The Disappearing Subject: Exclusion of People with Cognitive
Impairment and Dementia from Geriatrics Research

Janelle 8. Tavlor, PbD,” Shaune M. DeMers, MD,” Elizabeth K. Vig, MD, MPH, and

Soo Borson, MD'

OBJECTIVES: To evaluate exclusion of persons with
cognitive impairment from research in geriatrics by deter-
mining its frequency, method, and rationale and treatment
in the resulting publications,

DESIGN: Al original research articles published in 2008
and 2008 in the Journal of the American Geriatrics Society
{n = 434) were reviewed using a structured data collection
tool.

SETTING: The Journal of the American Geriatrics
Society.

PARTICIPANTS: There were no participants in this
study,

MEASUREMENTS: Data captured included recruit-
ment method, explicit criterion for exclusion of persons
with cognitive impairment, justification of exclusion
criterion, reason given for exclusion, percentage of indi-
viduals excluded, and mention of exclusion as a possible
limitation, .
RESULTS: Of 434 articles examined, 16% used recruit-
ment methods likely to reduce participation by persons
with cognitive impairment., At least 29% of studies
{n=127) employed explicit exclusion criteria. Half used
the Folstein Mini-Mental State Examination (MMSE),
with variable cut points (16, 12, 17, 18, 23, 26), and
19% excluded individuals for “having dementia” without
specifying how this was determined. Few (6%) provided
any justification for exclusion criteria used, only 43%, gave
any reason for exclusion, and only 14% discussed exclu-
sion as a possible limitation,

CONCLUSION: Persons with cognitive impairment are
frequently excluded from research, often without rationale
or mention of exclusion as a limitation or any discussion
of its potential effect on the evidence base in geriatrics,
When necessary, exclusion should be done thoughtfully
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and with awareness that this may reduce the clinical util-
ity of study findings. ] Am Geriatr Soc 60:413-419, 2012,

Key words: exclusion criteria; research methodologies

As the proportion of older adults in the 1.8, population
increases from 12% in 2000 to an estimated 20% by
2050, more than 9 million will have dementia.* Many
more will have less-severe cognitive impairments that can
still interfere with independent management of their
medical problems and conditions;>® in this article, the
term “cognitive impairment” is uwsed broadly to include
both, with the conscious intention to document the vari-
ability encompassed by this inherently imprecise term. To
provide optimal care to older adults, clinicians must con-
sider the presence of cognitive impairment when communi-
cating with patients, making treatment decisions, weighing
risks and benefits, and identifying the need for family
members and others to participate in crafting and imple-
menting care plans. Although geriatricians generally under-
stand these concepts, operational standards for using them
systematically in healthcare design have yet to emerge.
This study explored to what extent clinical research in
geriatrics might mirror this state of affairs,

In research as in clinical care, whether and how cogni-
tive impairment presents problems will depend on a vari-
ety of factors. Depending on a study’s protocol, exclusion
of people with cognitive impairment may or may not be
appropriate; depending on its objectives, such exclusion
may or may not have scientific or clinical implications.
The evidence guiding clinical care of older adults is already
often extrapolated from studies of younger people;”® a
recent review of randomized controlled trials published in
five leading journals found that more than 20% excluded
subjects aged 70 and older.’ Geriattic research by defini-
tion does not exclude older adults, but it may enact
other forms of exclusion, including exclusion of people
with cognitive impairment, although such people are not
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antomatically incapable of consent to clinical treatment or
to research participation.’®'? The present study examined
the exclusion of older adults with broadly defined cogni-
tive impairment from geriatric research and considered the
scientific and clinical consequences of this.

METHODS

A systematic guided review was conducted of research
studies published in the Journal of the American Gerigtrics
Society (JAGS) sclected because, as the flagship peer-
reviewed journal of the largest professional organization
of geriatricians in North America, it features the most
thoroughly vetted research in the field.

