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1. OVERVIEW OF THE NATIONAL HEALTH AND
NUTRITION EXAMINATION SURVEY

This chapter provides a general description of the health examination surveys conducted by
the National Center for Health Statistics (NCHS) and the current National Health and Nutrition
Examination Survey (NHANES). It also provides an overview of the tasks that staff perform during the

survey.

1.1 History of the National Health and Nutrition Examination Programs

This NHANES is the eighth in a series of national examination studies conducted in the
United States since 1960.

The National Health Survey Act, passed in 1956, gave the legislative authorization for a
continuing survey to provide current statistical data on the amount, distribution, and effects of illness and
disability in the United States. In order to fulfill the purposes of this act, it was recognized that data
collection would involve at least three sources: (1) the people themselves by direct interview; (2) clinical
tests, measurements, and physical examinations on sample persons; and (3) places where persons received
medical care such as hospitals, clinics, and doctors’ offices.

To comply with the 1956 act, between 1960 and 1984, the National Center for Health
Statistics (NCHS), a branch of the U.S. Public Health Service in the U.S. Department of Health and
Human Services, has conducted seven separate examination surveys to collect interview and physical

examination data.

The first three national health examination surveys were conducted in the 1960s:

1. 1960-62 — National Health Examination Survey | (NHES 1)
2. 1963-65 — National Health Examination Survey Il (NHES I1)

3. 1966-70 — National Health Examination Survey Il (NHES I1I)
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NHES | focused on selected chronic disease of adults aged 18-79. NHES Il and NHES 11l
focused on the growth and development of children. The NHES 1l sample included children aged 6-11,
while NHES I11 focused on youths aged 12-17. All three surveys had an approximate sample size of 7,500
individuals.

Beginning in 1970 a new emphasis was introduced. The study of nutrition and its
relationship to health status had become increasingly important as researchers began to discover links
between dietary habits and disease. In response to this concern, under a directive from the Secretary of the
Department of Health, Education and Welfare, the National Nutrition Surveillance System was instituted
by NCHS. The purpose of this system was to measure the nutritional status of the U.S. population and
monitor nutritional changes over time. A special task force recommended that a continuing surveillance
system include clinical observation and professional assessment as well as the recording of dietary intake
patterns. Thus, the National Nutrition Surveillance System was combined with the National Health
Examination Survey to form the National Health and Nutrition Examination Survey (NHANES). Four
surveys of this type have been conducted since 1970:

1. 1971-75 — National Health and Nutrition Examination Survey I (NHANES 1)

2. 1976-80 — National Health and Nutrition Examination Survey Il (NHANES I1)

3. 1982-84 — Hispanic Health and Nutrition Examination Survey (HHANES)

4. 1988-94 — National Health and Nutrition Examination Survey (NHANES I11)

NHANES I, the first cycle of the NHANES studies, was conducted between 1971 and 1975.
This survey was based on a national sample of about 28,000 persons between the ages of 1-74. Extensive

data on health and nutrition were collected by interview, physical examination, and a battery of clinical
measurements and tests from all members of the sample.

NHANES Il began in 1976 with the goal of interviewing and examining 28,000 persons
between the ages of 6 months to 74 years. This survey was completed in 1980. To establish a baseline for
assessing changes over time, data collection for NHANES Il was made comparable to NHANES |. This
means that in both surveys many of the same measurements were taken in the same way, on the same age
segment of the U.S. population.
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While the NHANES | and NHANES |11 studies provided extensive information about the
health and nutritional status of the general U.S. population, comparable data were not available for many
of the ethnic groups within the United States. Hispanic HANES (HHANES), conducted from 1982 to
1984, produced estimates of health and nutritional status for the three largest Hispanic subgroups in the
United States—Mexican Americans, Cuban Americans, and Puerto Ricans—that were comparable to the
estimates available for the general population. HHANES was similar in design to the previous HANES
studies, interviewing and examining about 16,000 people in various regions across the country with large
Hispanic populations.

NHANES I1I, conducted between 1988 and 1994, included about 40,000 people selected
from households in 81 counties across the United States. As previously mentioned, the health status of
minority groups is often different than the health status and characteristics of nonminority groups, so
black Americans and Mexican Americans were selected in large proportions for NHANES I1l. Each
group comprised 30 percent of the sample. NHANES Il was the first survey to include infants as young
as 2 months of age and to include adults with no upper age limit. To obtain generalizeable estimates,
infants and young children (1-5 years) and older persons (60+ years) were sampled at a higher rate than
previously. NHANES 111 also placed an additional emphasis on the effects of the environment upon
health. Data were gathered to measure levels of pesticide exposure, presence of certain trace elements in
the blood, and amounts of carbon monoxide present in the blood. A home examination was incorporated
for those persons who were unable or unwilling to come to the exam center but would agree to an
abbreviated examination in their homes.

In addition to NHANES I, NHANES I, Hispanic HANES, and NHANES IIl, several other
HANES projects have been underway since 1982. These projects have been a part of the HANES

Epidemiologic Follow-up Survey, a multiphase survey conducting follow-up interviews with the
NHANES | population in order to provide longitudinal data on the health of the U.S. population.

1.2 Overview of the Current NHANES

This NHANES follows in the tradition of past NHANES surveys, continuing to be a
keystone in providing critical information on the health and nutritional status of the U.S. population.
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The major difference between the current NHANES and previous surveys is that the current
NHANES is conducted as a continuous, annual survey. Each single year and any combination of
consecutive years of data collection comprises a nationally representative sample of the U.S. population.
This new design allows annual statistical estimates for broad groups and specific race-ethnicity groups as
well as flexibility in the content of the questionnaires and exam components. New technologic
innovations in computer-assisted interviewing and data processing result in rapid and accurate data
collection, data processing, and publication of results.

The number of people examined in a 12-month period will be about the same as in previous
NHANES, about 5,000 a year from 15 different locations across the nation. The data from the NHANES
are used by government agencies, state and community organizations, private researchers, consumer
groups, companies, and health care providers.

1.2.1 Data Collection

Data collected on the current NHANES survey began early in 1999 and will continue for
approximately 6 years at 88 locations (stands) across the United States. The survey was preceded by a
pretest in the spring of 1998 and a dress rehearsal was conducted in early 1999.

Approximately 40,000 individuals of all ages in households across the U.S. will be randomly
selected to participate in the survey. The study respondents include whites as well as an oversample of
blacks and Mexican-Americans. The study design also includes a representative sample of these groups
by age, sex, and income level. Adolescents, older people, and pregnant women are also oversampled in
the current NHANES.

The overall goals of the NHANES are to:

L] Estimate the number and percentage of persons in the U.S. population and designated
subgroups with selected diseases and risk factor;

m Monitor trends in the prevalence, awareness, treatment, and control of selected
diseases;

n Monitor trends in risk behaviors and environmental exposure;

m Analyze risk factors for selected diseases;
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L] Study the relationships between diet, nutrition, and health; and

] Explore emerging public health issues and new technologies.

Selected persons are invited to take part in the survey by first being interviewed in their
homes. Household interview data are collected via computer-assisted personal interviewing (CAPI) and
include demographic, socioeconomic, dietary, and health-related questions. Upon completion of the
interview, respondents are asked to participate in a physical examination. The examination is conducted
in a specially equipped and designed Mobile Examination Center (MEC), consisting of four trailers. The
MEC houses the state-of-the-art exam equipment and is divided into rooms to assure the privacy of each
study participant during the exams and interviews. The examination includes a physical and dental
examination conducted by a physician and a dentist, laboratory tests, a variety of physical measurements,
and other health interviews conducted by highly trained medical personnel.

The household interviews and MEC exam combined will collect data in the following
important health-related areas:

n Cardiovascular and respiratory disease;

] Vision;

n Hearing;

m Mental illness;

n Growth;
n Infectious diseases and immunization status in children;
n Obesity;

n Dietary intake and behavior;
] Nutritional status;

n Disability;

m Skin diseases;

n Environmental exposures;

n Physical fitness; and

n Other health-related topics.
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1.3 Sample Selection

A sample is defined as a representative part of a larger group. Since it is impossible to
interview and examine everyone in the U.S. for NHANES, a representative sample is taken of the U.S.
population. By studying a representative sample of the population, it is assumed that the findings would
not have been too different had every person in the U.S. been studied. Because generalizations about the
population will be made, it is extremely important that the sample be selected in a way that accurately
represents the whole population. Statisticians calculate the size of the sample needed and take into
consideration the geographic distribution and demographic characteristics of the population, such as age,
gender, race, and income.

An introductory letter is sent to each household in the sample. A few weeks after the letter
goes out, interviewers visit each listed household and use carefully designed screening procedures to
determine whether any residents are eligible for the survey. If eligible residents are present, the
interviewer then proceeds to introduce the study, presents the Sample Person (SP) a survey brochure, and
obtains a signed consent for the household interview. The brochure contains detailed information on the
survey, the household interview, and the MEC examination.

A signed consent form must be obtained from each eligible individual before the household
interview can be conducted. A refusal to sign the consent form is considered a refusal to participate in the
survey. After the interview is completed, the interviewer then explains the MEC exam, obtains another
signed consent form for the MEC exam, and contacts the field office to schedule a MEC appointment for
the SP. All SPs aged 12 years and older must sign the Examination Consent forms to participate in the
MEC examination. Parental consent is also required for SPs under 18 years of age. SPs aged 7-11 years
old are asked to sign the Examination Assent Form. An additional consent form is required for consent to
future general research for both adults (ages 18+) and parents of children under 18 years. This consent
form gives permission to store a small sample of blood and urine for future specimen testing. A refusal to
sign the MEC consent or assent form is considered a refusal to participate in the examination phase of the
survey. Examinations will not be performed on sample persons who do not sign a consent form.
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staff.

Field Organization for NHANES

There are two levels of field organization for this study - the home office staff and the field

Home Office Staff from Westat — Project staff from Westat are responsible for
overseeing the field teams and field work.

