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Protocol for
Neuropsychological and Quality of Life Mcasures
Division of Lung Diseases
A~ " Natlonal Heart, Lung, and Blood Institute

INTERMITTENT POSITIVE PRESSURE BREATHING TRIAL (1PPB)

}. BACKGROUND

Patients with chronic obstructive pulmonary disease (COPD) are
often unable to be employed or to engage in previously enjoyed social
and recreational activities. Emotional and personality disturbances
have also been associated with COPD (Agle, Baum, Chester and Wendt,
1973). These changes in basic adaptive abilities, emotional status
and "'quality of life' are major consequences of the disease. Some
of the symptoms (e.g., decreased exercise tolerance) may be fairly
direct results of impaired lung function, but many are probably due
to the effects of chronic hypoxia on the brain. It is well known
that decreased oxygen supply can cause impaired brain function and
structural damage to this organ system. Also, there is a very
extensive literature showing the complex behavioral changes caused
by diffuse and focal brain lesions, and numerous neuropsychological
tests have been developed and validated for measuring such behavioral
changes. Previous research has correlated degree of neuropsycho-
logical deficits with degree of hypoxemia in patients with COPD (Krop,
Block and Cohen, 1973). The Krop et al. (1973) study also showed
improvement in neuropsychological functioning and emotional status
as a result of continuous (24 hour a day) oxygen therapy in COPD

— patients.

NEUROPSYCHOLOGICAL EVALUATIONS. There will be two neuropsychological
v test batteries used in the |[PPB study: a slightly expanded Halstead-
Reitan Battery (HRB) and a Lafayette Repeatable Battery.

There is an extensive body of published research which documents the
sensitivity of the HRB to cerebral dysfunction involving various
etiologies. Reviews of the validation research, as well as descrip-
tions of the tests, can be found in Reitan (1966) and Reitan and
Davison (1974). Acceptable relisbility figures have also been reported
by Klonoff, Fibiger and Hutton (1970) and Matarazzo, Wiens, Matarazzo
and Goldstein (1974). The only additions made to the standard HRB

for this study are the Wechsler Adult Intelligence Scale (Wechsler, 1955;
Matarazzo, 1972) and Russell's (1975) modification of the Wechsler
Memory Scale; both of these tests are frequently used in conjunction
with the standard HRB for clinical and research purposes. The

expanded HRB provides comprchensive coverage of adaptive abilities

that could be affected by treatment-induced changes in neurologic
status; i.e., intellignece, concept formation, gencral alertness

and flexibility of thinking, problem solving ability, learning,

menory, expressive and rcceptive language functions, and a variety

of sensory and motor abilities. In addition to separate scores on
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each of these abilities, the HRB yields two summary scores of

overall neuropsychological impairment: the Halstead Impairment Index
and the Average Impairment Rating (the latter measure and its

validation research are described in Russell, Neuringer and°Goldstein,
1970). In the rescarch described in the above references, these

summary scores have been found more sensitive to neurologic disorders
than have any of the individual test scores in HRB. Furthermore, Reitan
(1966) has shown that the diagnostic accuracy of the HRB test and
summary scores can be improved upon by clinicians using several comple-
mentary inferential processes. Thus, two experienced neuropsychologists
on the project will make blind independent clinical ratings of the test
protocols. These ratings will help determine whether clinically signifi-
cant changes in neurologic status have occurred.

Besides being the most comprehensive and best validated neuropsycho-
logical test battery for diagnostic purposes, the expanded HRB is
finding increasing use in predicting the problems that neurologically
impaired patients have in their everyday functioning (Denerll, Rodin,
Gonzalez, Schwartz and Lin, 1966; Schwartz, Denerll and Lin, 1968;
Heaton, Chelune, and Lehman, 1977; Newnan, Heaton and Lehman. 1977).
Therefore, the use of this test battery will enhance the possibility
of correlating changes in neuropsychological functioning with changes
in quality of life in COPD patients.

In a pilot study conducted in the Neuropsychology Laboratory at the
University of Colorado Medical Center, it was determined that the
expanded HRB took four to six hours to administer to COPD patients.
All patients tolerated the testing well, and were. able to complete
it in a single testing session (given periodic breaks and time out
for lunch, of course).

The Repeatable Battery has been added to the study protocol in order

to determine more precisely when treatment-induced neurologic changes
occur. There are two main advantages to this Battery: first, it takes
less than an hour to administer; and they can be re-administered at short
intervals without having practice effects influence the results. Also,
the sensitivity of the Repeatable Battery to drug-induced changes in

CNS functioning has been demonstrated in previous research (e.g., Rennick,
Keiser, Rodin, Rim and Lennox, 1974; Lewis, Rennick, Clifford, Rodin and
Rim, 1976). The disadvantages of the Repeatable Battery are that it covers
a restricted range of abilities (general alertness, attention,
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flexibility of thinking, and motor speed and coordination) and that
it is relatively new and has not yet been shown sensitive to cerebral
pathology involving many etiologies. Nevertheless, used in conjunc-
tion with the expanded HRB, this battery may help determine not only
the types and degrees of treatment-induced behavioral changes, but
also the time it takes for such changes to occur. The following

are tests included in the abbreviated Repeatable Battery (brief
descriptions are provided only for tests not described in Reitan and
Davison, 1974 or Wechsler, 1955): _

Digit Symbol. This is abstracted from the Wechsler Adult In-
telligence Scale, and has six alternate forms.

