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ABSTRACT

Introduction: In population-based research, disease ascertainment algorithms can be as accurate as,
and less costly than, performing supplementary clinical examinations on selected participants to confirm
a diagnosis of a neurocognitive disorder (NCD), but they require cohort-specific validation. To optimize
the use of the Canadian Longitudinal Study on Aging (CLSA) to understand the epidemiology and burden
of NCDs, the CLSA Memory Study will validate an NCD ascertainment algorithm to identify CLSA
participants with these disorders using routinely acquired study data.

Methods and analysis: Up to 600 CLSA participants with equal numbers of those likely to have no NCD,
mild NCD, or major NCD based on prior self-reported physician-diagnosis of a memory problem or
dementia, medication consumption (i.e., cholinesterase inhibitors, memantine) and/or self-reported
function will be recruited during the follow-up 3 CLSA evaluations (started August 2021. Participants will
undergo an assessment by a study clinician who will also review an informant interview and make a
preliminary determination of the presence or absence of an NCD. The clinical assessment and available
CLSA data will be reviewed by a Central Review Panel who will make a final categorization of participants
as having 1) no NCD; 2) mild NCD; or, 3) major NCD (according to DSM-5 criteria). These will be used as
our gold standard diagnosis to determine if the NCD ascertainment algorithm accurately identifies CLSA
participants with an NCD. Weighted Kappa statistics will be the primary measure of agreement.
Sensitivity, specificity, the C-statistic, and the phi coefficient will also be estimated.

Ethics and dissemination: Ethics approval has been received from the institutional research ethics
boards for each CLSA Data Collection Site. The results of this work will be disseminated to public health
professionals, researchers, health professionals, administrators and policy makers through journal
publications, conference presentations, publicly available reports, and presentations to stakeholder
groups.

Keywords: CLSA, neurocognitive disorders, dementia, algorithm, validation
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ARTICLE SUMMARY

e Validation of a neurocognitive disorder case ascertainment algorithm for the Canadian
Longitudinal Study on Aging (CLSA) will allow use of this longitudinal and comprehensive
database of this large population-based study to explore risk factors, early manifestations,
etiology, and trajectory of these disorders.

e Two particular challenges being faced in ascertaining the presence of a neurocognitive disorder
are the lack of an informant and the use of cognitive measures that were not selected to
diagnose a neurocognitive disorder. Lessons learned in overcoming these obstacles will be of
use for other longitudinal studies with similar limitations.

e The results of the blinded clinician assessments and the additional information collected from
their identified informant will allow us to refine and improve the accuracy of our case
ascertainment algorithm.

e If validated, the neurocognitive disorder case ascertainment algorithm developed for the CLSA is
validated cannot be utilized by other population-based studies that differ in the data being
collected on participants.

INTRODUCTION

A key challenge in population-based studies in aging is to accurately identify individuals who have
neurocognitive disorders (NCDs). A common approach is to utilize a two-stage evaluation based on
participants’ estimated risk of an NCD. High risk participants and a random sample of those at lower risk
undergo a clinical assessment specifically designed to identify NCDs. This approach adds complexity and
costs to the study while being burdensome for participants. Relying on self-reports is likely insensitive.
The Canadian Study of Health and Aging (CSHA), which used a two-stage evaluation to ascertain the
presence of dementia, found that nearly two thirds (64%) of participants identified with prevalent
dementia in the study had never seen a physician for a memory problem.[1] This was particularly
common among those with mild functional impairment. While administrative data can also be used to
estimate the burden of physician diagnosed and documented NCDs, the proportion with undocumented
mild and major NCD is significant. [2]

The estimated population-based burden of diagnosed and undiagnosed dementia in Canada is based on
data collected two decades ago in the CSHA [1] that does not reflect updated criteria for the diagnosis of
mild (mild cognitive impairment) and major (dementia) NCD as described in the fifth version of the
Diagnostic and Statistical Manual of Mental Disorders [DSM]-5. [3] Moreover, the increased awareness
of NCDs over time may have led to earlier and more comprehensive identification and diagnosis. [4]
Previous analyses focused on major NCD, but mild NCD, which is viewed as a precursor to major NCD in
many cases, has attracted increasing research interest. Approximately 50% of people with milder
degrees of impaired cognition in later life progress to dementia within 5 years [5]. Mild NCD is believed
by many to be more likely to respond to disease-modifying interventions, making those with this
condition a prime target group for their use. [6-8]

Contemporary estimates of the burden of mild and major NCD including in individuals that have not
received a diagnosis is important to the understanding of the epidemiology of these disorders, their risk,
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and protective factors, associated health outcomes, informing health and social care planning, and
possibly leading to improved, proactive care of those living with or at risk for these conditions.