Field Office (FO) Staff — For this survey, an office will be opened at every survey
location (stand). Each field office will have a Study Manager (SM), Office Manager
(OM), a Field Manager (FM), and one Assistant Office Manager (AOM).

- The Study Manager (SM) is responsible for the overall management of
operations at a stand.

- The Office Manager (OM) is responsible for the stand office operations and is
the main conduit for the flow of work and information between the MEC and
the household interviewing staff. S/he will supervise one or more local office
clerks hired to assist with office activities. The OM reports to the SM.

- The Field Manager (FM) has primary responsibility for the supervision of the
household interviewers. The FM also assists the SM and supervises the
activities of the Assistant Office Managers. S/he will deal with administrative
issues, I1SIS problems, and preparations for the next stand.

- The Assistant Office Managers (AOMSs) are primarily responsible for data
entry into the Integrated Survey Information System (ISIS), editing data
collection materials, and verification of interviewer work. The AOMs report to
the FM and also work closely with the OM.

Household Interviewers — This staff is primarily responsible for identifying and
enrolling the survey participants, conducting the household interviews, and appointing
the study participants for the MEC exam. Specifically, household interviewers will
locate occupied residential dwelling units, administer the Screener to select eligible
sample persons, obtain signed consents to the household interview, conduct the
interviews, set up examination appointments, obtain consents for the MEC exam,
conduct field reminders for MEC appointments, and assist in rescheduling broken,
cancelled, and no-show appointments.

Several times a week, household interviewers visit the field office and report to the
field manager. During the course of the study, interviewers also interact on a daily
basis with other field office staff and home office staff.

MEC Staff — This staff of health professionals conducts the health exams. The survey
includes two exam teams.
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There are 16 individuals on each traveling team: 1 MEC manager, 1 MEC
coordinator, 1 licensed physician, 1 licensed dentist, 3 medical technologists, 4 health
technologists, 2 MEC interviewers, 2 dietary interviewers, and 1 phlebotomist. In
addition, local assistants are recruited, trained, and employed at each stand to assist
the exam staff. A data manager also travels with each team.

The following section describes the steps that are always completed prior to the opening of a
stand and an overview of the tasks that interviewers are expected to perform. Highlighted items are basic
concepts critical to the conduct of the study.

Steps completed prior to interviewing include:

n Statisticians scientifically select certain segments in the sampling area. A segment is
an area with definite boundaries, such as a city block or group of blocks containing a
cluster of households.

] Twelve weeks before data collection begins, NHANES staff list the segments. Listing
is the systematic recording on special forms of the address of every dwelling unit
(DU) located within the segment. Commercial buildings and other structures not
intended as living quarters are not listed.

n A sample of dwelling units is selected from the listing forms. This sample is the group
of addresses that interviewers visit in order to conduct interviews.

] Immediately before data collection begins, an advance letter is sent to each dwelling

unit with a mailing address. This letter briefly describes the study and inform the
household that an interviewer will contact them in the near future.

The tasks interviewers perform when they arrive at a stand include:

1. After the successful completion of training, interviewers are given an assignment of
sampled dwelling units to contact. Each assignment consists of prelabeled Household
Folders, prelabeled Neighbor Information Forms, and the appropriate Segment Folder.

2. Using addresses on the Household Folders and listing/mapping materials in the
Segment Folder, interviewers locate these dwelling units.

3. If a selected address is not a dwelling unit or is not occupied, interviewers complete
the “Vacant/Not a DU Section” on the Screener Non-Interview Form.

4. In an occupied residential dwelling unit, interviewers contact an adult who lives in the
selected household and administer the Screener using a laptop computer.
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10.

11.

12.

13.

14.

15.

16.

The Screener is an interview that lists all the individuals who live in the household,
divides the household into families, and collects all the demographic characteristics
necessary to immediately determine if there are persons in the household eligible for
further interviewing.

All instructions necessary to determine eligibility and to select sample persons (SPs)
are programmed in the CAPI Screener.

If all persons in a household are ineligible, no further work is done with the case.
When eligible household members are identified, interviewers continue to conduct all
the necessary tasks associated with the case.

In eligible households, the interviewer obtains a signed interview consent form prior
to completing the medical history and/or the family questionnaire.

Next, the appropriate medical history CAPI interview is administered to eligible
respondents. The questions asked depend on the age of the SP.

In each household containing children aged 1-5, floor and window sill dust samples
are obtained. These samples provide information on lead levels in the household
environment.

A Family questionnaire is also administered to one adult family member from each
eligible family in the household.

Next, an appointment is scheduled for each SP, coordinating the MEC schedule and
the SP schedule.

Interviewers then obtain signed consent form(s) for each SP for the examination, call
the field office to confirm the examination appointment(s), and give each SP an
appointment slip.

If there is more than one eligible family in a household, this process is repeated with
each additional family.

Interviewers record the result of each contact or attempted contact with the household
on the Call Record located in the Household Folder.

Interviewers also support the survey by conducting field reminders prior to MEC
appointments and reschedule broken, cancelled, or no-show MEC appointments.

If an interviewer is unable to complete any of the questionnaires or procedures for any
SP, an SP Card is completed. This card documents the problems encountered in
completing one or more tasks.

Interviewers check for missed DUs and/or structures when instructed to do so. If any

are found, the Missed DU or Missed Structure Procedures is implemented and
appropriate forms will be completed.
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17.

18.

19.

20.

When an interview has been completed, interviewers edit their work, carefully
reviewing all forms for completeness and legibility.

Interviewers report in person to the FM at the stand office for regularly scheduled
conferences, usually every other day. During these conferences, interviewers discuss
completed cases, discuss problems with incomplete cases, receive new case
assignments, and report time, expenses, and production.

To insure the accuracy and completeness of the survey, all interviewer work is edited
by the field office staff, and then validated by recontacting respondents. After this
review, supervisors provide interviewers with feedback concerning the quality of the
work.

At the end of each stand field period, interviewers return all interviewing materials to
the supervisor.

15 Exams and Interviews in the Mobile Examination Center (MEC)

Examinations and interviews are conducted in a mobile examination center (MEC), which is

composed of four specially equipped trailers. Each trailer is approximately 48 feet long and 8 feet wide.

The trailers are set up side-by-side and connected by enclosed passageways. During the main survey,

detachable truck tractors drive the trailers from one geographic location to another.

Exhibit 1-1 shows a floor plan for the MEC. The interior of the MEC is designed specifically

for this survey. For example, the trailers are divided into specialized rooms to assure the privacy of each

study participant during exams and interviews. Many customized features have been incorporated

including an audiometry room that uses a soundproof booth, a wheelchair lift, and a wheelchair-accessible

bathroom available to assist participants with mobility problems. Exhibit 1-2 shows the locations of the

various exams within the MEC.

15.1 Exam Sessions

The MEC operates 5 days a week and includes weekday, evening, and weekend sessions.

Two 4-hour sessions are scheduled each day with approximately 10-12 SPs per session. During a stand,

work weeks rotate to offer a variety of MEC appointments on weekday mornings, afternoons, and

evenings, and every weekend.
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Exhibit 1-1. Floor plan of the MEC
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Exhibit 1-2. MEC exams and rooms
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152 Exam Team Responsibilities

There are 16 individuals on each exam team. In addition, a local assistant will be hired to
assist the staff in managing examinee flow. One data manager also travels with each team. The duties of
the exam team members are summarized below:

L] One MEC manager supervises the exam staff, manages the facility, and supports exam
operations.

n One coordinator directs the flow of SPs through the MEC examination process. The
coordinator manages all SP appointments, verifies that all components are completed
for each SP, and exits SPs from the MEC.

n One physician conducts the medical examination and records results, reviews the
results of the complete blood count and pregnancy test, and serves as the safety officer
for the MEC.

] One dentist conducts the dental exam and calls the results to a health technologist who
records the findings.

L] Two health (MEC) interviewers administer questionnaires for physical and mental
health information.

n Two dietary interviewers administer the dietary questionnaire. The interviewers
record a 24-hour dietary recall of the types and amounts of foods consumed by the SP
in the last 24 hours.

n Four health technologists with radiologic technology or other health training take and
record body measurements, perform balance tests, vision tests, cardiovascular fitness
tests, muscle strength assessments, lower extremity measures, total body composition
(DEXA) scans, bioimpedance (BIA) tests, administer hearing tests, and collect skin
images. In addition, the technologists record findings for the dental examiner.

L] Three medical technologists conduct clinical laboratory tests on biological and
environmental specimens, record the results of the tests, and prepare and ship
specimens to various laboratories.

n One phlebotomist administers the phlebotomy questionnaire draws blood from SPs,
and recruits SPs for special studies.

n The data manager (DM) assists in the setup and testing of computer systems and
telecommunications hookups at the FO and MEC. S/he also coordinates the
maintenance and repair of computer systems at the FO and MEC with the home office
and external venders and acts as the FO and MEC systems “help desk” person. The
data manager reports to the SM on administrative matters and the HO for 1SIS-related
matters.
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Each staff member is part of a team of professional persons with specific assignments that
must be completed in order to accomplish the overall objective of the survey. Each individual must be
aware of and respect the job demands placed upon other staff members, maintain an attitude of tolerance
and consideration for fellow members of the team, and willingly perform extra tasks that may be assigned
to support other staff members in the performance of their duties. MEC staff members may be requested
to perform tasks not directly related to their specific professional skills in order to implement the overall
data collection plan.