Color Naming. This uses a test booklet containing a series of 48
sets of four colored squares which must be correctly named by the
subject in sequence. Total time and errors are recorded. (See
Goldstein, 1973).

Grip Strength. Grip strength with both hands is measured with the
Smedley Hand Dynamometer (Lafayette Instrument Company).

Grooved Pegboard. See Reitan and Davison, 1974,

Finger Oscillation Test. See Reitan and Davison, 1974.

Trail Making Test (Part B). See Reitan and Davison, 1974. Five
alternate forms of this test are available.

Sentence Writing Time. This is a test of motor speed and coordination
in a familiar but complex activity. The subject is asked to write
the sentence '""The large dog runs fast'' with the dominant hand. The
sentence is presented verbally as well as visually on a 3x5 card.
There are three trials, and the times from the last two trials are
averaged to compute the subject's score.

Visual Search. This is a measure of elementary visual pattern
matching under conditions of high visual noise. Subjects are asked to
match a small checkerboard-like pattern to another one like it found
in a highly redundant array of similar patterns. Eight presentations
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are made from the test booklet and total time and errors are recorded.
There are two alternate forms.

Discrimination Reaction Time Test-Substitute. This replaces the
original computer assisted test and provides a measure of sustained
attention and discrimination speed. The subject is asked to cross
out a specific number, six or nine, which appears randomly within
61 rows of 35 single digits. Each number is equally and randomly
presented enabling repeated administrations with different numbers.
Total time and errors are recorded.

The Repeatable Battery will be administered to each patient four times
before oxygen therapy is instituted. The first three administrations
constitute the training trials, and the fourth provides the baseline
measures. Each patient will then be readministered the Repeatable
Battery after one, two, three and six months of oxygen therapy.

Neuropsychiatric History Questionnaire. The NOTT is a study concerned
with the neuropsychological concomitants of COPD and potential cognitive
benefits of two forms of oxygen treatment--continuous and nocturnal.

It is important to account for known sources of variability in
neuropsychological results in order to partial out the unique

effect(s) of COPD and oxygen therapy. Past medical history is known

to affect neuropsychological test findings. It is evident that persons
with histories of neurological disorder (head injury, learning disability,
stroke, diabetes with arteriosclerotic vascular disease, encephalitis,
etc.) are at greater risk to show neuropsychological deficit than

are persons without such histories. For this reason, a detailed medical-
neurological history is essential. Our prediction is that a pro-

portion of the variability in neuropsychological findings will be
accounted for by medical history.

It is also known that alcohol abuse relates to neuropsychological
deficit (see attached review by Grant and Mohns (1974) of chronic
cerebral effects of alcohol and drug abuse). Recent evidence (Grant
et al., 1976; Grant and Judd, 1976; Grant et al. 1977) has also
implicated heavy use of other drugs, particularly CNS depressants,

in neuropsychological impairment. This relationship was found in
heavy drug users who were, however, very youthful, suggesting that the
effect might be a potent one. For these reasons we must be sure that
observed impairment in pulmonary patients is not a product of alcohol/
drug use, acute or chronic. Our prediction is that, in persons with
substantial alcohol/CNS depressant drug use, a proportion of the
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variability in impairment will be accounted for by substance use
history.

The neuropsychiatric history proposed here is a modification of
one used in a recent national collaborative polydrug study.
Neither version is copyrighted. Extensive validity-reliability
studies were not possible in the collaborative polydrug study.
Nevertheless, the following information exists:

1. The interim drug use questionnaire correlated significantly
with toxicological examinations of blood and urine (p . 01). This
is one mecasure of concurrent validity.

2. Both medical and drug use information contributed significantly to
NP findings, suggesting its validity (usefulness).

Quality Control in NOTT Psychological Testing. Neuropsychological,
personality and quality of life testing will be administered by
psychological technicians. They received preliminary training by
psychologists or psychiatrists at their own centers, and then
participated in two training workshops organized and supervised by
Drs. Grant, Heaton and McSweeny. All testing is done individually

in testing rooms (quiet, well-1it, equipped) set up for the NOTT
study. The immediate supervisors of the technicians at their centers
are psychologists (or, in one case, a psychiatrist with extensive
experience in psychological testing) connected with the NOTT study.