The accuracy of self-reported diagnoses for identifying chronic diseases is dependent on the condition,
what is considered the gold standard diagnosis, as well as the population studied. [9-12] To improve the
identification of individuals with chronic conditions in observational population-based studies,
researchers often create disease ascertainment algorithms. These algorithms include multiple data
items such as self-reported diagnosis, disease-specific questionnaires, performance measures, and
medication data to classify participants into those with and without diseases. [13] Population-based
studies have utilized algorithms to classify individuals as having an NCD or not. The Health and
Retirement Study (HRS) found that their algorithms correctly identified 87-94% of participants on
dementia status. [14] The Personality and Total Health Through Life Project found that their algorithm
had very good performance for identifying major NCD (area under the curve (AUC) of 0.95) and good
performance (AUC of 0.76) for identifying mild NCD. [15]

Although the application of algorithms to population-based data has the potential to be cost-effective
and meet the need for a standardized and comprehensive identification of cases, because of variability
in the studied populations and the data collected on them cohort-specific validation is required. [16] To
validate an NCD algorithm, an assessment conducted by a clinician with training to diagnose NCDs is
typically used as the gold standard. Ideally this assessment should include a participant interview,
cognitive testing, physical examination, and an interview with an informant who knows the participant
well enough to answer questions about their cognition, function, and behaviour. Informant ratings have
been found to reveal greater loss of everyday functional ability and cognitive competency than self-
reports and are more strongly associated with objective measures of cognitive performance compared
to how an individual rates their abilities. [17]

The Canadian Longitudinal Study on Aging (CLSA) is a large (51,338 participants aged 45—85 years at
enrolment) national, longitudinal research platform that includes participants from all 10 Canadian
provinces. [18] It is being used to address a wide variety of aging-related research challenges including
NCD. Disease ascertainment algorithms are already being used in the CLSA for several conditions (e.g.,
type Il diabetes mellitus, parkinsonism, chronic obstructive airway disease, osteoarthritis, coronary
artery disease). [13]

To better understand the epidemiology and burden of diagnosed and undiagnosed mild and major NCD
in CLSA participants (and by extrapolation the Canadian population), the CLSA Memory Study will be
conducted to validate a disease ascertainment algorithm for NCD.

METHODS AND ANALYSIS
Study design and participant eligibility

The CLSA Memory Study will recruit participants from the CLSA. The CLSA is composed of two
complementary cohorts that may be studied separately or together (Figure 1): (1) Tracking cohort of
21,241 participants randomly selected from within all 10 provinces who are interviewed by telephone,
and, (2) Comprehensive cohort of 30,097 participants randomly selected from within 25-50 km of 11
data collection sites (DCSs) across the country who are first interviewed at home and then visit their
local DCS for a more in-depth assessment that includes additional interviews, physical measures, and
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blood and urine samples. Participants are evaluated every 3 years and will be followed for 20 years (until
2033) unless they withdraw, are lost to follow-up, or die.

Consenting CLSA Memory Study participants will be asked to undergo a clinical assessment at a local
DCS. For this reason, we will include participants from the Comprehensive cohort as well as Tracking
Cohort participants who live within 25-50km of a DCS. CLSA participants unable to visit their local DCS,
complete the clinical assessment for any reason (e.g., aphasia, hearing loss), or cannot identify an
informant will be excluded from participation.

Patient and public involvement
Participants and the public were not involved in our research design.
Participant selection and recruitment

Participant selection

Prior to being contacted for the CLSA Memory Study, potential participants will be categorized on their
presumed cognitive status according to DSM-5 criteria; 1) no NCD; 2) mild NCD; and, 3) major NCD. The
categorization will be based on data collected during the CLSA baseline (from 2011-2015), follow-up 1
(conducted from 2015-2018), and follow-up 2 visits (conducted from 2018-2021). This preliminary
categorization for participant selection is not the algorithm this project aims to validate.