153 Examination Components

The full examination for an adult takes approximately 3% hours, but the actual length
depends on the SP’s age. Some exams are done only on certain age groups so the exam profiles vary,
even among adult SPs. The exam components are described briefly below and summarized in Exhibit 1-3:

n Anthropometry

The purpose of the anthropometry component is to provide: (1) nationally
representative data on selected body measures, (2) estimates of the prevalence of
overweight and obesity, (3) data to study the association between body measures and
such health conditions and risk factors as cardiovascular disease, diabetes,
hypertension, and activity and dietary patterns, and (4) data to monitor growth and
development in children. A total of 11 body measurements are collected, but the
number and type of measures varies with the age groups.

n Balance

Balance disorders, disequilibrium, and dizziness from vestibular disorders constitute a
major public health problem. Primary disorders may be hidden by their consequences,
such as falls, while subtle dysfunction may underlie difficulties in learning, writing,
reading, and in everyday activities. The main objectives of the balance test are to
obtain prevalence data, examine the relationship between balance disorders and other
factors, and to characterize normal and disordered balance and spatial orientation. The
standard Romberg test is used to measure postural sway.

n Bioelectrical Impedance Analysis (BIA)

The purpose of the BIA exam is to monitor secular trends in overweight prevalence,
describe the prevalence of obesity, and examine the relationship between overweight
and obesity and other examination measures. BIA measures the electrical impedance
of body tissues and is used to assess fluid volumes, total body water, body cell mass,
and fat-free body mass.
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Exhibit 1-3. Examination components

Component Ages
Anthropometry All
Audiometry/Tympanometry 20-69 (half-sample)
Balance 40+

Bioimpedance (BIA) 8-49
Cardiovascular Fitness 12-49

Dermatology 20-59

Dietary Interview All

Lower Extremity Disease 40+

MEC Interview 8+

Mental Health

8-19 years (also includes parents of 8-15-year-
olds); 20-39 years (half-sample)

MRSA sample collection 1+
Oral Health 2+
Physical Activity Monitor 6+
Physician Exam All
Total Body Composition 8+
Urine Collection 6+
Venipuncture 1+
Vision 12+

Volatile Organic Compounds (VOC)

20-59 (random subsample)

Cardiovascular Fitness

Evaluation of physical fitness provides nationally representative data on measures of
physical fitness, and estimates of the prevalence of persons at risk due to sedentary
habit and poor physical fitness. Cardiovascular fitness is assessed with a submaximal
treadmill test on examinees aged 12 through 49 years.

Dermatology (Skin Disorders)

The specific aims of this component are: (1) to monitor the prevalence, secular trends
and impact of selected skin conditions that were last assessed in NHANES | (1971-
75); (2) to identify risk factors for selected skin conditions that can be used to increase
understanding of disease etiology and prevention; and (3) to create a data resource that
can be used to develop a CDC National Skin Cancer Prevention and Control Agenda.
The MEC dermatology exam involves standardized photography of selected sites on
the body. This component will focus on two specific skin diseases: psoriasis and hand
dermatitis. The major goal is to determine the prevalence of these two conditions.

1-14



Dietary Interview

The goal of the dietary component is to estimate total intake of foods, food energy and
nutrients, nonnutrient food components, and plain drinking water by the U.S.
population; and assess dietary behaviors and the relationship of diet to health.
Quantitative dietary intake data is obtained for all subjects by means of a 24-hour
dietary recall interview using a computer-assisted dietary data entry system. A second
24-hour recall will be conducted on all SPs by telephone through a phone center
operation at the home office. In 2003, a self-administered form, the Food Frequency
Questionnaire, will be offered to SPs who complete the MEC dietary interview. It will
be mailed from and returned to the home office.

Hearing

The goals of the hearing exam are to obtain normative data on the hearing status of the
adult U.S. population, and to evaluate certain covariates that may be related to hearing
loss, such as occupational exposure. The hearing component tests adults by
performing pure tone audiometry and tympanometry. Because pure tone screening by
itself may not be sensitive enough to detect middle ear disease, tympanometry is
conducted to provide an estimate of tympanic membrane compliance.

Laboratory

The laboratory component includes the collection and processing of various biological
and environmental specimens including blood for subjects 1 year and older, urine for
subjects 6 years and older. On-site pregnhancy testing excludes pregnant women from
other examination components such as DEXA, BIA, and cardiovascular fitness
testing. Complete Blood Counts (CBCs) are also performed in the MEC laboratory.
All other specimen testing is performed by Federal, private, and university-based
laboratories under contract to NCHS.

Lower Extremity Disease (LED)

The purpose of this component is to determine the prevalence of LED and its risk
factors. Simple and reproducible measures of lower extremity arterial disease are
obtained. Peripheral neuropathy is evaluated by measurement of cutaneous pressure
sensation in the feet. Foot deformities permit the estimation of prevalence of those at
high risk for the late-stage complications of LED.

MEC Interview

The MEC Interview consists of questionnaire sections designed to obtain information
on health behaviors, specific conditions, medical history, and risk factors. The
information collected in the interview is intended to assist researchers in analyzing the
data collected in the other examination components. The interview is administered to
all age-eligible subjects, or a suitable proxy, using computer-assisted interviewing
software.
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Mental Health

The mental health assessment is used to estimate the prevalence of selected disorders
in the U.S. and to describe the degree of comorbidity between mental health disorders
and other medical conditions and biological risk factors. Assessments are made during
the MEC Interview using relevant portions of the Diagnostic Interview Schedule for
Children (DISC) and the Composite International Diagnostic Interview (CIDI) for
adults.

Methicillin-Resistant S. Aureus (MRSA) Sample Collection

A nasal swab specimen collection for Methicillin-Resistant Staphylococcus aureus
(S. aureus) is obtained on SPs aged 1+ years for the purpose of estimating the
prevalence of MRSA in the population. Antimicrobial resistance to S. aureus has
increased so dramatically, particularly in the hospital setting, that currently only one
treatment option exists for this organism. NHANES is the first population-based
prevalence study of MRSA. No other population-based studies or national
surveillance efforts are available to provide reliable national estimates for this
problem.

Oral Health

This component monitors oral health status, risk factors for disease, and access to
preventive and treatment services. The exam consists of a series of subcomponents
which assess dentition and periodontal disease.

Physical Activity Monitor

The purpose of physical activity monitor component (PAM) is to assess the physical
activity levels of NHANES examinees 6+ years of age. NHANES examinees wear a
physical activity monitor (PAM) to examine physical activity patterns over a 7-day
monitoring period and then mail it back to the home office. The monitors detect
locomotion-type activities such as walking or jogging. The monitors provide a means
of capturing non-structured activities that are often difficult for survey respondents
(SPs) to self-report. Physical activity data are linked to other household interview and
health component data and are used to track changes that occur in body weight,
functional status, bone status, and health status over time.

Physician Exam

Blood pressure assessment and discussion of testing for sexually transmitted disease
are the primary elements of the physician’s exam. The purpose of assessment of blood
pressure is to monitor prevalence and trends in major cardiovascular conditions and
risk factors and to evaluate prevention and treatment programs targeting
cardiovascular disease. The physician discusses the purpose of STD testing and
arranges for SPs to select a unique password with which to phone NCHS and obtain
test results.
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n Total Body Composition

This component is composed of the BIA and Dual Energy X-ray Absorptiometry
(DEXA). The purpose of the DEXA scan is to gain insights into age, gender, and
racial/ethnic differences in the skeleton relative to other measures of body
composition such as total muscle and fat mass, as well as behavioral factors such as
diet and activity. A total body scan using dual energy X-rays is performed to provide
measures of bone mineral content, bone mineral density, muscle and fat mass.

n Vision

The vision examination consists of a near vision acuity test, a distance vision acuity
test, an eyeglass prescription determination (when appropriate), and an automated
refraction measurement. Information from the component may be used to estimate the
prevalence of visual acuity impairment and distribution of refractive error in the U.S.
population. Data are also used to evaluate screening strategies for visual impairment
and eye disease, and evaluate functional impairment related to vision.

] Volatile Organic Compounds (VOC)

Information on levels of exposure to a selected group of volatile organic compounds is
collected on a subsample of the survey population to assist in determining whether
regulatory mechanisms are needed to reduce the levels of hazardous air pollutants to
which the general population is exposed.

154 Sample Person Remuneration

All examinees receive remuneration for the MEC visit as well as payment for transportation
expenses. The MEC visit remuneration is age-related and includes an extra incentive if the SP fasts prior
to the exam. SPs who complete the physical activity monitoring component also receive an incentive. In
addition, remunerations are offered to SPs who complete the dietary phone interview and the Food
Frequency Questionnaire.

155 Report of Exam Findings

Examinees receive the results of many of the tests and exams conducted in the MEC, though
some results are used only for research and are not reported.

One report, a Preliminary Report of Findings, is produced for the SP on the day of their
examination and includes results that are immediately available and require no further evaluation or
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interpretation. Just prior to the examinee’s departure from the MEC, the coordinator prints a report that
includes height, weight, and body mass index, complete blood count, blood pressure, and results from the
audiometry, cardiovascular fitness, lower extremity disease, vision, and dental exams. The MEC
physician reviews the blood pressure and complete blood count test results for abnormalities and
discusses any problems with the SP (or their parent). The dentist also discusses the dental
recommendations with the SP. Approximately 12-16 weeks after the exam, NCHS mails the remainder of
the examination results to the SP after appropriate clinical or quality reviews are completed. Seriously
abnormal results are reported to the SP via telephone by NCHS before the remaining findings are mailed.

Certain tests, such as those for sexually transmitted diseases (chlamydia, gonorrhea, syphilis,
Herpes simplex 1 and 2, bacterial vaginosis, and Trichomoniasis) and human immunodeficiency virus
(HIV) are released only to the sample person using a specially devised procedure requiring a unique
password.

To further assist sample persons, an in-house NCHS survey response team is available to
answer calls from NHANES participants regarding the results from the Report of Finding System. The
response team effort works both as a triage mechanism and a surveillance system. A receipt and control
record is kept on all sample person inquiries. Also available at no cost to sample persons is an 800 toll-
free telephone number which can be accessed during regular scheduled business hours. The response
team members include a physician, a nurse with a doctorate degree, and other staff who are trained to
answer specific questions.