A second level of supervision and quality control is provided by

the two neuropsychological ''reading centers' at San Diego and Denver.
All test protocols are reviewed completely at these centers for
possible errors in test administration or scoring, and needed
corrections are made before the data are put on data forms and

sent to the NOTT central data center at Ann Arbor. The reading
centers are staffed by experienced neuropsychological examiners, who
also provide ongoing supervision (via phone and mail, and periodic
visits to observe testing) to the technicians at the individual

NOTT centers.
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EMOTIONAL STATUS AND QUALITY OF LIFE EVALUATIONS. Numerous studies of
chronic hypoxia have indicated that hypoxic individuals often experience
changes in mood and behavior including increased anxiety, depression,
irritability, and paranocia (van Liere and Stickney, 1963). These
findings, along with clinical reports, have convinced a few
researchers to investigate the relationships between socioemotional
behaviors and hypoxemia due to COPD. These studes reveal that COPD
patients do experience negative changes in mood and social behaviors
similar to those found in studies of chronic hypoxia which are somewhat
amenable to treatment with oxygen therapy (Block, Castle and Cohen, 1974;
Fishman and Petty, 1971; Krop, Block and Cohen, 1974).

Some of the emotional effects of hypoxemia may represent the direct
result of an inadequate supply of oxygen to those portions of the

brain (i.e., the limbic system) which mediate emotional behavior.
However, it is also clear that sociocemotional changes may be the
secondary results of the restrictions that are placed on the lifestyles
of COPD patients by their disease. Often COPD patients must curtail
their usual activities to such an extent that they must forgo usual
modes of recreation and employment. C(ertainly changes in lifestyle

can and do have a negative impact on the COPD patient's mood and social
behavior. Declining powers of concentration and memory, which are also
associated with oxygen deficit (Krop et al., 1973; van Liere and Stickney,

1963) provide additional impetus to frustration, depression, and irrit-
ability.
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Because it is clear that chronic hypoxemia has definite social and
emotional conscquences, appropriate psychological and behavioral

measures should be employed in any study of treatment of COPD patients.

In the current study, we plan to employ four inventories (described below)
to mecasure several aspects of emotional behavior, social adjustment, and
behavioral dysfunction which have been grouped together under the heading
of '"quality of life.'

The Minnesota Multiphasic Personality Inventory (MMPI) (Hathaway and
McKinley, 1951) will be used to measure possible treatment effects

on emotional status of COPD patients. The MMPl provides objective
measures of major dimensions of psychopathology, and an extensive body
of previous research supports its validity for this purpose (Dahlstrom,
Welsh and Dahlstrom, 1972, 1975). The MMPI| has also been used in
several previous studies of emotional correlates of COPD (De Cencio,
Lishman and Lishman, 1968; Cummings, Godfrey and Burrows, 1969; Agle,
Baum, Chester and Wendt, 1973).

Three inventories have been chosen as the primary measures of quality
of life in the present study. They are:

1. The Katz Adjustment Scale - Form R (KAS-R) (Katz and Lyerly,
1963) . _

2. The Sickness Impact Profile (SIP) (Bergner et al., 1976).
3. The Profile of Mood Status (POMS) (McNair et al., 1971).

Although only the POMS is copyrighted, all three tests are standard
inventories with established reliability and validity. Descriptions
of the measures and associated research are available in published
literature (see above references). Thus, only a brief description of
each measure will be given below.

KAS-R. The KAS-R contains five major sections which focus on
several dimensions of community and social adjustment as well as
general psychological disturbances. Section Rl contains 127
questions concerned with psychiatric symtoms and social behavior.
Sections R2 and R3 are concerned with the patient's performance
of socially expected activities and the expectations that others have
for his performance of these activities. Similarly, section
RSL deals with the level of free-time activities and section R5
covers the respondent's leve! of satisfaction with those.

The KAS-R takes about 30 minutes to administer to the patient's
spouse or another person with whom the patient has .a close relationship.
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Because the KAS-R s completed by the patient's relative, it permits
an independent mcasurement of the paticnt's functioning as well as

a measure of how he is perceived by others. In the present study,
the KAS-R will be administered to the patient's relative by

the psychometrist at baseline and at twelve months following treatment.

In one study reported by Hogarty (1975), the median internal reliability
for the five scales was found to be .725. Other studies (e.g., Katz

and Lyerly, 1963) show similar high test-retest and internal consistency
reliabilities.

The KAS-R has also been shown to be highly predictive of ratings of
subject adjustment made by experienced psychologists and social
workers (Hogarty, Ulrich and Katz, 1973), while other studies have
demonstrated the effectiveness of the KAS in predicting the course

of adjustment over time (Michaux et al., 1969) and in differentiating
_various patient populations (Hogarty et al., 1968). Although the
scale has been used most frequently to assess the effectiveness of
psychiatric treatment, the scales also have proven to be useful

with psychiatrically normal populations (Hogarty and Katz, 1971).

IP. The SIP is a measure of health status developed for use as an
outcome measure in the evaluation of medical care. Specifically,

it is a questionnaire instrument designed to measure sickness-related
behavioral dysfunction. It provides an overall dysfunction score,
as well as separate dysfunction scores for fourteen categories or
types of activity. The categories involve behaviors related to
social interaction, ambulation, sleep and rest, taking nutrition,
usual daily work, household management, mobility and confinement,
movement of the body, communication activity, leisure pastimes and
recreation, intellectual functioning, interaction with family
members, emotions, feelings and sensations, and personal hygiene.

