaprel, Alupent (EPHEDRINE, IS OETHARINE,
METAPROTERENOL/ORCIPRENALINE)



T e N & E ﬁ{forrect Mark @®
‘4 g8 .- &

i

\(\Aﬁ*“l
# 2%

lncorrect Marks Q@ @ &

1. Please list all me
or in the armed
birth (DO NOT i

It ONLY
A o
— __ CODELSTA =csme oS
MANAGERIAL / PROS ESSIONAL /| EXECUTIVE SERVICE. i
EXECUTIVE 7 ADMINISTRATIVE /MANAGE RiaL R o DM/ MOUSE D Sty |
O] ACCOUNTANTS/ AULITORS AFINANCIAL ManAGTRS I OO0 MR .
02 ADMFISTRATGRS 37 HEALTH SERVILT /A5 SE5TRRTS F BIDES
03 MBNARERS I8 PROTECTNE SERVICE MARKING EXAtipLE
D4 SUPEAVISORS 19 BARBERS /B AUTICIANS /LOSMI0L0GISTS f ———|
0% ALL OTHER EXFOUTIVE / A0MINISTRATIVE / +0 ALL OTHER SERVICE DCCUPATIONS Jane
MANAGERIAL DCCUPOTIONS < mgpmpupteppmes EARMING /FORESTRY / FISHING:
PROFESSIONAL SPECIAITY I 41 FARM OPERATORS/MANAGERS MONTH | YEAR
06 ARTISTS 43 ALL OTHER FARMING 58 DRESTRY #F LSHINE -
07 BAMKERS/BROCERS DECUPATIONS D2 Jan | 18- Wiite the
J8 CLERGY CRAFTSMAN /REFAIRMAN: ' numbers
03 OENTISTS 41 CONSTRUCTION TRADE ) @ Feb 4 9 11 the boxe
10 OIFTITIAN . - @ Aar @ indicated
1T ENGIELRS 44 MECHANICS /R PAIREGS -4
ot 2 45 PRECISION OCCUPATIONS Apr ‘(f)ml—\ et
F3 MATHEMATICE /COMPUTER SCIENTISTS 4G ALL OTHER CRAFTSMAN. REPBIRMAN OCTURATIONS © May o @ 3
14 PERFOAMERS /ENTERIAINERS OPERATOR/L ABORER: 4 filt 1 the
15 PHASMACISTS 47 GENERAL LABORERS & Jun corespond,
16 PHYSICLANS 48 MACHINE OPERATORS D Jul @ D ovals comp
17 PROFESSORS ANSTRUCTORS 49 TRANSPOATATION /MATERIAL MOVING
18 PSYCHOLOGISTS /COUNSELORS 50 ALL OTHER DPERATOR /LABOREA OCCURATIONS @ Aug |® ®
19 REGISTLRED MLRSES
20 TEACHERS - PAMMARY f:‘tnf—::g?‘m“ @ Sep |®O®
21 TEACHERS - SECOWOARY i ACE |
12 VETERINARIAN 52 HOMEMAKERS @ Oct @
23 WRITERS /JOURNALISTS 53 STUUEm @ Nov |®
24 OTHER HEALTH PROFESSINAL 54 AL OTHERS ® Dec I @
25 ALL OTHER PROFESSIONAL SPECIALTY Me? Dec [ @)
DCCUPATIONS )
TECHNICAL /SALES/ADMINISTRATIVE supposT 55 = NEVER EMPLOYED
26 ADMINISTRATIVE SUPPORT /(LERYCAL /OFFICE HELP
27 COMPUTER OPERATORS H—
I8 COMPUTER PROSRAMMERS .
79 HEALTH TECHNILANS 2. Is this person employe
30 INSURANCE ADJUSTORS /BILL COLLECTORS
41 RETAL SALES/CASHIERS =
32 SALES-FINANCIAL/BUSINESS VES. full oag
i3 TH:«'-'HEL ﬁGETlN!TS YES. part-time
48 ALL OTHER TEDINICAL / SALES / ADMINISTRATIVE ; :
SUPPORT OCCUPATIONS NO. retired - (Skip
e - NO. not employed
CODE LISTB a. Which one of the ¢
01 AGRICULTURE /FORESTRY /FISHING RETALL TRADE List A best descrit
02 MINING gg :g‘gmgggmL STORES occupation?
03 CONSTRUCTION
MANUEACTURING 40 RETAIL DRUG STORES /PHARMACES Write in the
41 MASS MERCHANDISE / BISCOUNT / DEPARTMENT i
04 AGRICHEMICAL /PESTICIOE / FERTILZER STORES appropriate number
05 APPLIANCE MANUEACTURE 42 RESTAURANTS / DRINKING ESTABLISHMENTS from Code List A
06 BOTTLING FIRMS 43 GHOCERY RETAIL/FOCD RETAL
g; &Ag{m/FRGZEN CONFECTIONERIES MANUFACTURE 44 AL OTHER RETAIL TRADE and fill in the
AL .
09 COFFEE/TEA MANUFACTURE FIRABREY '".S"RA"CE/ RE“f e corresponding ovals
10° COOKIE/CRACKER/BISCUIT MANUFACTURE /BAKERIES 45 BANKS/SAVINGS & LOANS et
11 COSMETC MANUFACTURE 46 INSURANCE COMPANIES Completely.
12 DAIRIES /CHEESE MANUFACTURE 47 ALl OTHER FINANCIAL/WSURANCE/ REAL ESTATE
13 DETERGENT/SOAP/CUEANING AIDS MANUFACTURE INGUSTRIES
14 FEMININE PROTECTION PROQUCTS BUSINESS AND REPAIR SERVICES
15 FRAGRANCE /PERFUME DESIGN / MANUFACTURE 48 ADVERTISING
16 HEALTH & BEAUTY AIDS MANLFACTURE 49 APPLIANCE REPAIR )