Tests and procedures conducted in the MEC are not considered diagnostic exams and are not
a substitute for an evaluation by a medical professional. No clinical treatments or health interventions of
any type are performed in the MEC. If a health problem is discovered during the course of the MEC
exam, the physician offers to contact the examinee’s personal healthcare provider or recommend a local
physician or clinic for follow-up care. If a sample person is found to have a serious condition requiring
immediate attention, the local rescue squad may be summoned or the SP will be advised to seek
immediate medical treatment.
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156 Dry Run Day

At the beginning of the examination period, one-half day is devoted to calibrating
instruments, practicing MEC procedures, and collecting biological specimens that serve as blind quality
control samples. A dry run day is scheduled immediately prior to the first exam day of every stand to
make sure that all equipment is operational, supplies are adequate, and the facility is working properly.
Any problems are corrected quickly before the “real” examinations begin. All procedures in the dry run
are completed as though the actual exam session was being conducted. The only difference is that the
examinees are actual volunteers who are not part of the sample for the survey. Volunteers may include
local residents, local officials, or field employees or guests of NCHS.

1.6 Integrated Survey Information System (ISIS)

The Integrated Survey Information System (ISIS) is a computer-based infrastructure
designed to support all survey operations including sample management, data collection, data editing,
quality control, analysis, and delivery of NHANES data. With a collection of customized subsystems, the
ISIS links the Field Office, Mobile Examination Center, Westat home office, and NCHS during field
operations. Each component in NHANES such as Dietary Interview has a computer application for direct
data entry. Data collected in the Dietary Interview room of the mobile examination center is directly
entered in the ISIS system computers. In addition, data from biomedical equipment such as the blood
pressure monitor in the CV Fitness room is directly downloaded to the I1SIS system where it is displayed
on the computer screen and stored in the system database.

1.7 Confidentiality and Professional Ethics

All information regarding this study must be kept strictly confidential except as required by
law. This includes location of survey sites. Since this study is being conducted under a contract with the
National Center for Health Statistics, the privacy of all information collected is protected by two public
laws: Section 308(d) of the Public Health Service Act (42 U.S.C.242m) and the Privacy Act of 1974 (5
U.S.C. 552a).
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Each person working on the study must be continuously aware of the responsibility to
safeguard the rights of all the individuals participating in the study. Each participant should be treated
courteously, not as a sample number. Never divulge names or any other information about study
participants except to the research team. Refrain from any discussions about study participants, in or out
of the MEC, which might be overheard by people not on the survey staff. All of the members of the
research team are under the same legal, moral, and ethical obligations to protect the privacy of the SPs
participating in the survey. No participant names will be included in any reports prepared about the
survey and neither NCHS nor the contractor is allowed to release information that would identify study
participants without the consent of the participants.

Cooperation from the public is essential to the success of survey research. A great deal of
effort is expended in obtaining cooperation from many national, regional, state, and local officials and the
general public. It is the responsibility of every field employee to build on the integrity of the survey to
encourage continued access to study participants during current and future surveys. Professional conduct,
both on and off the job, is extremely important.

Each staff member has a responsibility for promoting good public relations. The Public
Health Service and the contractor will be judged by the actions of the staff both on and off duty;
consequently staff must be discreet in speech and action. Personal appearance and behavior must be
governed by these same considerations. Please be aware of the audience at all times and avoid statements
or actions that could shed an unfavorable light on the survey.

Staff will be asked to sign a pledge of confidentiality before the survey begins. This pledge
states that they are prohibited by law from disclosing any information while working on the survey to
anyone except authorized staff of NCHS and the contractor, and that they agree to abide by the
contractor’s Assurance of Confidentiality.
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2. OVERVIEW AND LABORATORY TEAM RESPONSIBILITIES

2.1 Overview

The laboratory component of NHANES includes the collection, processing, storage, and
shipping of blood, urine, and other biological and environmental specimens. Collectively, these
specimens provide data about the health status of the U.S. population.

The blood collection (venipuncture) procedure consists of (1) administering a questionnaire
to screen for conditions that exclude the participant from the blood draw; (2) determining fasting status;
and (3) performing a blood draw. The phlebotomist also collects one additional blood tube and
administers a questionnaire to SPs selected for the VOC (volatile organic compounds) special study,
collects a nasal swab to test for Methicillin-Resistant Staphylococcus aureus (MRSA), and recruits SPs to
wear a physical activity monitor for 7 days.

The purpose of urine collection and processing is to collect sufficient urine from participants
aged 6 years and older to be able to (1) perform a pregnancy test on selected females aged 8 to 17 years
and all females aged 18 to 59 years to exclude pregnant participants from other components that could put
the participant at risk; (2) allocate urine into 12 vessels for storage and transport to seven laboratories for
analysis; (3) allocate urine into two vessels for future studies; and (4) hold and process urine as a backup
for the HIV blood test when the amount of blood collected was insufficient.

The purpose of blood processing is to (1) perform a complete blood count; (2) allocate blood
into 42 vessels for storage and transport to 17 laboratories across the United States for analysis; and (3)
allocate plasma and serum into vessels for future studies.

The purpose of collecting and processing lead dust wipes and vaginal and nasal swabs is to
be able to store and transport these samples to various laboratories for analysis. One vaginal swab is used

to prepare a slide for gram stain and to determine pH.

The purpose of performing a complete blood count on blood specimens is to provide a study
of blood cells and coagulation.
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The purpose of pregnancy testing is to exclude pregnant women aged 8-59 years from
participating in the dual-energy x-ray absorptiometry (DXA) and bioelectrical impedance analysis (BIA)
sections of the Body Composition component of the MEC exam.

The purpose of conducting the special Volatile Organic Compounds (VOCs) study is to
determine the prevalence of exposures to certain chemicals.

2.2 The Laboratory Team

Each laboratory team includes three ASCP (American Society of Clinical Pathologists)
certified medical technologists or medical laboratory technologists who have experience in all aspects of
laboratory practice and a certified phlebotomist who has experience in venipuncture.

The chief medical technologist is the most senior member of the team. The chief medical
technologist is responsible for overseeing all the activities of the medical technologists and phlebotomist
in the MEC, and also quality control, equipment calibration, and maintenance. On a routine basis, the
chief medical technologist performs the same duties as the other medical technologists.

2.3 Tasks

The phlebotomist’s tasks include performing MEC equipment QC activities and recording
the results, conducting the venipuncture, administering the VOC questionnaire, recording collection of the
VOC tap water sample, collecting nasal swabs, recruiting SPs to participate in the physical activity
monitor study, printing laboratory labels and labeling blood processing racks, recording oral health and
body measures results, assisting the medical technologists as needed, and managing the component
inventory.

The medical technologist’s tasks include performing MEC equipment QC activities and
recording the results; printing labels and labeling vessels; performing complete blood counts (CBCs);
conducting pregnancy tests; processing blood, urine, nasal, and vaginal swabs; lead dust wipes; lead dust
QC specimens; tap water samples; and shipping specimens to contact laboratories. On a routine basis the
medical technologists assist the phlebotomist as needed and manage the component inventory.

2-2



24 Organization of the Laboratory

The laboratory consists of three areas—the phlebotomy room, the laboratory (biological and
environmental sample processing/hematology/pregnancy testing) area, and the label/shipping area. The
phlebotomy room and laboratory area are located in the back half of trailer #3. The label/shipping area is
located in part of the front section of trailer 3.

The phlebotomist collects blood, administers the VOC questionnaire, records collection of
the VOC tap water sample, collects nasal swabs, and recruits SPs to participate in the physical activity
monitor study in the phlebotomy room. The medical technologist processes, stores, and ships biological
and environmental samples, runs CBCs, and performs pregnancy testing in the laboratory area. They print
labels, label blood processing racks, and prepare shipping documents in the label/shipping area.
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Figure 2-1. Laboratory area

Laboratory Area Floor Plan

The laboratory area contains two workstations designated workstation 1 and workstation 2.
Blood processing, storage, and HIV urine processing occurs at workstation 1. Urine collection, urine
processing and storage, pregnancy testing, running CBCs, lead dust and VOC specimen processing, nasal
and vaginal swab specimen processing, and routine quality control activities occur at workstation 2.

Workstation 3 is located in the label/ship area of the laboratory. Printing labels, labeling

vials for each SP’s blood-processing rack, and shipping activities occur at this workstation. Packing
specimens in shippers may also occur at workstations 1 and 2.
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25

2.6

Tasks — Phlebotomy Room

L] Set up supplies and check expiration dates of Vacutainer® tubes.

] Maintain the Supply Use Control Log.

n Conduct the venipuncture interview, administer the fasting questionnaire, perform the
venipuncture, collect tap water samples for selected participants, administer the VOC
questionnaire, collect nasal swabs, and recruit SPs to participate in the physical
activity monitor study.

n Enter blood, tap water, nasal swab collection results, and recruitment results.

L] Label and transfer all blood tubes, tap water samples, and nasal swabs to the
laboratory area.

n Fit the physical activity monitor on each recruited SP.

L] Disinfect all the counters at the beginning and end of each day.

] Record the QC readings.

n Maintain the appearance of the venipuncture area and the equipment.

n Monitor the inventory and restock supplies.

] Conduct the start and end of stand inventory counts.

n Clean the phlebotomy room at the start and end of each stand.

n Assist in printing laboratory labels and label and assemble blood-processing racks.

L] Serve as the backup oral health and body measures recorder.

Tasks — Workstation 1

] Stock blood processing and storage supplies.
n Receive blood specimens.
(] Select the correct pre-labeled rack and age appropriate template.

] Set the red top blood tubes aside to clot.
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Pipette whole blood into separate 2-mL cryovials for vessel 1 (Lead/Cad/HG), vessel
2 (Ery Proto), vessel 3 (RBC Folate), vessel 4 (Glycohem), vessel 5 (Mercury), vessel
6 (CD4), and vessel 88 (Acrylamide) from the 3-mL or 4-mL lavender tube.