It consists of 189 items and may be completed by the respondent in
20-30 minutes. Test-retest reliability coefficients for the overall
score are on the order of .90 (Pollard et al., 1976). Construct
validity has been examined using self-assessment and clinician
assessment of health status and related function assessment
procedures. The correlations obtained are on the order of 140 to
.60 (Bergner et al., 1976). The SIP will be administered to the

patient at baseline and twelve months after baseline.

POMS. The POMS consists of a list of 65 adjectives that the patient
rates on a five-point scale to indicate current mood. Subscales on
the POMS include Tension-Anxiecty, Depression-Dejection, Anger-
Hostility, Vigor-Activity, Fatigue-lnertia and Confusion-Bewilderment.
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The POMS is very brief; 1t takes about five to ten minutes to complete.
Thus, it will be used as a repeated mecasure of mood. -

The psychometric characteristics and utility of the POMS have also

been examined in many studies (cf. McNair et al., 1971). In six
studies the internal consistencies of the six factor-scales of the

POMS have ranged from .84 to .95. Stability coefficients ranged

from .65 to .74 for a 20 day test-retest interval and from .43 to .52
for a six-week interval. .

The POMS has proven to be highly sensitive to emotion inducing conditions
such as anxiety inducing films (Pillard et al., 1967) and psychotropic
drugs (Lorr et al., 1964) and short-term psychotherapy programs

(Lorr and McNair, 1964).



1. PATIENT STUDY

A. Recruitment

Fifty patients at Winnipeg and fifty patients at Oilahomn will
receive ncuropsychological testina,  All patients will receive
quality of life testing.

B. Testing
1. Buseline .
a. MNecuropsychological Testing
i. Modified Halstead-Reitan
if. HHP
iii. Lofayctte "Repcatable Battery"
b. Quality of Life mcasurements
i. sip
ii. KAS-R
iii. PONS
iv. Rccent Life Changes Questionnaire (RLCQ)
2. Six Month Anniversary
a. Neuropsychological Testing - none
b. Quality of Life
SIpP
ii. KAS-R
tii. PONS
3. Follow-up
a. MNeuropsychological Testing (twelve months)
i. Modified Halstead-Reitan
if. P .
iii. Lafayctte *"Repcatable Battery"
b. Quatity ol Life (12, 2h, and 36 months)
i. Sip
ii. KAS-R .
iii. POMS

v, RLCQ

*

C. Data Processing

All completed Quality of Life forms go directly to the Data Center
(D. Krucyer). Heuropsychological forms are reviewed in Oklahoma
(K. Dcan) and then go to the Data Center (D. Krueger).

I
’

*Lafayette and Rennick ''Repcatable Batteries' are essentially the same.


http:tlclIropsychologic.J1

CONTROL STUDY

A. Sample Size

Thirty subjects will be recruited (15 at Oklahoma and 15 at
Winnipeg). . )

B, Subject Selcction

It will be iwmportant that thé rormal comparison group provide a match to
the IPPB patients in terms of certain demographic characteristics. To
ensure this, Mr. Dean Krueger at the George Washington Data Center

’
will pvovide each study center with a dsscription of the kind of
trols that chould be recreited. The Data Canter will specifiy cricteria ranges
for zge, zducation &nd sex. Your case fincar shculd cail Bethesda to obtain
a list of cese numbers drewn {rom your COPD subiect pool.
C. Subject Recruitrment
Therz are many ways in which a comparison ercup might be selected. The
Advisory 3oard to ({PPB studies has determined that a ''neighborhood
control" ch In brief, this aprrozch involves:
1) identif th cical patiznt.ccnes znd 2)
erplevin R 2z the neizhibornood for 2
norwal consaricc . i




Tne details of the searching procedure have been worked out. Your case
finder lias been trainzd in th-ir = pplication and a complete summacy of the
method has been attached.

D. Scrzzning Sub jects

Once a sudject with the proger Srnogrannic cha zacterlstlcs Las Seen icenri-
fied zrd willinzness to parcicipate is zscartzined, a "normz2l comparison
group §creen1ng questionnaire" will bte completed, This
screening procedure will zssure that the cvmparison subjectis are in good
general health, do not have COPD, and do not have other illrazses le.2.,
alcoholiswm, psvchosis) which might interfers with nzuversvchnlesizal testine
] . = == =tce
Records will be meintained on the numnber of attezmpis to contact a prespective
subject, numder of rafusals, number of rejections because of vieclztion of
screening a2nd dropouts. (See case finder tally sheet.)