17 GRAIN COMPAMIES/GRAIN MILLS 50 EXECUTIVE SEARCH ARMS b. Which one of the co
Lo P MANUPALTURE /FapE MILLS o1 DARKET RESEARGH best describes the c¢
5 INESS OR REPAIR SERVICE

20 PRINTING/PUBLISHING 4 ﬁLngnéfgsws' R works for?
21 PHARMACEUTICAL /VITAMIN MANUFACTURE PERSONAL SERVICES
22 SALTY SNAZK /POPCORN /POTATO CHIP MANUFACTURE RSONAL S
23 SEAFO00/MEAT PROCESSING 3 53 EDUCATION Write in the
24 SOFT DRINK /OTHER BEVERAGE MANUFACTURING 54 HOTELS/MOTELS /INNS g
25 SUGAR PROCESSING 55 ALL OTHER PERSONAL SERVICES appropriate number
" PROCL e FO00,/GROCERY MANUFACTURING/ 56 ENTERTAINMENT AND RECREATION _from Code List B
SERVICES ihis
27 ALL OTHER MANUFACTURING and fill in the
TRANSPORTATION/COMMUNICATION /PUBLIC UTiLigs ~ PROFESSIONAL AND RELATED SERVICES i ovaks
57 HEALTH SERVICES carresponding
Z8 BROADCAST MEDIA-RADN)/ TV 58 ALL OTHER PROCESSIONAL AND
28 TRUCKING /WAREHOUSING RELATED SERVICES completely.
30 ANY OTHER TATION / COMMUNICATION /PUBL
mnc—:?; .NO‘J;,’;,S? o DS 59 PUBLIC ADMINISTRATION /GOVERNMENT
31 WHOLESALE TRADE-DURABLE GOGOS B0 NOT CLASSIFED ABOVE
WHOLESALE TRADE-NONDURABLE GODDS c. Write in name of conr
32 COSMETIC PACKAGING / SUPPLY employed by (if self-e
33 FO0D PACKAGING i " lovec
34 FO0D ASSOCIATIONS /CO0PS 00= NO (NDUSTRY write in self-employ:
35 GROCERY WHOLESALE /DISTRIBUTION
36 OTHER WHOLESALE PACKAGING
37 OTHER NONDURABLE GOGOS WHOLESALE



i A R P 7 N AV E S ok U P A

CONFIDENTIAL Dataset

SURVEY OF MEDICAL OFFICE VISITS

L. Have you had a visit with 2 physician or other provider* at a Kaiser
Permanente (KP) medical office during the past few weeks? Yes

No

IF NO, just leave the remainder of the form blank and return it. Thank you.