Transfer the 3-mL or 4-mL lavender tube to the workstation 2 technologists for
hematology.

Make the dilution for vessel 3 (RBC Folate).

Centrifuge the remaining whole blood in the 3-mL lavender tube on SP age 3-5 and
centrifuge the 4-mL lavender tube on SPs age 6+ in the refrigerated centrifuge.

Pipette the plasma from the 3-mL or 4-mL lavender tube into 2-mL cryovials for
vessel 81 (Vitamin B6), vessel 7 (Homocys/MMA), and vessel 8 (Xtra Plasma).

Centrifuge the 2-mL gray tube.

Pipette the plasma from the 2-mL gray tube into a 2-mL cryovial for vessel 9
(Glucose).

Centrifuge the red top tubes.
Pool the serum from the 7-mL and 15-mL red top tubes for each SP and mix well.

Aliquot serum into separate 2-mL cryovials for vessels 70, 12, 13, 14, 87, 99, 11, 17,
21,85, 77,79, 16, 19, 20, 18, 23, 22, 24, 74, 75, 15, 26, and 32-37.

Make the dilution for vessel 79 (Vitamin C).

Pour serum from one of the 10-mL red tubes into a 5-mL cryovial for vessel 29 and
the serum from the second 10-mL red tube into a 5-mL cryovial for vessel 89.

Enter the blood processing results.
Refrigerate or freeze the processed vessels.

Access the HIV urine processing module and record HIV urine (vessel 53) processing
results.

Check contents of blood and HIV urine storage boxes (containers) using the box map
module at the end of each session.

Disinfect all the counters and the laminar flow hood at the beginning and end of each
session.

Maintain appearance of the blood processing area and the equipment.

Monitor the inventory and restock supplies.
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2.7

] Conduct the start and end of stand inventory counts.
] Clean the laboratory at the start and end of each stand.

n Assist in printing laboratory labels and label and assemble blood-processing racks.

Tasks — Workstation 2

(] Perform start of stand, start of session, end of session, weekly, and end of stand
quality control checks on laboratory equipment and record results.

Maintain the Supply Use Control Log.

Prepare the ascorbic acid.

Prepare the 6% MPA (metaphosphoric acid).

Stock supplies for urine processing, hematology, pregnancy and pH testing, and gram
stain slide preparation.

Enter the urine collection results.

Label urine vessels and aliquot urine into 2 or 5-mL cyrovials or 14-mL Falcon snap
cap tubes for vessels 45, 46, 69, 86, 48, 49, 62, 50, 65, 66, 67, 51, 52 and 53.

Enter the urine processing results.

Store the urine vessels.

Run the pregnancy test controls.

n Conduct the pregnancy test and enter results.

Perform start-up procedures and run quality control materials on Coulter® MAXM.

Run specimens on the Coulter® MAXM and enter results.

Print the lead dust and lead dust QC labels.

L] Process lead dust, lead dust QC samples, nasal and vaginal swabs, and VOC (blood
and water) specimens.

Check contents of urine, lead dust, nasal and vaginal storage boxes and bags using the
box maps module at the end of each session.

Disinfect all counters at the beginning and end of each session.
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2.8

L] Maintain the appearance of the urine processing/hematology area and the equipment.
] Monitor the inventory and restock supplies.

n Assist the phlebotomist with venipuncture.

] Conduct the start and end of stand inventory counts.

] Clean the laboratory at the start and end of each stand.

n Assist in printing laboratory labels and label and assemble blood-processing racks.

Tasks — Workstation 3

Print blood, urine, vaginal swab (lab and physician), and pregnancy testing labels.
] Pre-label the vials for each SP’s blood-processing rack.

] Generate container IDs at the start of stand.

n Assign a container ID number to one container for each vessel.

(] Close all open containers, create air bills, and assign containers to shippers.

] Prepare shipping manifests and send electronic files.

m Prepare blood (whole blood, serum, and plasma), urine, nasal swab, vaginal slide and
swab, special study samples, and lead dust specimens for shipping.

] Pack, weigh, label, and ship shippers.

n Open all new containers after shipping.

n Run FedEx tracking.

] Maintain appearance of the label/ship area and the equipment.
] Monitor inventory and restock supplies.

n Assist phlebotomist with venipuncture.

] Conduct start and end of stand inventory counts.

] Clean the laboratory at the start and end of each stand.
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3. INTEGRATED SURVEY INFORMATION SYSTEM (ISIS)

3.1 Network Overview

The illustration below depicts how the MEC subsystems are connected to the field office
(FO) and the home office (HO) to supply the SP data necessary to conduct the multitude of examinations.
The field office manages the interview teams that conduct the footwork of identifying and gathering
detailed data on prospective SPs and transmit the information to the FO and HO for processing. This
information is stored in databases and retrieved by the MEC subsystems in preparation for examinations.
The results of FO surveys and MEC examinations are collected, analyzed, and prepared for dissemination
for research purposes.

Home Office NCHS

Graders

Sampled Persons

MEC #3 Travelling

Interview Team

<=5

Interview Team Interview Team
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Each ISIS workstation is an integral component of a sophisticated network that links the
MEC workstations together with utility and database servers, and the home office. Continual status
communications between the workstations and the coordinator station enable orchestration of activities
and personnel flow.

A simplified Intranet schematic is illustrated below:

Office Automation
Server Links to FO Database Server

B | ia'ndmi) i E -

Router

Hub

2 Hubs
each Trailer

(e

N EEsss S

Workstations

Each workstation connects to both the office automation server (NT Server) and the database
server (Sybase) through a series of hubs. These hubs connect the servers and workstations (operating on
Windows NT) within the MEC trailers to form part of the ISIS system. The MEC network communicates
with both the Field Office (FO) and Home Office (HO) using primary and backup data links. The data
links synchronize operational activities and transfer examination and other data as scheduled.
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3.2 MEC Coordinator Overview

The MEC coordinator subsystem is designed to orchestrate the flow of sample persons (SPs)
throughout the MEC examination process. Continual interaction between each workstation and the
coordinator enables smooth passing of SPs from one workstation to another. Each component
examination program automatically transmits the status of the examination to the coordinator to assist in
synchronizing the next component assignment. Exams cannot be performed without specific assignment
of a technologist and a SP.

The MEC coordinator subsystem receives appointments scheduled by the field office’s
Appointment Management Subsystem (AMS). The coordinator application determines the appropriate
examination program, called a “profile,” based on gender and age at the time of the household interview.

During the conduct of the session operations, the coordinator application provides a
graphical representation of the location of SPs in the MEC, the status of exam components, the
availability of examiners, and the availability of exam stations.

The coordinator subsystem is the nerve center for the MEC. All functions of the coordinator
are executed with the graphical interface designed to assign, monitor, and manage all activities within the
MEC. The coordinator tracks each SP through the MEC using the coordinator system. This system tracks
the SP throughout the exam, including arrival, location during the session, and exit. The coordinator uses
this system to direct the SP to the appropriate workstations in the MEC and to determine if all the
appropriate examinations are complete. The MEC coordinator monitors exam component status using
responses from examination stations.

Each SP receives a bar-coded ID bracelet when they arrive at the MEC. The bracelet remains
on the SP throughout the session. This bracelet contains the SP’s ID number in bar code and eye-readable
format. The examiner “wands” the bracelet bar code with a bar code scanner (wand) to log the SP into the
exam component. If necessary, the ID number can be entered manually by reading it from the bracelet
and entering it using the keyboard keys.
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The coordinator screen, illustrated below, is organized into three major panes and a menu
bar:

Menu Bar SP Exam Profile and Monitoring Pane

¥ Coordinator Console
File FReportz  Utiities  ‘window  Help

W Coordinator Conzole Stand-200 5ession: 200690 18-Jun-2001 08:30 am - 12:30 pm

5P Name Status Rof G Age LB MD PH BM 0OH DR Mi Vi LE Al BA BC C¥ DE | =
A [ i, Steriey v L 1 [ /
L Langherg, Carmen F 3 | " ” " ” " |
L Schwartz, Jessica A F 8| " ” " ” " ” | I:I
| |schete, Eni 4 | I N I I .
| |schwarz. Davm ral [ T I T o o 1 [ 1 [ |
L Fel [ L T I T o o 7 [ 1 [ |
| [Eomi rvete | I N N I N N D I N
| Jeraric, sy real [ L L o T I I T I [ J=7 [ |
Open Available Open Open Open Open Technician Skill =
ranz-Loma: Jasst. Coordit
Taylor O. elazquez M |Aast. Coordit
i ——————— ——————————————— . ¥ [Taylor 0. D entist
Audiometry Oral Health Body Measures _Dermatology Body Composition 5 | T | P
Berman R, H. Open Available Open Doss S. J. Open Trumbore R. S, Gutierrez L. | [Dietary Inter
Cournoyer J. M. Guerrero O, L. ¥ [FubeG.E.  [Dietary Inter
Johnstan J. M. Mciliams J. 7. * DossS.J.  [HeathTech
N Edwards P. Z. Finkerton . L. + [Guerero 0. [Health Tech
B Laboratory Phlebotomy LbliShp Staff Area * [Mcwillars . [Health Tech
Available Available Available Available Available * IFinkerton R. [Health Tech
* [Trumbore R, [Health Tech
¥ [Beman F. F [Home Exami
Chavez A. L. Kube G.E. Ortega M. Araujo E. Urbina P. IPresflew B Hame Exami
LED Dietary 2 Dietary 1 MEC Int 2 MEC Int 1 Physician ¥ [Eghmayer J. [Lab Tech
= P P s ¥ Phhnston . | [Lab Tech
. AL Ll Lindstrom B. JLab Tech
/NeweIIB. E. [Lab Tech
¥ [Jaraujo E. [MEC Intervie
L ——— I

. _ Ortega M. [MELC Intervie
Balance Vision Coordinator Wittke V. -

|Ready [ 171:08 AM
ﬂ Start | Infakdaker Coordinator Console 11:08 Ak
4

Exam Room Layout Examiner and Technologist List

n The Menu Bar provides access to options detailed in the following section.

n The SP_Exam Profile and Monitoring pane displays each SP exam profile, current
status, and examination progress. (The actual screen shows all three scheduled SPs
and three VIP guests). The Examination Profile pane is designed to assist the
coordinator to assess the availability of examination components against the required
examination profiles for each SP, and to manage the movement of SPs and staff.
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L] The MEC Examination Rooms Layout visually portrays the floor plan of the MEC,
availability of each examination room, assigned examiner and technologist, the
location of SPs, and examination status for each room.