PROCEDUPES

A. RNeuropsychological Assessmznts

The Halstead-Reitan Battery including the Modified Wechsler Mcmory Scale
Wechsler Acdult Intelligence Scale and the Minnesota Multiphzsic Perscnality
Inventory (iPI) will be zdriristired to these subjects. Additiornally, those
tests of the Lafayette Repcatable Bactery which are not in co-=on with the
Kalstead-Reitan will be acministered once. In effect this will rzan that
there will be a complete Halstead-Reitan and one complete Lafzyette Recpeatadle
on each comparison subject at each tasting occasion (see below).

B. Quality of Life Measures

The Sickness Impact Frefile (SIP?) znd the Profile of Mood States (PCHS) will

aup

also be acdministered. .

C. Neuropsvchiatric Interviews

The initial neuropsychiatric history wich both
(including totacco) components will be admini

Q

D. Timing of Psvchologiczl Assessment

Each cemparison subject will be ex2mined on two occasions. The second exs
ation will be twelve months after the initial examination. Procedures A, B, a
.C abeove will be repeated at the second ezamination with the zxcepiion that
nevropsychiatric interview form will be modified to cover the preceading six

months only.
E. Data Procecssing

All data will be forwcarded to the Neuropsvcholeogy Screening Centers in the szse
‘manner a2s the neuropsycholegy data collectad by ths study proteoccl.




cipant may be naid $25.00 at esch occasion.

P

For their time, cach part

G. Informad Cenzent
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II.

SIDZ/ARY

CONTROL STUDY
CASE FINDING COXN: Lu.nCE

FZBRUAKY 5-6, 1979

INTRODUCTION

To facilitate the zgreed-upon acquisition of a healthy "normal” control
< t which to coopare the neuropsychelerical functioning of

» 2 training seminar wzs held in San Diego on

znd 6th, 1979.

Trhe purpose of the scwirar was to instruct newly hired cese findars

from each IPPB centzr in the cecse finding method which haed bhecen cevelopad
znd tested in San Di=go during th2 mcnth of January. Specifically, this
required discussion of the ccnceptual background and need for a "controllzq"
study, the theoratical model for acqulring conirols, the mezning of a
"match", the practial experiznce acquirzé during the pilot in applyving .

the thzoretical model, the explorsticn of tolerable deviations from the
model due to local conditions and the algorithin for moving data from local

center to Bethesda.
‘THE THEORETICAL MODEL

It was agreesd uvpon by the |PPB Steering Committe2 on the advice of
Millicent Eiggins, Ph.D., that the best possible method of matching indiv-
r

idual COPD patients with healthy older controls would exist in administering
m2dical-nzuropsychological criteria to such potential controls throuzn a
neighborhood search and s=lection process. In other words, the cecnirol
for any given IPPB patient would hzve to be selected, as mecarly as possitle,
from the neighborhood inhabjted by the patient himself.
In addition it was decided that in accordance with accepted epidemiolegical
methods, the neighborhood search itself would have to be systematizad znd
- appliad uniformly ifrom ceanter te centsr. Szan Dis2go, zs the pilet center
by lection molal

zntsr
for control case finding, deveiopad the
+ =

fOl’OulﬂE search and se
and as mentioned earlier, tested i ic

Two basic rules were established to guide the case finder's peregrinaticns
through a given neighborhood:

1. The Clockwise Rule

* Where possible, move from dwelling to dweliing (house to house,
apartment to spartment, trailer to trailer, room to room, block
to block, tract to tract), imzg¢ining the |ppg patient's house
or apartment to occupy the position of 12 o'cleck. .
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2. The Zig Tag Rule
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general, rent and
to the floor cne 1

Another seerch guigel
. we became aware of du
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placement.
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r zig zag rules to this procedure. If no
the patient's floor then the case finder

nd 2nd floo-s a2bove the patient's floor and
nd 2nd floors below the patient's floor.

ned to account for the ctservation that, in
possibly socic-economic status, is related
ives on in high rise buildings.

0 )

o0 a sz2cific contingency which
n igat

st

[WHY

ertai t
ring the pilot

whom a iratch must be founé currently lives
. .- .. . . . (]
the case finder will search the patient's

d. "Nursing hOﬂe" in this case refers only

idznce where actuzl =2d4ical cere is proviczd

c m=dical condition %azs czused the pztiznt's

ment homa2s or co=dle exes are not ruled out

ures per se, unless some unforseen contingency

mzke eearch in such an area icpessible.

more ea2sily concefved than epplisd. Human
antasies or ideals.

unpredictable bias in clinical reszaarch

be made to make biases svstematic and unifora

this way to mezke comjparicsons between studied

samples clear in their w2aning.
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SUIARY .
I1II. THE MCANING OF "A MATCH"
The IPPB patients selected by George Washington needed to be matched
according to the following criteria:
3 A. AGE - divided into four '"bins' or categories:
1. 35 to 59
2. 60 to 69
3. 70 and above
This means that if an IPPB patient is 47 years old when lst evaluated,
then the casefinder may select a person 59 years of age or less as the
match for this patient. If the IPPB patient is 61 years old at base-
line, then the match can be from 60 to 69 years of age.