Evaluation of JAGS Articles

All research articles published in JAGS over a 2-year per-
iod (2008 and 2009, Volumes 56 and 57, N = 434) were
reviewed. A period of 2 years (24 issues) was chosen to
encompass a sufficient sample of published research
articles to allow a fair assessment of current research
practices. Excluded were essays, literature reviews,
methodological reports, studies of healthcare professionals,
clinical guidelines, case studies, letters, and review articles,
because these did not involve recruitment of geriatric sub-
jects.

After the initial review of a small sample of articles,
two reviewers (JST, SMD) iteratively developed a data
abstraction tool that was used to guide evaluation of indi-
vidual articles, extracting information about the recruit-
ment method used, whether individuals with cognitive
impairment were excluded, reasons and criteria {with
rationale) for exclusion, percentage of all potential partici-
pants excluded because of cognitive impairment {(when cal-
culable), and mention of exclusion as a possible limitation,
Using the abstraction tool, two reviewers (JST, SMD) each
evaluated 1 year (volume). Each also evaluated articles
published in 2 months of the year assigned to the other,
vielding agreement between reviewers of 96.3% (445/462
data items).

Coding of JAGS Articles

After completing the review, a coding scheme was devel-
oped for assessing studies with regard to questions not
amenable to yes or no answers. Using this scheme, both
reviewers coded all studies, compared their coding, and
resolved discrepancies through discussion.

Evaluation of Articles Based on Prior Studies and
Data Sets

Thirty-nine percent (n == 168) of all articles evaluated pro-
vided insufficient information for categorizing recruitment
methods and referenced a previously published study or an
existing database. Therefore the most frequently referenced
sources were searched directly. Table 1 indexes the prior
studies (n = 93) and databases (n = 46) most commonty
cited. Two members of the research team (JST, EKV) eval-
uated and coded the nine most frequently referenced prior
studies. Another {SB) evaluated the four most commonly

Table 1. The Most Commonly Referenced Prior Studies
and Databases

New Studies
Using Source

Prior Studies and Databases Data, n

Study s
Cardlovascular Heaith Study
“Study of Osteaporotic Fractures
Health and Retirament Study
"~ Heaith, ‘Aging and Body Composition Study
Precipitating Events Project
~Established Population for the Epidemiclogical -
“Study of the Elderly and Hispanic Estabfished .- - o0
- Population for the Epldemwloglcal Study of the L
~Elderly o . R
Invecchiare in Chiantl Siudy b
. National Health and Nutntion Exammation C el g
“Surveys |and 0" AR
Women’s Health and Aglng Study } and b 5
Database KRR AR
Surveitlancs, Ep;demiu!ogy, and End Results 5
Medicare database
Minimurn Data Set el o
Canters for Medicare and Medmald Serwces
< National Veterans Affairs 1npatlent oulpatlent and -
* pharmacy databases -

—

T~

NS

referenced of the databases {n = 18, after excluding meta-
analyses and single-institution data sets, e.g., one hospital’s
medical records).

Data Analysis

Descriptive statistics were used to determine proportions
of studies citing different recruitment methods, explicit
exclusion criteria, a reason for exclusion, and the exclu-
sion as a possible limitation. The percentage of studies that
used different exclusion criteria and cited particular rea-
sons for exclusion was also calculated. Where possible, the
percentage of potential subjects excluded because of cogni-
tive impairment was calculated. Individual studies were
not assessed with regard to whether it was likely that
exclusion of cognitive impairment would affect their spe-
cific goals, because the purpose was not to critique individ-
ual studies but rather to detect broad patterns of research
practices within the field as a whole.

RESULTS

Results for the 434 articles evaluated are shown in Table 2
and Figure 1.

Recruitment Methods

Thirty-one percent of the 434 studies reviewed used
recruitment methods with a low likelihood of excluding
people with cognitive impairment {e.g., recruiting all
patients in a particular setting). Sixteen percent of all
articles employed recruitment methods that should be
expected to exclude people with cognitive impairment, and
3% did not describe the recruitment method.