IF YES, please describe the most recent KP visit that you (person named on
label above) had by answering the following questions.

Answer by checking the appropriate box(es) or completing the blank lines.

2. At which KP medical office did your most recent visit take place?

Beaverton [ o " Longview (los BESS KAISER MED CTR:
Cascade Park [J ¢, Mt. Scott ([Jog Medical Offices [
Division [ o3 Mt. Talbert []10 Urgent Care [
52nd Ave. (HAP) [ o Rockwood [1; Emergency Room [
Central Interstate Sunset [J12 SUNNYSIDE MED CTR:
(Previously Regional Office) [] g5 Vancouver (13 Medical Offices [
East Interstate SALEM: Urgent Care [
(Previously Health Center Eas)) [ og No. Lancaster [J14 Emergency Room [
West Interstate Ozk Street (15
(Previously Health Center Wes)) [ ] o7 Skyline L6 Other Non -K.p —s

Dent Viow (in K0y —

3. What is the name of the provider* you saw during this visit? Dot oy Pl ———y .

el St )
4. What was the approximate date of this visit (Mo./Day/Yr.)?
5. At approximately what time of day did the visit oceur? am [, pm [
6. Overall, how would you rate the care and Superb L
services you received during this visit? Excellent [
‘ Very Good [
Good [
Fair [
Poor []
Terrible []
7. In general, how satisfied were you with each of the following?
Check one box for each question. Very Dis- Very I
* Satisfled  Satisfied Neutral satisfled  satisfi
A. Amount of time the provider
spent with you? i P [Js 1 ¢ O
B. Amount of personal interest
shown by the provider? 1, 2 {15 14« U
C. Providers technical competence,
skill, and ability? R () (1s O « U
D. OVERALL, how satisfied were
you with this visit? ], J - Bl 3 (]« O

*NOTE: Providers are physicians, podiatrists, optometrists, psychologists, nurse practitioners, physician assistants,
and other health professionals with whom visits can be-schednlsA
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Human Subjects



b {gn i
KAISER PERMANENTE

April 21, 1994

Molly Osborne, M.D.

Pulmonary and Critical Care Medicine
Division - UHN-67

Oregon Health Sciences University

3181 S.VW. Sam Jackson Park Road

Portland, OR 97201

The annual review materials for your study entitled "Predictors of
Hospital-Based Care in Asthma (ASH)" were reviewed and accepted by the Commit
for the Protection of Human Subjects at its meeting on April 20, 1994. The
Committee also approved the continuation grant.

Ailx:

Pope, /Ph.D.
Exeeutive Secretary
Committee for the Protection of Human Subjects

cc: S. Patterson

A. Glass, M.D.

M. Greenlick, Ph.D.

B. Vollmer, Ph.D. - KP Sponsor

Further information may be obtained from Sharon Patterson,
Human Subjects Committee Administrator, Kaiser-Permanente
Center for Health Research, 3800 N. Kaiser Center Dr.,
Portland, Oregon 97227-1098 Telephone 335-6791

or (760 x 6791).

Kaiser Foundation Hosnitals



-
OREGON
HEALTH SCIENCES UNIVERSITY

3181 S.W. Sam Jackson Park Road, Portdand, OR 97201-30908
Mail Code L106, (503) 494-7887 Fax (S03) 494-7787

Institutional Review Board/Committee on Human Research

DATE: April 6, 1994
TO: Molly Osborne, M.D., Ph.D. UHN-67

. - b f///’f:gﬁf
FROM: The Committee on Human Research(/{kz (-LLKZQ =

SUBJECT: ORS#: 2832
TITLE: Predictors of Hospitalization for Patients with Asthma.

This confirms receipt and approval of your memo or Continuing Review

/“?
Questionnaire dated/signed -)K}//é%a/ . It is our understanding that

you will not be entefzgg any more subjects but that you do not want to close
the study at this time.

This study will remain active. Approval is given for one year.
However, the Committee MUST review your study before you begin entering
subjects again or if there are any changes to the protocol or consent form.

Thank you for your cooperation.

wp:admin 2/92