B. EDUCATION - Similarly, educational lgvel was "binned™ in the following
manner: . )

1. 9th grade or less

2. 10, 11

3. high school grad or some college

4. college graduate (16 yecars formal education or more)

- In other words, an {PPB patient with 10 years of formal education
could be matched by a control who had 10 or 11 years of formal
education, etc.

C. SEX - Males matched with males, females matched with females.

D. ETHNICITY AND RACE - Neither of these characteristics will be used as
matching criteria; therefore, any race or ethnic backgrecund in a given
patient mav be matched by any race or ethnic background in a potential
control.

1V. APPLICATION OF THE MODEL
San Diego's experience in the pilot can be summed up in several
statistics which relate man hours to the achievement of the objective:
screening and enlisting the cooperation of a desirable control in the
study.
Frances Ferguson, the San Dicgo case finder: S

1. worked a total of 118 hours to cnroll 4 qualified controls during
the first month of the study.
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This represents 48 hours more than she was hired to work per
ronth (50% time pesition). lowever, &t lezst 24 of the total 113
hours were spent during the first thrze duays on the job attending

we
—ny . o .
to employment papurwork and formalities and to the task of scquiring
licenses and sundry ocher identification nzcessary to doing can-
vessing work in San Diego County.

2. Knockzd on a total of 204 doors in the canvassing effort.

3. Got no resporse at 119 (58%) of those doors. (Inhabitinrs out
to work or othervise not answering.)

4. Got 2 response at 85 (42%) of 204 doors.

5. Encountered 8 individuals out of those 85 who answered their doors
who were uvrwilling to talk at all.

6. Found that of the 77 (90% of thcse home) who were willing to talk
72 were unmatchable on decmogzraphic grounds alone.

7. That of the 5 who qualified d=mographically, 4 2lso qualified in
tzrizs of level of health and were in fact, good candidates for the
control study. One of the five had to be screened out for Parkin-
sonism.

These statistics, if applicable to other months in San Diego and to
other geczrzphic locations indicate that the initial job of finding
qualified ccntrols for COPD paticnts will be time-consuming and
pessibly frustrating. One final datum a2dds another element worth
considering:

8. The San Diego case finder logged over 1,000 miles in 118 hours
work during her first month on the job. Per month estimates of
mileage for the remaining 5 months of the case finding period
rznge between 400 and 750 miles per month. Arrangements should
be made for re-imbursement of fuel expenses for case findars at
other centers as they have been in San Diego.

The San Diego cazse finder lists below a series of strategies and
tactics use full if other case finders encounter similar situations.

1. After obtaining the list of patients for which a matched control
must be found, locateée the patient's dwelling on a fairly detailed
street map. Then, map out the course of the search in as much

" detail as the map will allow.

2. Carry a canvassing log or notebook which can be used to note
infor=ation pertinant to having to possibly re-visit a portion
of a neighborhood if original attenpts to contact inhabitants
are vnsuccessiul. It can also serve as a mileage log.

.
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3. Carry the Czse Finder Tally Si.cet on a clip board iqr ease

of use,

4. Bafore going to zny neighborhood for the first time, check
to find out whather a solicitor's licungs is resuired. If so,
D& sure to g=i c¢nz, anc te sur2 the licnneing bureav under-
stands thzt you work for a no:-for—profit orgenization. This
will r2an that IPPB will mot hive to pay fees for licensing

5. Consider the possibility of using a University or Medical Center
vehicle instead of your ocwn. It wzy be more - or less - cost

g into.

effective tut its worth locking

6. Try to obtain a "Professional Identification Czrd" from the
University. If vou camnot obtain one in this way, hzve scme
printed identifying vou with the imstitution znd cdepartzent

you work for. Fresencr this card first when you me2t new folks
in the neighborhoeds. unW¢ﬂg the ofificial license is tac:y
and should be uvsed only 2s a last resort in convincing somzcne

that you are who you say you are.

7. Before canvassing in any multi-family éwelling see the mzanager
of the building fivst. Often, retirenent complexes hzave rules
of this nature. 1If you avoid mzkine this initjal contact with
the coiaplex manzger, he or she cay corder you off the property
in an embarrassing scene. License or no licernse.

8. If you have found a qualified aznd willing ceontrol, call vyour
neurOﬁ;th01001ba1 and pulmonary techniciazns before leaving
the control's home. ©Establish a probable cate for the control's
evaluation with the techs and then tell the control. This will
"seal the deal" so to speak and minimize the ambiguities for

them.

9. EBe aware of the lzws rezzerding ccafidentiality. You cennot di-
vulge directly or indirectly, the —zme of 2 COPD patient pzrtici-
pating in the IPPB study even if the control knows him or her
and zsks only for coxfirmation of the fact.