L] The Examiner and Technologist List shows available examiners and technologists
along with their status.

3.2.1 Assigning an SP to an Exam
After check-in and after completion of individual examinations, the MEC coordinator
assigns the SP to new components. Assignments are based on a list of the SP’s remaining required exams,

available examiners, and available exam components.

Examiners are notified by a system-generated message when a SP is assigned to their

component.

7| Phlebotomy
File Wiew Utlitiez Beportz  Window  Help

|wre @Bo=|%| 28

7 PHLEBOTOMY Message Center

I 0 From Message Time

! Feception SP Schwartz, Jessica & is A55IGNED to component:  11:20:28
Coordinator  Phlebatamy

1 e To Mezzage Time
I Reception r 11:20:28

Cioordinatar

Total 1 Unread: 1| 2:52 Send Close
| | |

|Ready |MELC Layer: 06/20/2002 | Applicatior: ¥er 101116 | Cornected to Coordinator | 5P assigned to room | 11:20.4M



A Message Center message text box containing a message from the coordinator indicating
the name of the SP who is assigned to the component displays. Enter an optional text message and, to
send the message to the coordinator, use the mouse to direct the mouse arrow to the Send button and left
click. To exit without sending a message to the coordinator, use the mouse to direct the mouse arrow to
the Close button and left click, or select [Enter].

When the examination is complete, the coordinator system advises the examiner of the SP’s
next component.

1| Phlebotomy

ile “iew Utlities Reports Window Help

E
| w Bom | & 2|0

7 PHLEBOTOMY Message Center E

I 0 From Meszzage

I Reception Pleaze take Sitkiz, Zelda to Room: Body 11:34:51
Coordinator Measures/Dermatology Component: Body Measues
Technician: Guerero 0. L.

1 0 To Message Time
I Reception r 11:34:51

Coordinator

Tatal: 2 Unread: 2 | 2:51 Send Close
| | [ _Cee |

|Ready |MEC Laper: 1171142002 |applicatior: %er 10.11.11E|  Connected to Coordinater | SP assigned to room. | 11:24 A

Review the instructions in the Message Center text box and follow the directions. Enter an
optional text message and, to send the message to the coordinator, use the mouse to direct the mouse
arrow to the Send button and left click. To exit without sending a message to the coordinator, use the
mouse to direct the mouse arrow to the Close button and left click, or select [Enter].



3.2.2 System Blocking and Exclusions

Specified examinations are “blocked” or excluded for SP assignment or continuation of an
examination due to medical, SP nonconsent, or safety considerations. Some examinations become
“unblocked” when medical conditions are verified, such as a negative pregnancy test result from the lab.

3.3 MEC Workstation Startup

The workstation start-up procedures are rarely necessary since the workstations will remain

powered and running the Windows NT operating systems for the stand duration. However, at times the
workstation must be completely shutdown and restarted to resolve connectivity and other operating

issues.
In the event that a workstation requires a startup, follow these procedures:
1. Locate and press the power button on the hard drive.
2. Turn on the monitor.
a. Locate and press the power button.
b. A small green light located near the power button will light if the monitor’s power
line is connected.
3.4 Workstation Desktop

After workstation startup, the MEC desktop appears. The desktop is specially tailored to
support the specific MEC examination or station.

The desktop is similar to a real desktop. The desktop holds “shortcuts” to frequently used
programs, such as the examination programs. Shortcuts are icons that represent a file or program located
within the computer or network. The shortcuts provide a rapid means to open the program or file it
represents. When an application opens, it displays on the desktop, as well as most other system activities.
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Descriptions of the items that appear on all examination workstations are below.

Workstation Resources

Office Automation

Examination lcon

i) Start s 11138M

Start Button Task Bar System Tray

Workstation Resources = My Computer and Network Neighborhood

- My Computer icon views and manages the files. Double-clicking the icon will
open a window view of the computer and connected resources.

- Network Neighborhood provides a view of all available resources on the
network.

Office Automation = Word processing program
Examination Icon = Phlebotomy, Laboratory, Vision, Physician, LED, etc.
- Examination program icons (with shortcut indicators) reside on the desktop to

start an examination. Each examination has its own tailored icon. Double-click
on the icon to open the examination program.
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Start Button = Displays a menu containing Windows files
Task Bar = Displays the Start button and the System Tray

System Tray = Holds icons that represent programs for displaying time and a screen capture
utility

The Taskbar, located at the bottom of the Desktop, displays the Start button on the left side
and the System Tray on the right side of the bar. By default, the system tray displays the current time and
shows special system icons for programs that run in the background. Programs running but minimized are
also shown as a button on the Taskbar.

The System Tray holds icons that represent the programs for displaying time and a screen

capture utility, PrintKey. The PrintKey screen capture utility operates automatically in the background.
This feature enables you to capture items for documentation and database or program error messages.
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3.4.1 The Start Button

The Start button, when clicked, displays a menu containing everything needed to begin

using Windows.

Communications ]
Internet Tools L4

Adobe Acrobat

Az Communications L4 Fultimedia L4

£515 Ultiities v 4| B4 Disk Defragmentsr
Blaize44 » [ Address Book
Dental Exam Protocols b [ Caloulator

FedEx Ship 3.1 "Workstation b [zz] Diallp Networking

HF CD-whiter Plus » [ HyperTeminal

HP Laserlet 4100 v Imaging

IShel ¥ T Notepad

Latus Applications 4 @ Online Regiztration

Microsoft Office Toals L4 ﬁ Faint

Metscape Mavigator Gold 3.001  # @ Phone Dialer

Mervell ¥ T ReadMe

Seagull 4 @ Synchronize

Setll v ¥ wordPad

Shaglt32 v
Documents 4 Startlp 4

=] Sybase *
Settings 4 Y

Sybasge for Windows 4

[9] Eind » Sybase for Windows 95 3
% Help Trend OfficeScan winds >
% ] CDIS For Windows

L=

Bun.. ﬁ Internet Explorer
% Microsoft Access
2% Microsoft Excel

Microsaft Outlaok

CANERC 2R R |

Wi

Shut Dowr...

T3 346PM

The menu options include:

n Shut Down — Shuts down menu options

] Help — Starts Windows NT Help

] Find — Searches for and locates files

] Documents — Displays a list of previously opened documents

n Programs — Displays a list of programs
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The Start button menu expands as programs are added to the system. Note the highlighted
selections. The menu expands when a small black arrow is shown on the right margin of the menu. The
development team sets the main Start menu, the menu with the Windows NT banner on the first menu’s
left margin.

34.2 Right Mouse Button Menus

Arange by Mame
Line up lcons by Tupe

Paste by Size

Paste Shortcut
v Auto Arrange
MHew 3 = d

Froperties

iaﬁtarll B Prisbatomy | BRE 347 PM

The right mouse menu for the Desktop appears when right-clicked anywhere on the desktop,
as shown below:

] Arrange Icons provides options to display the icons.

] Line Up lcons automatically rearranges your desktop in a disruptive manner. Use of
this icon is not recommended.
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3.4.3

Paste will place the contents of the clipboard onto the desktop.
Paste Shortcut places a shortcut of the item in the clipboard on the desktop.

New provides a menu of items from which to create, such as a new folder or
document.

Properties displays the Display Properties window to view and change several
properties, such as window appearance, background, and colors. Some, if not all
properties, will be disabled to ensure consistent appearance of all MEC workstations.

End of Day Procedures

The current procedure is to leave the workstation operational when departing the MEC.

Examinations are closed and the programs in the system tray left running.

The system can malfunction, such as when it demonstrates a failure to respond to keyboard

or mouse commands. Contact the data manager who will provide further instructions.

3.5

To Shut Down or Restart the Workstation:

Click on the Start button on the Taskbar.

Select Shutdown from the Start Menu.

The dialog box, shown below, appears.

To shut down the system completely, select Shut down the computer.
Wait for the message indicating that it is safe to turn off the computer.
To restart the system without shutting down, select Restart the computer.

The system will restart automatically.

MEC Exam Application’s Common Features

MEC applications are custom built for each specific component but share a common design.

This commonality provides all component applications the same “look and feel” which minimizes
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reorienting technologists that rotate from component to component. These features and characteristics are
described below.

35.1 Examiner Logon

There are currently several types of examiner logon procedures. The logon procedure for an
examination component is determined by whether the examiner is static or rotates through other
components throughout a session. Static examinations include components such as Physician,
Phlebotomy, Dietary, and MEC Interviewers that remain logged on throughout the session. Health
technologists are not assigned to rooms but rotate through several examination components such as
Vision and CV Fitness. These technologists are required to logon and logoff for each examination. Other
examinations, such as Dental and Body Measurements, have slightly different requirements and are
addressed in their specific user’s manuals.
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Static Examiner Logon

The logon screen, shown below, appears after the coordinator assigns the examiner to the
component and the assigned examiner starts the examination program.

INTEGRATED

10—

l SURVEY
e |l E

"1 MEC Logon

Enter a Uger ID and pazsword to log onto Lab.