Another 39% were based on previous studies for
which recruitment methods were not described in sufficient
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Reorultment Mathod Unolear 53% Yoo
Method Likely : 16%
to Exclude?
Expitait Unolear 29%
Exclusion?

/ )
Minl-Mental State
Exolusion Criterion Examination 60%

Justlffoation Given for \

Yes 25%

No 1% /
Otier 50%

No 94%

Yes 47
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as a Limitation? \ No 86%

Figure 1. Overall results of guided review of research articles
(N = 434).

Exolusion Criterlon?

Reason Glven Ho E8%

for Exciusion?

Table 2. Resnlts (434 Articles)

Result n (%)
Recruitment ‘methed : R AR S
Unable to determine from published amcle 227 (63)
-:e " Prior study. with method ot described m the : 168 (39)
article reviewed S
« Based on database wnh unstated method o 46 (11)
;- » Not described - : CLrAB(R)
Method likely to dlscourage pammpaimn by SUD}G(}ES 71 (16)
with cognitive Impairment
-Subjects had to volunteer {s.g., at lacturas) - 27 (8)
« Mailed survey o _ 15 (3)
+.e.Door-to-door -+ e L T A2Y
« Referral by healthcare prowders 17 (4)
.+ "a Telephone contact only - ER R B )
Method mors likely fo include subJects W|th 134 (31)
cognitive impairment
. All-persons in a target settlng (e g.a skllled S '-'-134 (31)
“hursing facility) e
Expilc__it exclusion 7 127 (29)
~ Methed used to exclude . -
Cognitive screen o _ 75 (59)
' te Mini-Mental State Examination 63 (50}
oOther 12(9)
“*Have dementia” or “have cognitive impairment”- .-~ 24 {19)
Unable to participate in protocol 13 (10)
* “Existing dlagnosis of dementia -~ 7 =10 (8)
Reasons given for exciusmn
" Mone. given - TR0 T (68)
Unable to follow prutocol X ()
=" Refiability of data - ERREE et REIAG 8).
Need to isolate a condmon easﬂy confounded wsth 13 (10}
~ dementia or cognitive impairment o
¢ ~Need:to exclude at baseline (cogmtwa Impalrmeat-} NS )
- -an outcome. variable) o S
Exclusmn discussed as a possnble fimitation 27 (14)

detail to judge whether or how they might exclude persons
with cognitive impairment. The nine prior studies most
commonly referenced in this manner include three for
which recruitment methods were not described, whereas
the remaining six recruited subjects in ways likely to
exclude many people with cognitive impairment {through

mailings alone or mailings combined with telephone
contact).

An additional 11% of studies were derived from anal-
ysis of existing darabases for which it was not possible to
determine without further inquiry whether they were
compiled in ways likely to exclude people with cognitive
impairment. None of the four most commeonly cited data-
bases excluded people with cognitive impairment, although
others might do so.

Exclusion Practices

Nearly one-third {n=127) of all studies explicitly
excluded people with cognitive impairment or dementia as
participants, The exclusion criteria (how people with
cogaitive impairment were identified as being ineligible for
participation) varied widely (Table 2). Of those that
employed an explicit exclusion criterion, 60% relied upon
a cognitive screening test. Half used the Folstein Mini-
Mental State Examination (MMSE),"® and 9% used other
cognitive screening tests (e.g., CogAs, Short Portable Men-
tal Questionnaire). Only rarely, in 6% of the 127 articles
using explicit exclusion critetia, were any reasons given for
choosing the specific criterion. Cut points used with the
MMSE ranged from 10 to 26 points; only 10% of the arti-
cles excluding individuals according to score gave any
rationale for the specific score used.