Participants are presumed to have a mild NCD if they have a self-reported physician diagnosis of a
memory problem, can both take medicine and manage money without help and have not lost their
driver’s license or have restrictions on their license other than wearing eyeglasses. Additionally,
participants who demonstrated cognitive problems in scheduling or during CLSA DCS visits that were
documented by staff will be presumed to have a mild NCD.

Participants are presumed to have a major NCD if they meet one or more of the following criteria;

1. Use of prescription medications for the treatment of a major NCD (specifically donepezil,
galantamine, rivastigmine, memantine)
2. Self-reported physician diagnosis of dementia or Alzheimer’s disease
Self-reported physician diagnosis of a memory problem and at least one of the following
functional limitations;
o Requires assistance taking medication
o Requires assistance managing money
o Among those who formerly drove, no longer having a driver’s license or having a
driver’s license with restrictions other than eyeglasses

w

Participants that do not meet the criteria for presumed mild or major NCD will be presumed not to have
an NCD.

Approximately equal numbers from each of the three categories will be recruited, though final
recruitment goals will be based on NCD status as determined through the Memory Study (see Statistical
Methods section). Participants presumed to have mild or major NCD will first be selected. For 1/3 of the
participants presumed to have major NCD and for 2/3 of the participants presumed to have mild NCD, a
person of the same age (using participants’ age category as of June 1%, 2022 (54-63, 64-73, 74-83, 84+
years) and sex presumed to have no cognitive impairment will be chosen at random.
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Participant recruitment

Participants will be recruited into the CLSA Memory Study during CLSA follow-up 3 (started August
2021). Tracking cohort participants and comprehensive cohort participants who have completed their
CLSA follow-up 3 interview will be e-mailed/mailed the participant information package (Supplementary
Appendix 1). Comprehensive cohort participants that have not yet completed their main CLSA follow-up
3 interview will be given the participant information package during their follow-up 3 in-home interview.

After the participant has received an information package, the local CLSA DCS will contact the
participant by phone to determine their interest in the study. Interested participants will complete a
short questionnaire to determine if they understand the purpose of the study and what participant
entails. Potential participants who, as judged by the interviewer, do not understand the details of the
study will be ineligible. There are no additional eligibility criteria for participants selected for this sub-
study beyond the general requirements for participation in the CLSA. [18] Eligible participants will
provide informed consent, identify and provide contact information for an informant and schedule their
clinical assessment (Supplementary Appendix 2). If a participant is unable or unwilling to identify an
informant, they will not be able to participate in the study.

Informant recruitment

Each participant will be asked to identify a family member or friend that knows them well enough to
respond to questions about their cognitive health, ability to complete daily tasks, and behaviour.
Potential informants will be provided with a copy of the family member or friend information package
(Supplementary Appendix 3). The local DCS will contact the identified potential informant by phone
prior to the participant’s clinical assessment to discuss the study, obtain consent from the informant,
and schedule a time to complete the informant interview via phone (Supplementary Appendix 4). If the
identified informant does not wish to take part in the study, the participant will be contacted and asked
to identify an alternative informant.

Measurements
The CLSA Memory Study includes a clinical assessment of the study participant and a phone interview
with the informant which will take place between September 2022 and March 2024.

Clinical Assessment

The clinical assessments will be conducted by a study clinician (medical specialist or senior trainee in
geriatric medicine, geriatric psychiatry, neurology, or psychiatry; internist with training and experience
in cognitive assessment; neuropsychologist) who will undergo local and/or virtual training in the
performance of the standardized assessment and completion of all required forms. The clinical
assessment (Supplementary Appendix 5) requires approximately one hour with the participant. It
consists of a standardized history and physical examination designed to categorize the participant as
having no evidence of an NCD, mild NCD, or major NCD. The study clinician will not have access to CLSA
data on the participant other than name, age, sex, gender identity, education, employment status, and
occupation and will be blinded to the participant’s presumed cognitive status. The clinical assessment
has not been designed to determine the likely underlying cause of the NCD, risk of progression, or
specific care needs of the participant. The components of the assessment are as follows:

1. Participant interview
a. Sociodemographic information (age, sex, gender identity, education, occupation,
employment status)
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b. History of cognitive decline
Medical history including medical conditions, a review of medications focusing on those
with cognitive effects, use of tobacco, cannabis and alcohol, and a family history of
dementia

d. Basic activities of daily living measured using the Older Americans Resource and Services
Program (OARS) scale [19]

e. Instrumental activities of daily living measured using the OARS scale [19] with additional
questions regarding transportation (i.e., driving)

f. Behavioural symptoms including depression measured using the Patient Health
Questionnaire-2 [20], anxiety, psychotic symptoms, and changes in personality.