Cancel |

Uger ID: Ipeters_d
Password: |m1

Change Passwoldl

Lab

R Start| B Bar Tender Fro [Frint Oriy). | |[*fMEC Logon (9% 1229PM

The MEC Logon window displays. The User ID (Last Name_First Initial) will automatically
appear and cannot be changed. Type last name, underscore, first initial in the User ID space, and [Tab] or
[Enter]. Enter the password using the keyboard keys and press [Tab], [Enter], or use the mouse to direct
the arrow to the OK button and left click. To exit this screen without entering a password, use the mouse
to direct the arrow to the Cancel button and left click. Examiner logoff is automatic at the end of the
session.
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3.5.2 Changing Personal Passwords

All examination actions within the MEC are traced with the Logon User ID and Password.
Protecting personal passwords prevents unauthorized entry and malicious actions to the ISIS system. Do
not share passwords for any reason as this could jeopardize much more than study data.

After entering the password and before pressing OK, change the password by clicking on the
Change Password button. The Change Password dialog box appears.

INTEG RATED

1 2 5 (5 RVE ¥
iMEL Logon

Entel  Current Password: || Ll

Cancel |

User New Password: I Change Password
LConfirm Mew Pazsword: I

Ok, I Cancel |

Ifl;l:iunai Health and Nutrikion Exam Susvey

iaﬁtarll aPhlebotom_l,l |

T E 347 PM

Enter the current password for access verification, followed by the new password. Confirm
the new password and press OK.
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353 Open an Exam

The MEC coordinator checks in each SP upon arrival and assigns the SP to an initial
examination component. The action of assigning the SP to a component automatically triggers a message
from the coordinator to alert the technologist that a SP is assigned.

Open the exam.

7 Phlebotomy
Eil

iew  Utlities Repaorts Window  Help

P % 2|0

[Eloze
Frint...

Revisw
Delete

Exit

[Mew SF logan |MEC Laper: 06/20/2002 | Applicatior; ¥er 10,111 | Connected to Coordinater | 5P assigned to room | 11:22 AM

To open an exam, use the mouse to direct the mouse arrow to {File} in the menu bar, left
click, drag the arrow to {Open} and left click, or type [Alt] [F/f], [O/o], or [Ctrl] [O/o].
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Log the SP into the exam component.

1| Phlebotomy

File Wiew Utlities Heportz  Window Help

i w | BT || R[B

7 SP Logon: SCHWARTZ, JESSICA A Ed
Sample Person ID: ||

Last Manne: ISCHWAFETZ
Firzt Mame: pESSID’-\ Fiddle M ame: E

Crate of Birth: IDMDEH 994

Gender: IFemaIe Age at Interview: IB Mears

Special I

Conziderations:

Message | kK I Cancel |

|Ready |MEC Laper: 06/20/2002 | Applicatior: ¥er 10.11.1E | Connected to Coordinater | 5P assigned to room. | 11:23 AM

The SP Logon window displays for the SP assigned to the component. To log the SP into the
component either read the SP ID from the SP’s bracelet and manually type this number into the Sample
Person ID text box or use the bar code wand to scan the bracelet bar code. To continue, select [Enter] or
use the mouse to direct the mouse arrow to the OK button and left click. To cancel the Logon process and
to remove the window, use the mouse to direct the mouse arrow to the Cancel button and left click.

Verify all information that appears on the SP Logon window. If there is an error in any of

this information, inform the coordinator immediately. The coordinator will verify and correct the
information as necessary.
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354 Examination Screen Overview

The first examination screen appears after a SP is logged in or an existing record is opened. This

example screen, shown on this page, displays the basic visual appearance and design used throughout all
MEC components.

Tool Bar Menu Bar

Program Title Bar SP Title Bar

7 Phlebotomy
Fil= Wiew Utlities Heports  Window  Helpr

T Phlebotomy: Stand: 200 Session: 200690 06/18/2001 08:30 am - 12:30 pm
SP ID: 534650  Mame: SCHWARTZ, JESSICA &

ge:8vears  Gender: Female Date: 11/11/2002 Time: 17:25 AM

Phlebotomy Interview

Da you have hemaphilia? m

Haive wou received cancer chemotheragy in the pastfourweeks? | |v|
| 4 | 1 )| |0f4 | Close Exam | | ’
Ready |MEL Layer: 06/20/2002 | Application: Wer 1011.78 |  Comnected to\Coordinator | SF assigred toroom | 11:29 AM
Navigation Bar Examination Slide

n Program Title Bar shows the component program title, stand, session, and date time
information.

(] Menu Bar displays the commands, functions, options, and information available
during an examination.
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n Tool Bars hold buttons that execute common commands and other actions available in
the menu bar. Buttons that are dimmed are not available.

n SP Title Bar displays SP information during the course of the examination.

(] Examination Slide captures the measurements and other information.

] Navigation Bar is used to move forward or back in the examination and displays the
examination’s relative location.

n Microhelp and Status Bar displays the status of the computer, completion percentage
message to the coordinator, and other information triggered by events.

354.1 Menu Bar Options

Each MEC application has tailored menu options to support the specific examination. The
menu options below list all available options. The options marked with an asterisk appear on all MEC
examination programs. Options are grayed (inverted) or not present when they are not available for a
specific subsystem.

Note the underlined letters in both the Menu and Menu Option. These underlined letters,
used in conjunction with the Alt key, provide keyboard access to the menu selection without using the
mouse. For example, pressing Alt+F+O will open a file. The Ctrl+keystroke, such as Ctrl+0O, will also
open a file.
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File Menu Options

"1 Lab Subsystem: Stand: 200 Session: 200460 05/26/2001 08:30 am - 12:30 pm

Wiew LUtlities HBeports Modulez Shipping Window Help

Open Chl+0  p | % | @ |m_<-
[Elose
Frirt... 5 for Session: 200460 Process Status
Prirt Labels » ['status type dgender age narne UC B CBU P ¥Shv ¥ N G
Delete s5C P F 66 DARLING, BRIAMMA 000 .- - - - 00
Exit 5C P F 38 DARLING, NATALIA CO00000COQO0O -
332080 332080 BC P F 16 DARLIMG, SHARI O00O000 - - O -
937391 9373N s5C P F 9 SCIFALIA PATTI O0000 - - - O -
977040 977040 SC P F 16 PARTOM, DOLLY COO0O000 - - O -
481623 981623 5C P W 43 JONES, JAMES OO0 - -0 - 00
982686 982686 BC P W 34 CHURCHILL, WINSTOMN COO00 - - 000 -
|Ready [HUF: idle | MEC Layer: 11/19/02 |Application: Yer 11.11.19C]  Connected to Coordinator | 01:18 PM
ggStanH"i By 118 PM
Asterisks (*) denote menu options common to all MEC examination components.

*File

*QOpen Opens a new, partial, or not done SP exam; the SP must be assigned by

Ctrl+O coordinator if the application is not in standalone mode.

*Close Closes the current examination.

*Print Prints the current examination screen or report.

Print Labels Allows the laboratory medical technologist to print laboratory labels for a
SP or for all SPs in a session.

*Delete Deletes current exam and any associated references. Used primarily to
delete an examination that clearly is in error, such as the wrong SP. Only
enabled if it is a new exam and the status is not done or partial.

*Exit Exits the application.
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View Menu Options

LAB: Stand:200 Session: 200690 06/18/2001 08:30 am - 12:30 pm

*First Returns examination screen to first slide.

*Next Advances to next examination slide.

*Prior Displays previous slide IN THE SKIP PATTERN.
*Last Advances to last slide.

Heads-Up for Session:  Displays the current heads-up display for the current session.
XXXXXX




Utilities Menu Options

Lab Subsystem: Stand:200 Session: 200460 05/26/2001 08:30 am - 12:30 pm
Utilities

Quality Control Opens the quality control dialog box to initiate quality control procedures.
Ctrl+Q
*Exam Pause Used in case of an emergency in the MEC, such as an ill SP. Pauses the

exam temporarily to stop the exam timer (in NH_Exam); sends “Exam
paused” message to coordinator.

*QObservation Submits an observation to the physician for possible referral.
IC Exclusions Posts an exclusion record for those SPs who do not want HIV, STD,
genetic, PSA or vaginal tests performed or samples stored for future

research; this utility is available only for coordinator, physician, &
phlebotomy.
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*Utilities

*Send Message

Opens a dialog box to send messages to the coordinator.

Ctrl+M

*UFO Sighting Opens the Unusual Field Occurrence utility to document an unusual
equipment, SP, protocol, trailer, or supply issues.

Set Session Allows the laboratory medical technologist to change the current session
in the laboratory application.

English Toggle option to set exam language to English.

Ctrl+E

Spanish Toggle option to set exam language to Spanish.

Ctrl+S

*Toolbars Configures placement of toolbars.

System Configuration

Pregnancy QC Allows the laboratory medical technologist to access the Pregnancy QC

module.

Regen SP Data

Allows the laboratory medical technologists to regenerate or recalculate a
new profile for an SP.
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Report Menu Options

"1 Lab Subsystem: Stand: 200 Session: 200460 05/26/2001 08:30 am - 12:30 pm

File Wiew Utlitiez WslZoulitl Modules Shipping Window Help
J|9’ o | & @ Soviesils
Fioom Log
Eppointr Session Preview Process Status
SFID  Samg Container Map name UZ B CB U P WShvy ¥ N G
165736 165  oupsample Freview ARLING, BRIANNA 0O00QO - - - -00
.. .. Suppllse
05130 304 Urusual Docurences DARLIMG, MATALLS OO0 0000OO0 -
332080 337 BescheduledAppaintments DR NG, SHARI 000000 - - O -
Infarmed Consent Status
§37391 937397 ST F F T SCIFALIA, PATTI COOO0O - - - 0O -
977040  9yv040  SC F F 16 PARTCOM, DOLLY 00000 - - O -
981623 881623  5C F M 43 JOMES, JAMES OO0 - -0 - 00
982686 G98XEBA  SC F M 34 CHURCHILL, WiRSTCM COO00 - - 000 -
|Ready [HUF: idle | MEC Layer: 11/19/02 |Application: Yer 11.11.19C]  Connected to Coordinator | 01:18 PM
= | Stalll I"i Lab Subsystem: Stan... (BE%_&, 1:19 Pr
*Reports
Show Results
*Room Log Lists the SPs who have completed the component, including appt/exam
and component status.
*Session Preview* Lists all SPs in current session.
Container Map Displays a list of laboratory containers and a graphic description of the
contents.
Subsample Preview List the SPs who are eligible for the various subsamples.
Supply Use Links to and launches the Word Supply Use Control Log document.
Unusual Occurrences Links to and launches the Word Unusual Occurrence document.
Rescheduled Lists the SPs who have rescheduled from a previous session into the
Appointments current session.