For most studies using explicit exclusion criteria, it
was not possible to calculate from the published article the
percentage of potential participants excluded. When such
calculations were possible {in 17% of the 127 articles),
this percentage varied from a low of 0.01% to a high of
49% (median 14%).

Considering the nine previously published studies that
most frequently provided source data for JAGS articles,
only one clearly did not employ any exclusion criterion. In
four cases, it was unclear whether explicit exclusion crite-
ria for cognitive impairment were used, One excluded peo-
ple “with dementia” if no proxy was available but did not
describe how the presence of dementia was determined.
The MMSE was employed as an exclusion criterion in
three of the nine studies, with cut points of 17, 18,
and 24,

Justifying Exclusion of Cognitive Impairment

Only 42% of the articles that employed explicit exclusion
criteria offered any specific reasons for so doing; 58%
offered no reason or justification. When reasons were
given, they fell into several categories (Table 2).

Mention of Exclusion of Cognitive Impairment
as a Limitation

Approximately one-third of all studies reviewed explicitly
excluded people with cognitive impairment (using various
criteria), and many of those concluded by offering recom-
mendations that would, if adopted, presumably be imple-
mented in a2 population likely ro include a considerable
proportion of people with varying kinds and degrees of
cognitive impairment, yet only 14% of these articles
actually mentioned exclusion of cognitive impairment as a
possible limitation of the study.
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DISCUSSION

This systematic review of 434 JAGS research articles pub-
lished in 2008 and 2009 reveals a pattern of frequent,
often unexplained, and usually unacknowledged exclusion
of people with cognitive impairment from geriatric
research. The large majority used recruitment methods that
would discourage participation by persons with cognitive
impairment or provided too little information to determine
what recruitment methods were used and whom they
might exclude. One-third of studies reviewed explicitly
excluded individuals with cognitive impairment, but fewer
than half of these gave any reason for this exclusion, and
few mentioned this exclusion as a possible limitation,
Given that all articles had multiple coauthors and were
reviewed by experts in the field before publication in
JAGS, hundreds of investigators were involved in produc-
ing the body of scholarship considered here.

The authors of the current review believe that this is
the first study to assess the exclusion of individuals with
cognitive impairment from rescarch studies in geriatrics.
The findings, based on review of a large sample of specific
studies, raise broad questions about how cognitive impair-
ment should be handled in research in geriatrics. Research
methods used in JAGS articles are state of the art, but this
art deserves critical appraisal and continuous updating and
improvement,

One striking finding of the research is how seldom it
is possible to determine, while reading a published article,
whether or how exclusion of people with cognitive impair-
ment may have taken place, for what reasons, and how
this might limit the generalizability of results or the clinical
applicability of recommendations. Some simply made no
mention of recruitment methods. For more than half of
the articles reviewed, recruitment methods could not be
found without digging into past publications (which most
readers are unlikely to do). When numerous articles are
based on the same primary or source study—some address-
ing questions not considered in the original study or
database—any critical omissions may be multiply com-
pounded. To illustrate: using the search tool on JAGS
home page, the names of the nine “prior” studies most
often serving as sources for published articles were
searched for; 3,948 results were achieved. The practice of
citing a prior study as the basis for the present one, with-
out describing original methods (common across medical
disciplines), has the ironic consequence that the more infla-
ential a study has become, the more difficult it is to evalu-
ate whether the original methods might undermine the
validity and generalizability of the results of new work
derived from it.

Many studies effectively exclude people with cogaitive
impairment by using recruitment methods that are likely
to miss many or most of them. Every recruitment method
has its costs and limitations, and no method will capture
all individuals, nor must every study include a comment
about dementia simply because it is a “geriatric” study,
but it should be acknowledged that recruitment methods
requiring the exercise of a high-level of cognitive capacity
and initiative will predictably exclude many people with
cognitive impairment. For example, people with cognitive
impairment are less likely to call and volunteer for a study

after reading a description of it on a flyer posted in a pub-
lic area. Studies that recrnit subjects by telephone or
through a letter or survey sent in the mail also may
exclude many people with cognitive impairment, for simi-
lar reasons. Studies that recruit subjects through provider
referrals are also likely to exclude people with cognitive
impairment, because physicians may not consider them to
be suitable research participants.