10. 1f 2 selectced COPD patient's neighborhood hzs thovoughly bee
canvassed without finding a qualifiad control, pursue tne s
in adjacent neighborhoods. 1If you're convinced that it is i
in a sociodemograpnic sense. If asdjazcent neighborhoods are not
comparable call Bethesda and ask for another COPD index subject.

h
lar

czrC
i
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11. Some COPD patients may get upset if knowledge gets back to then
through the neighborhood yrapevine that "soseone working for
2 Lung Discase Study" has been in the neighborhooad zsking questiors.
Consider the pecssibility of hazving vour |IPPB nurse call each of the
COPD patients on vour list to inform them of your presence and
purpose before you go out into their DCIDuDOYhOOGS.

I3
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V.

VI.

J2. Usilig tha nodel previded in this packzpe, write a letter
on University or Mzdical Canter s.a;ior y describing in
dztail the proc:dures we ave wsking the controls to parti-
cipete in. 1ist study con:tact phone numbers on it. CGive
the letter to pzrsons who have qualified devographically
end wzdic2lly zad who are willing to participaste. Tris will
proevide the cecnirol with an opporturity to reviaw wvhat he
hz2s gotten himselfi into after you've gone. 1If he or she
has guissticns thz2y czn uvse the phone to obtzin enswers.

DATA FLOW

Tne ceseiinder will le responsible for two stucdy forme: the czse finder's
telly shzet; &nd the contrel scresrning guestionnaire, exzoples oi which
zre atteche&d in their fizasl form.

The cese finders taily sheet is 2 forw wnich z2llows the case finder to
record the frecuency of certain catezeries of respense, i e. the totsa
ruther of Goors Xnocked c¢n, the freguency of "no zrswers', the frecuency
of "homze, but unwiiling to talk", the nuszber of nonaaaogra‘hically meztched

contacts, etc.

The control screen is the

instrveiment used for determining whether a poten-
tial control is wmedically qua he

t
lified (healthy) to participate.

All tally shects are sa2nt to the appropriate neuropsyvchological rezding
center after a match has been made for a given COPD patient.

forms will be forvarded to Ann Arbor from the

The data {row both of e
ng checked.

ts
rezding centers aiter be

A note on conirol screzns:

If in the course of azdministeri

control, the parson 2rnswers a STOU? question in the pesitive thus dis-
cuzlifying himself from participztion, the case finder ccntinues to fill
out the guestionrnaire. This questionnaire zlong with those for person
who quaslifiy is sent to the neuropsvchological reading center in ordar
that some picture be developed of the meaning of disqualificaticn.

A. Jraipnzes from cazch of the centers were given a dedorstration of the
spirometry procedures that each control would 2o through.
B. ©raemonstrations of the ne psycnolog ic2l proccdures were presented

— to the grouvp by the San Diego NOIT psychoczetirist. .

C. Role playing s~csions on the concuct of control ccreen interviews ,
vere held. Each trazinee had the opportunity to "play" the prespective
control and had several opportunities to zdminister the control i
screcning questionnaire to naieve "subjects" ‘



VII. SUMMARY i

The czse finder's .trzining -eeninar covered a great deal of infcrzatiorn.
The feeling wes that it (information) could not have been comnunicated
in 2 more effective mznaer, and thar, itzd it not bezen organized in such

a way, the d:gree of unifornity and corsistency required could not have
been achicved.
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Minutes of NOTT Subcommittee Meeting
Date: November 22, 1978
Place: Bethesda, Maryland

Attendance: Lynn Blake, Igor Grant, Bob Heaton, John McSweeney, David DeMetts,
George Williams

The purpose of this meeting was to determine those neuropsychological and
quality of life variables which would be utilized in making decisions regarding
the length of the NOTT follow-up period. A complete analysis of those selected
variables would be presented to a subcommittee of the Advisory Board in Feb-
ruary and, subsquently, to the full Advisory Board in March. Such an analysis
would include an assessment of treatment differences, statistical power calcul-
ations, as well as projected conclusions that would be made at the scheduled
end of the NOTT study. It was decided that no more than twenty variables should
be considered for this purpose.

After considerable discussion the following variables were selected:
Rennick Repeatable Battery:

(1) Percent Tests Impaired - This variable is calculated as the percent
of nine tests on which a given individual is impaired. For the purposes of

power calculations, a five percent difference in mean values for the 12 hour
and 24 hour treatment groups would be considered clinically important.

(2) Average Impairment Rating - For the purposes of power calculatioms,
a .10 difference in mean values for the 12 hour and 24 hour treatment groups
would be considered clinically important.

NOTE: The baseline values for the above two variables will be determined
from the last administration of the Rennick Repeatable Battery before random-
ization. If less than three administrations are available, the baseline results
will be considered to be missing. Since the Rennick Repentable Battery is
administered at baseline, 1, 2, 3, and 6 months, a multivariate analysis will
be utilized comparing the two treatment groups with respect to their average
response at these five time points. However, attention will be focused at a
comparison of the linear trend over time for the two groups. If it is necessary

to reduce the number of variables for consideration, the average impairment rating
may be omitted.

Halstead-Reitan Battery:
(1) Russel-Neuringer-Average Impairment Rating - For the purposes of power

calculations, a .10 difference in mean values for the 12 hour and 24 hour treat-
ment groups would be considered clinically important.