Informed Consent Status  Lists the various modules that require consent and displays the result of
the consent — excluded or not excluded.
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Modules

Lab Subsystem: Stand:200 Session: 200460 05/26/2001 08:30 am - 12:30 pm

Modules

Hematology Opens the laboratory hematology module.
Lead Dust Processing Opens the laboratory lead dust-processing module.
Lead Dust QC Opens the laboratory lead dust QC module.
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Shipping

"1 Lab Subsystem: Stand: 200 Session: 200460 05/26/2001 08:30 am - 12:30 pm

e iew Ubliiez Beportz  Modules REedlel ‘window  Help

E
Hgﬂ o | dy W = | o5 | 7 Print Mew Container Labels

Lantainer Map
Appointments for Session:  -iese Containers Process Status
SR I Sample ID status tpe  Assign Containers to Shippers P UC B CBU P ¥Shv ¥ N G
165736 165735 g p  Lleshtentainers 0000 .- - - - 00
305130 305130 5C P —eengManiest 000000000 -
332080 332080  SC F F 16 DARLIMG, SHARI COO0OO000 - - O -
937391 9373 S F F 9 SCIFALIA PATTI COOO0O - - - 0O -
977040  9yv040  SC F F 16 PARTCOM, DOLLY 00000 - - O -
981623 881623  5C F M 43 JOMES, JAMES OO0 - -0 - 00
982686 G98XEBA  SC F M 34 CHURCHILL, WiRSTCM COO00 - - 000 -
|Ready [HUF: idle | MEC Layer: 11/19/02 |Application: Yer 11.11.19C]  Connected to Coordinator | 01:22 PM
= || Stalll I"i Lab Subsystem: Stan. . By 1:23PM
Shipping
Print New Container Allows the medical technologist to print labels for containers such as a 5-
Labels inch box with 9 x 9 grid.
Container Map Allows the medical technologist to view a list of all containers with a
graphic representation of the samples assigned to that container.
Close Containers Allows the medical technologist to “close” active containers that have
been previously opened.
Assign Containers to Allows the medical technologist to assign or associate a closed container
Shipper with a FedEx airbill number.
Trash Containers Allows the medical technologist to delete container label numbers in the
database for labels that are damaged.
Shipping Manifest Allows the medical technologist to print hard copy manifests and

electronically send email files to the contract laboratories.
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Window

Lab Subsystem: Stand:200 Session: 200460 05/26/2001 08:30 am - 12:30 pm

ﬂiﬁd (1%

*Window

*Cascade

Displays multiple windows overlapped and slightly offset as to
show the title bar of each open window.

*Tile Horizontal;

Displays open windows on top of each other and sized to fit all in
the main program window.

*Tile Vertical Displays open windows next to each and sized to fit in the main
program window.
*Layer Displays open windows stacked over each other.

*Minimize All Windows

Reduces all windows to a button in the lower portion of the main
program window.
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Help Menu Options

Lab Subsystem: Stand:200 Session: 200460 05/26/2001 08:30 am - 12:30 pm
HE||:|

*Help

*Help Topics Displays ISIS system Help contents.

*OMB Statement Displays the OMB Confidentiality Statement.
*About Displays the About dialog box.
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OMB Confidentiality Statement

OMB Control Ho.: 0920-023

3.5.3.2 Tool Bars

Tool Bar buttons display when the program first opens to provide an easy way to access
menu commands. Buttons are dimmed to signify that the action is temporarily unavailable, such as a
dimmed Print button when no examination is open.
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The Tool Bar buttons are listed below:

Opens a New Sample Person Examination

Arranges toolbar buttons

IEAS

Sends message to coordinator

=

Quits the Exam Application

Performs Quality Control Procedures

Pauses the current SP examination

S |2 |&

Displays program Help
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3.5.3.3 SP Title Bar

The title bar appears with the first examination slide after the SP is logged onto the exam
component.

7 Phlebotomy =7 ] =]
File Wiew Utlities Heportz  Window Help

w AN | % 2|\

T Phlebotomy: Stand: 200 Session: 200690 06/18/2001 08:30 am - 12:30 pm

SP ID: 534650 Mame: SEHWAHTZ,JESSIE%

Age:Byearz:  Gender: Female Date: 11/11/2002 Time: 11:25 AM

Phlebotomy Interview

SP Title Bar

Do you hawve hemophilia? EE

Hawe vou received cancer chemotherapy in the past four weeks? | |v|

4] T e pere

Ready

| Cloge Exam | | ’

|MELC Layer. 06/20/2002 | Application: Yer 101118 |

Connected to Coordinator | SP assignedtoroom | 11:34 AM

The title bar remains visible throughout the examination process. The example above
illustrates the actual information displayed.
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3.5.34 Exam Slide Navigation

The slide navigation bar provides a means to move forward and back through an
examination.

7 Phlebotomy =7 ] =]
File Wiew Utlities Heportz  Window Help

w AN | % 2|\

T Phlebotomy: Stand: 200 Session: 200690 06/18/2001 08:30 am - 12:30 pm

SP ID: 534650 Mame: SCHwWARTZ, JESSICA &

Age:Byearz:  Gender: Female Date: 11/11/2002 Time: 11:25 AM

Phlebotomy Interview

Do you hawve hemophilia? EE

Hawe vou received cancer chemotherapy in the past four weeks? | |v|

Slide Navigation Bar

| Cloge Exam | | ’

|MELC Layer. 06/20/2002 | Application: Yer 101118 |

4] T e pere

Ready

Connected to Coordinator | SP assignedtoroom | 11:34 AM
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The features of this bar are listed below:

|1 View first slide in examination sequence. Disabled (dimmed) if current
slide is first in examination sequence.

‘ View previous slide in examination sequence. Disabled (dimmed) if
current slide is first in examination sequence.

h View next slide in examination sequence. Disabled (dimmed) if current
slide is last slide in examination sequence.

hl View last slide in examination sequence. Disabled (dimmed) if current
slide is last slide in examination sequence.

’ View next slide in examination sequence. An easy to click button.

Note the slide counter between the previous and next slide buttons. This counter aids in
determining the current location in the slideshow sequence.

n End of Section button advances the examination slide to the status slide for the current
section or the end of the examination for single section examinations.

n Close button interrupts the examination and displays the Status screen for an
appropriate status code and comment.

] Finish button is disabled (dimmed) until the examination is complete. Partial and Not
Done examinations require a status code and comment to activate the Finish button.
The action completes the current examination.

3.6 Quality Control

Several examinations incorporate medical equipment that requires periodic maintenance and
inspection. These components have detailed procedures on conducting their specific inspection checks.
Each subsystem notifies the examiner that QC inspections have not been performed when the examination
program is started.
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3.6.1 Component Quality Control

Perform quality control as indicated in the component protocol.

1 Phlebotomy
File  Wiew | Uklit Reports  Window Help

ol il |l,+

Exan Fause
Cbservations

IiE Exccliisions

Send Message Crl+M
UFO Sighting

Equipment Check

English (x| HE
SEEmish o E

Toolars...
Settings...

| Quality Contral |MEC Layer: 1141472003 |4pplication: Yer 11.11.144]  Connected to Coordinator | 5P assignedto room | 01:15 PM

To access the component QC module, use the mouse to direct the mouse arrow to {Utilities}
in the menu bar, left click, drag the arrow to {Quality Control} and left click, or select [Alt] [U/u], [Q/q]

or [Ctrl] [Q/q].
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Record the quality control activities. Mark each done check box with a check mark.

* Phlebotomy =1 x|

File Wiew Utlities Reports  MWindow Help

lwrw | @o=|%5|2 0

T Phlebotomy Quality Control Checks
End of Session |+ Supply Use

QC Check Result |Commenl
Foom Temp. Reading

17°C-25°C

Disinfect Counters r |

Ok Cancel |

|Ready |MEC Layer: 1141472003 [4pplication: Yer 11.11.144]  Connected to Coordinator | SP assignedto room | 01:59 PM

To record a check mark in the check box, use the mouse to direct the mouse arrow to the
check box and left click, then select [Tab] to move to the Result box. Type “Yes” or “Not Done” in the
Comment text box and then [Tab] to add free form text explaining any “Not done” or abnormal response.
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Continue entering the QC.

* Phlebotomy =1 x|

File Wiew Utlities Reports  MWindow Help

lwrw | @o=|%5|2 0

T Phlebotomy Quality Control Checks
End of Session |+ Supply Use

QC Check |Done| Result |Commenl

Room Temp. Reading 2 |26 Motified MEC Manager and Chief Medical
170 g5 [Technologist

Disinfect Counters I~ E\(es|

Ok Cancel |

|Ready |MEC Layer: 1141472003 [4pplication: Yer 11.11.144]  Connected to Coordinator | SP assignedto room | 01:59 PM

If the result is unexpected, such as “No,” document the actions taken to resolve the situation
in the Comment text box. To save these actions in the database, use the mouse to direct the mouse arrow
to the OK button and left click, or select [Enter]. To exit the QC module without saving these actions in
the database, use the mouse to direct the mouse arrow to the Cancel button and left click.

3.7 Warning and Error Messages
Throughout the course of an examination, warning and error messages may appear when an

attempt is made to perform an action the program cannot execute or requires confirmation to continue the
action. The message normally appears with statements explaining the error condition. Complying with the
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error message statement will normally remedy the error. When required to