One-third of studies reviewed explicitly excluded peo-
ple with cognitive impairment from participation in the
research. Those excluding individuals with cognitive
impairment did so using a variety of criteria. Half used the
MMSE, a tool never intended for this purpose, and cut-
points used ranged from 10 to 26, mostly without clear
rationale or empirical support for the choice. Existing data
indicate that research participation can be possible with
individuals scoring as fow as 137 (and lower for some
types of studies), and there is no identified cut point below
which capacity to give consent or assent, of to participate
in research, is always impossible. One study referenced
experience with a prior study to justify the cut point
used,'® and in another, investigators conducted pilot work
to determine appropriate cut points for their particular
design. '’

When other methods for excluding persons with cog-
nitive impairment were used, empirical rigor was similarly
rare (Table 2}, In one laudable example, the investigator
screened each potential participant for eligibility in a face-
to-face interview, evaluating understanding of the study
purpose and ability to execute test procedures as the basis
for determining eligibility. Studies that excluded people
“who have dementia” or “who are cognitively impaired™
{19%) appear to treat the heterogeneous types and mani-
festations of cognitive disorders as a single entity with a
uniform effect on study participation, often giving no
rationale pertinent to the particular study being reported.
It is possible that researchers’ expectations regarding the
informed consent requirements of institutional review
boards lead many to consider, from the outset, that inclu-
sion of people with cogpitive impairment is difficult or
impossible. Furthermore, it may in many cases seem evi-
dent to the researchers that persons with cognitive impair-
ment should be excluded from their intervention or
protacol, but this judgment needs careful scrutiny; it might
reflect unfounded biases or assumptions. Previous research
has documented that individuals who are less familiar with
persons with cognitive impairment tend to rate them as
less capable than those who know them best.2® Judgments
regarding capacity to consent to and participate in
research are as complex as judgments of decisional capac-
ity more generally.™ For cognitive impairment as for other
conditions affecting mental functioning, such as schizo-
phrenia, no single measure or diagnosis will capture all
relevant dimensions,?%**

Of studies that employed exclusion criteria and pro-
vided a reason, most cited matters relating to the design
and intent of the study: dementia was excluded because it
might confound assessment of another condition or symp-
tom, such as Parkinson’s disease or delirium, or because
the onset of dementia was an outcome variable; advanced
cognitive impairment was excluded because the study con-
cerned early or mild cognitive impairment; or people with
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cognitive impairment were excluded because they were
judged or assumed to be unable to follow the study proto-
cols. One-tenth of articles that employed explicit exclusion
criteria gave as a reason conceras about the reliability of
the information or the stability of preferences obtained
from individuals with cognitive impairment. Two studies
cited the need for a control group free from cognitive
impairment, and one study stated that people with cogni-
tive impairment were excluded because the study was of
no benefit to them.**

There are situations where exclusion of individuals
with cognitive impaitment is entirely appropriate
(Table 3). Scientifically valid situations might include stud-
ies, for example, of a self-administered treatment known
to be too complex for a person with cognitive impairment
to manage safely and reliably or of the effect of a dietary
supplement on incident cognitive decline in cognitively
normal persons. Even when such exclusion is appropriate,
it may still limit clinical applicability and generalizability
of research findings, yet nearly 90% of studies excluding
cognitive impairment did not mention this as a limitation
(Table 3). In some cases, exclusion of cognitive impair-
ment directly affects the researchers’ chosen outcome. For
example, a study evaluating the association between
depression and disability after a myocardial infarction
excluding patients with cognitive impairment will miss a
significant comorbidity that may have diverse effects on
the relationship between the primary predictor (depression)
and outcome (disability) and may be important for clinical
practice. Likewise, studies of interventions to reduce falls
or to improve advanced directives that do not evahiate
cognitive impairment or exclude individuals with cognitive
impairment seriously limit the ability to judge the clinical
usefulness of such interventions, Many nonetheless con-