(2) Impairment Index - This index is based on eight scores. For the
purposes of power calculations, a .05 difference in mean values for the 12
hour and 24 hour treatment groups would be considered clinically important.
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(3) Brain Age Quotient - For the purposes of power calculations, a diff-
erence of 3 in mean values for the 12 hours and 24 hours treatment groups would
be considered clinically important.

NOTE: The average change in each of the above variables between baseline
and the six month anniversary will be compared for the two treatment groups.

Clinical Rating:
(1) Clinical Global Rating - For the purposes of power calculations, a

.25 difference in mean values for the 12 hour and 24 hour treatment groups would
be considered clinically important.

(2) Change in Global Rating - For the purposes of power calculatiomns, a
.25 difference in mean values for the 12 hour and 24 hour treatment groups would
be considered clinically important.

NOTE: The average change in the clinical global rating between baseline and
the six month anniversary will be compared for the two treatment groups. It will
be important to indicate clearly the distinction between the above two variables.

MMPI:

(1) Number of MMPI Scores Above 70 - The MMPI scores to be considered in
this count include F, HS, D, HY, PD, PA, PT, SC, SI, and MA. For the purpose
of power calculations, a .50 difference in mean values for the two treatment
groups would be considered clinically important.

(2) Mean Score of Ten Scales - The ten scales to be considered in the
construction of this varialbe are listed above. For power calculations, a
difference of 1 would be considered clinically important.

(3) ES (Ego Strength) Scale - For power calculations, a difference of 2.5
would be considered clinically important.

NOTE: The average change in each of the above variables between baseline
and the six month anniversary will be compared for the two treatment groups.
If it is necessary to reduce the number of variables for consideration, the
variables labeled number of MMPI scores above 70 may be omitted.

Sickness Impact Profile:

(1) Total Score - For power calculations, a difference of 0.2 standard
deviation units in mean value would be considered important.

(2) Physical Dimension - This variable will be calculated as the sum of
the ambulation, mobility, and body care and movement subscales of the SIP. For
power calculations, a difference of 0.2 standard deviation units in mean value
would be considered important.

(3) Psychosocial Dimension - This variable will be calculated as the sum
of the social interaction, communication, alterness behavior, and emotional
behavior subscales of the SIP. For power calculations, a difference of 0.2
standard deviation units in mean value would be considered important.
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NOTE: The average change in each of the above variables between baseline
and the six month anniversary will be compared for the two treatment groups.
If it is necessary to reduce the number of variables for consideration, the
physical dimension and psychosocial dimension variables may be omitted.

Katz Adjustment Scale:

(1) R1 (Social Obstreperous)
(2) Rl (Acute Psychotism)
(3) Rl (Withdrawal Depression)

(4) R2
(5) R4
(6) Discrepancy Score

NOTE: For each of the above variables, a difference of 0.2 standard deviation
units in mean value would be considered important for power calculations. The
average change in each of the above variables between baseline and the six month
anniversary will be compared for the two treatment groups. If it is necessary
to reduce the number of variables for consideration, the discrepancy score
may be omitted.

Profile of Mood States:

(1) Total Mood Disturbance - For power calculations a difference of 0.2
standard deviation units in mean value would be considered important.

NOTE: The baseline value for this variable will be the average of the two
administrations before randomization. If only one administration before random-
ization is available, that value will be considered the baseline value. Since
the POMS is administered at baseline, 1, 2, 3, and 6 months, a multivariate
analysis will be utilized comparing the two treatment groups with respect to
their average response at these five time points. However, attention will be
focused at a comparison of the linear trend over time for the two groups.

Home Visit Behavior Checklist:

(1) Average of All Cluster Scores - For the purposes of power calculatioms,
a difference of 0.2 standard deviation units in mean values for the two treatment
groups would be considered important.

(2) Average of Depression, Hostility, Anxiety, and Lethargy Scores -
For the purposes of power calculations, a difference of 0.2 standard deviation units
in mean values of the two treatment groups would be considered important.

NOTE: Since the home visit behavior check list is administered at months
1,2, 3, 4, 5, and 6, a multivariate analysis will be utilized comparing the
two treatment groups with repeat to this average response at these six time
points. However, attention will be focused at a comparison of the linear trend
over time for the two groups.



Pedometer:

The pedometer measurement was suggested as a possible variable to be con-
sidered in the comparison of the two treatment groups. However, if it is
necessary to reduce the number of variables for consideration, this variable
could be omitted. In fact, it was noted that this measurement, although
conceptually important, is so unreliably obtained that it perhaps should be
omitted anyway.

In preparing the analysis of the above variables, it was suggested that
the following approaches be utilized: (1) de novo sample size calculations
utilizing the standard deviations obtained from the accumulated data,

(2) conditional power calculations based on data accumulated to date, (3)
extrapolation of the present trend, and (4) confidence interval calculations.
Moreover, in preparing the analysis, the comparability of the two treatment
groups in terms of selected demographic variables should be examined.



	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