2. Cognitive testing

a. The Montreal Cognitive Assessment (MoCA) [21] will be used as a general measure of
cognition. The MoCA is a brief instrument that has been shown to be a valid screening
test for mild (MCl) and major NCD (dementia) [22] with validated versions and
normative data for both English and Quebec-French [23] populations. The MoCA-BLIND
version will be used for participants with visual impairments that would prevent them
from completing the MoCA. [24] An optional section of the MoCA called the Memory
Impairment Score (MIS) will be used to assess uncued and cued (category and multiple-
choice options) recall of the memory items. The use of the MoCA total and MoCA-MIS
scores with all the other information being collected on participants will be used to help
identify participants with mild and major NCD. [25]

3. Physical examination
a. Alertness

b. Hearing

c. Focal/lateralizing neurological findings

d. Extrapyramidal signs

e. Balance and gait assessment including transfers, gait, and the Romberg test
Informant Interview

The informant interview will be conducted by CLSA DCS staff using a standardized protocol. All CLSA
DCSs have highly trained data collection teams. The informant interview (Supplementary Appendix 6)
includes several overlapping items to those directly asked of participant. Interview questions will focus
on the participant’s cognitive, functional, and mood/behavioural history. The components of the
interview are as follows:

1. Cognitive changes measured using the eight-item informant interview to differentiate aging and
dementia (AD8® Dementia Screening Interview) [26]. The AD8® asks about changes in memory,
orientation, judgement, and function that might indicate a dementing illness.

2. Medical history including medical conditions, use of tobacco, cannabis and alcohol, and a family
history of dementia

3. Basic activities of daily living measured using the OARS scale [19]

4. Instrumental activities of daily living measured using the OARS scale [19] with additional
questions regarding transportation

4. Presence of current mood and psychiatric symptoms using the Mild Behavioural Impairment
Checklist (MBI-C). [27]The MBI-C was designed to measure neuropsychiatric symptoms that
precede or coincide with the diagnosis of mild cognitive impairment. The instrument measures
the domains of 1) decreased motivation; 2) emotional dysregulation; 3) loss of impulse control;
4) social inappropriateness; and, 5) abnormal perception or thought content.
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Participant categorization based on clinical assessment and informant interview

Study clinician

Based on the clinical assessment and the informant interview, the study clinician will make a provisional
clinical determination of: 1) no evidence of cognitive impairment; 2) mild NCD (MCl); or, 3) major NCD
(dementia) based on DSM-5 criteria. [3]

Study physicians will not provide participants with their provisional diagnosis, as to make a clinical
diagnosis of mild or major NCD with confidence would require a more in-depth evaluation including
review of prior health records, laboratory and/or imaging investigations as well as possible follow-up
visits that our study clinicians are unable to provide. The study clinician will verbally tell the participant if
there is a potential concern regarding their memory (the term memory will be used to describe any
cognitive concern when communicating with the participant) or if they do not have any concerns based
on the assessment and informant interview just conducted. The study clinician will tailor the
conversation based on the participant’s level of understanding and their own degree of concern. Each
participant will then be provided with a letter indicating if the clinician identified a potential problem
with the participant’s memory (Supplementary Appendix 7) or no evidence of a potential problem with
the participant’s memory (Supplementary Appendix 8), as well as the participant’s total score on the
MoCA and details about the CLSA Memory Study. Participants identified by the clinician as having
potential concerns about their memory will be encouraged to speak with their family physician and
share the information provided verbally and in writing. If the participant does not have a family
physician, the study clinician will provide the participant with local resources that the participant may
use for follow-up care.