Table 3. Examples of Exclusion and No Exclusion,
with Effect on Aim of Study

Exclusion, appropriate to the aim - R
Study aims to determine whether a particular intervention
prevents progression from mild cognitive impairment to dementia
and so excludes individuals who already have dementia.

No Exclusion, Ro effect on the aim - - TR T
Study aims to assess corrslation between blood pressure
measures and a certain vitamin, uses targe Veterans Affalrs
database of blood pressure measures and pharmacy records
{no exclusion for cognitive impairment)

Exclusion, negative effect on applicability of findings -
Study aims to develop a tool to help older adufts talic with their
doctors about advanced care planning and excludes ail individuals
with “cognitive impairment” _

Exclusion, negative sffect on applicability of findings .

A study of an intervention addressing urinary incontinence
excliades people with dementia, using Mini-Mental State
Examination score as criterion. Potential applicability of the
Intervention to incontinence problems in geriatrics is fimited,
hecause urinary Incontinence is frequently associated with
cognitive impalrment in older aduits

No Exclusion, negativa effect on the aim -0 7o n T
Study seeks to determine whather there is a relationship between
prasurgicat depression and development of postsurgical delirium
and makes no assessment of baseline cognition in participants,
even though baseline cognitive impalrment is a primary risk factor

clude with recommendations intended for implementation
in a population likely to include many people with varying
kinds and degrees of cognitive impairment, in whom the
intervertion was never tested.

The current study also has limitations. The review
was limited to a single journal and to articles published
only during 2 years. JAGS was sclected because the
authors believe that it publishes the best and most
broadly conceived research in the field, and every effort
was made to track down relevant prior studies and data-
bases to find methods unreported in these articles, but
some of this information was unavailable. Had it been
possible fo review additional documents, such as study
protocols or human subject applications, it might have
been possible to arrive at more-nuanced assessments of
individual studies. Despite its limitations, the study high-
lights a missing element in geriatric research: rigorous
standards for determining when, how, and for what types
of research older persons with cognitive impairment can
be excluded without risking degradation of the evidence,
base that research in geriatrics seeks to build, Poorly
reasonted exclusion of persons with cognitive impairment
can lead to unrepresentativeness” of results and adversely
affect dissemination of important advances in clinical care
for real-world populations, in which cognitive impairment
is often a factor. The pattern of widespread, unexplained,
and unacknowledged exclusion docamented here amounts
to an active, albeit unwitting, production of ignorance about
cognitive impairment within the field of geriatrics. >

There are some research questions and study designs
that must exclude people with cognitive impairment,” but
inclusion may often be possible using alternative research
approaches. For instance, there exist social scientific meth-
ods that allow researchers to study how people with cogni-
tive impairment express preferences, values, emotions, and
knowledge even when verbal abilities are limited,283¢
When research tools familiar to biomedical researchers do
not succeed in answering important questions in geriatrics,
the challenge is to identify and use more-suitable tools,
After all, clinicians would never simply give up on taking
blood pressure readings in obese patients simply because
standard cuffs give false readings. One uses a larger cuff.

Suggestions for Researchers

From these findings follow several suggestions for research
practice. First, during the process of designing a study
involving older individuals, rescarchers should proactively
consider that cognitive impairment is a common comot-
bidity and think carefully about what cognitive abilities
are required for participation in the planned research.
A concern for clinical applicability of recommendations
and guidelines would seem to demand that researchers in
geriatrics not exclude people with cognitive impairment
out of hand. Second, when researchers exclude individuals
with cognitive impairment from healthcare research, they
should give sound reasons for doing so. Third, criteria for
exclusion should be scientifically valid and meaningful and
should be included in the description of study methods.
Researchers should make clear what they mean by “cogni-
tive impairment” or “dementia” in ways that others can
understand and operationalize. Fourth, when there is
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exclusion, this should be explicitly addressed as a possible
scientific or clinical limitation in the discussion of research
findings.

Suggestions for Geriatrics as a Field

There is a need for consensus in geriatrics with regard to
when, how, and why exclusion of people with cognitive
impairment as research participants is and is not appropri-
ate. Such consensus should offer a coherent theoretical
framework and specify the empirical support that justifies
tnvestigators’ choice of methods with regard to inclusion
of persons with cognitive impairment. Such standards
relating to exclusion of cognitive impairment and dementia
could establish benchmark methods for handling other
conditions that may be similarly subject to inadvertent
exclusionary practices.

Research on clinical interventions—from “proof of
concept” pilot studies through randomized-controlled
trials—requires careful evaluation of whether the planned
intervention is likely to be used with persons with cogni-
tive impairment as well as cognitively intact seniors, and
participants should be selected appropriately. Consider-
ation of cognitive impairment may also influence the
choice of outcome measures.

Professional journals, together with professional socie-
ties, scientific organizations, and funding agencies, help to
shape scientific inquiry. Journals publishing research in
geriatrics can help set new standards for inclusiveness and
transparency with respect to dementia and cognitive
impairment, For example, when assessing an article for
publication, reviewers and editors might ask whether the
criteria used for exclusion are valid with regard to the
study under consideration. Reviewers and editors might
also ask that, whenever possible, a new study using data
derived from prior work or an existing database report
sufficient detail about recruitment methods to allow
clinicians to evaluate the applicability of its findings and
recommendations to the populations with whom they
work. Table 4 gives examples of specific articles that
addressed the issue of exclusion well.

Many recent initiatives aim to improve the care of
older adults generally®=*2 and of the significant proportion

with cognitive impairment in particular.®®  Geriatric

research plays a vital role in these developments, Research
that handles cognitive impairment thoughtfully and
addresses questions of exclusion explicitly will best equip
geriatricians to serve the people for and about whom they
care. Rethinking exclusion of people with cognitive impair-
ment from research in geriatrics stands to improve research
and clinical care. There are already many ways, in our
world, that elderly people with dementia and other forms
of cognitive impairment are made to disappear from
3435 geriatrics research should not be one of them.
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Table 4. Examples of Studies that Addressed Exclusion or Limitations Well

Exclusion, criteria developed carefully - G

A study correlating muscle endeurance to fatigué and to levels of inflammatory cytokines in btood in nussing homh residents exciudes

individuals unable to understand and execute test instructions. Mini-Mental State Examination tested as exclusion criterion in pilot study and
found to be insufficlently useful; investigators used face-to-face interview instoad to determine whether participants could foliow _prq’m_col19

Exclusion, possible effect-on the aim but handled appropriafely -7 i ol Rt R e
A study of visual acuity and contrast sensitivity that compared large database findings with direct examination of residents of long-term care
facilities. Because participants had to be able to raliably read letters during eye examination, researchers excluded persons with Mini-Mental
State Examination scores less than 13, eited references in support of this cut point, and mentioned this exclusion as a pessible limitation in
their discussion?®

Mo Exclusion,. exemplaty discussion of limitations 007 I T e e T I A
Study of care praferences of nursing home residents that does not exclude people with dementia but includes thoughtful discussion of
difficulties related to use of caregiver proxies, especiafly when their concerns and Interests may he distinct from, or even opposed o, the
wishes of the person with demantia®® .

:-Study of fall prevention intervention in nursing homes that does not exclude people with dementia but notes the possibifity that recruitment :
might systematically miss some people with dementia and -explicitly addresses this in discussion of limitations and in.recommendations™
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