Central Review Panel

A Central Review Panel including medical specialists (e.g., geriatric medicine, geriatric psychiatry,
neurology, or psychiatry with training and experience in cognitive assessment) and neuropsychologists
will review the clinical assessment, informant interview, and available CLSA data such as performance on
the neurocognitive battery conducted at baseline through to the follow-up 2 CLSA assessment (which
the examining physician will not have seen). Based on the review of these data, the Panel will make a
final study categorization. This will be compared to the one made by the study clinician, and, if different,
an explanation for reaching a differing determination will be documented and provided to the
examining clinician. The Central Review Panel will help ensure that the study is implemented in a
standardized manner across all sites by the participating clinicians. Any concerns will be brought to the
attention of the involved clinician and the CLSA Memory Study investigators.

Pilot study and adaptation of recruitment criteria

Prior to the full implementation of the CLSA Memory Study, pilot testing will be conducted on a sample
of 10 participants at two DCS sites (Hamilton and Calgary) to 1) identify any issues needing correction
and 2) develop implementation advice for all DCS sites. These participants will be included in the final
sample with their data retained as study data.

CLSA Memory Study investigators and staff will monitor the number of recruited participants by
presumed NCD status, study clinician NCD determinations, and Central Review Panel categorizations at a
group level. This monitoring will allow the detection of unbalanced recruitment and the opportunity to
adapt the recruitment strategy during the study to ensure we end up with approximately equal number
of participants in each NCD diagnostic category based on the Central Review Panel categorizations. For
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example, if the number of participants determined by the study clinician and/or Central Review Panel to
have major NCD is lower than expected, we will start to oversample from the group of participants
presumed to have a major NCD to compensate.

CLSA NCD ascertainment algorithm

Development of the CLSA NCD ascertainment algorithm

This was informed by a systematic review of methods used to identify cases of mild and major NCD in
population-based studies (https://www.crd.york.ac.uk/prospero/display_record.php?RecordID=78874).
Identified potential items for inclusion were categorized based on DSM-5 criteria and then mapped onto
available CLSA data (Supplementary Appendix 9). Conditional use (e.g., only include functional data
provided by participants who achieve a certain cognitive threshold on the MoCA) and alternative
weighting of select items that might improve on the accuracy of the algorithm will be explored in the
Study.

Participant categorization based on CLSA ascertainment algorithm

The initial validation of the CLSA ascertainment algorithm will include CLSA data from baseline, follow-
up 1, and follow-up 2 assessments. The follow-up 2 interview data were collected three or more years
before the Memory Study was initiated and may not accurately reflect the current cognitive status for all
participants (e.g., for those with new onset neurocognitive disorders). Therefore, final validation of the
algorithm will occur when the follow-up 3 assessment data, which were collected at the time of the
CLSA Memory Study, are available to the Central Review Panel in 2024.

Statistical analyses and sample size determination

Kappa using Cicchetti-Allison weights and the percent of agreement between the reference standard
and the CLSA NCD algorithm will be calculated to assess the reliability of the CLSA algorithm. Sensitivity,
specificity, and C statistics for the CLSA NCD algorithm for each outcome category (major NCD, mild
NCD, or no evidence of cognitive impairment) will be estimated using logistic regression. [28] Analyses
will be completed overall and stratified by sex and age-group (age 45-65 years old and 65+) using SAS.
We have calculated the minimum sample size required based on different combinations of Kappa values
and precision (distance between the lower and upper 95% confidence limits) (Table 1) using the
‘kappaSize’ Package in R with 3 outcome categories. This package assumed unweighted kappa to
provide a conservative sample size estimate. Our final sample size will range between approximately
200 participants assuming an expected Kappa of 0.7 and precision of 0.2, and 600 participants assuming
an expected Kappa of 0.7 and a precision of 0.1. Our aspiration is to recruit as close to 600 participants
as possible, but this will be dependent on sufficient funding. We currently have funding confirmed for
320.

Table 1 — Minimum sample size for 95% confidence interval width (0.05, 0.1, 0.15, and 0.2) by Kappa

Kappa Precision (the distance between the | Minimum required total sample size
lower and upper 95% confidence limits)
0.7 0.05 2348
0.10 619
0.15 289
0.20 170
0.8 0.05 1764
9
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1

2

3 0.10 481

4 0.15 231

> 0.20 139

6

7

8

?O ETHICS AND DISSEMINATION

1 Ethics approval for this project was provided by the Research Ethics Board responsible for each

g participating site (Supplementary Appendix 10).

14 Our knowledge translation plan includes sharing the results of the project with researchers and health
15 professionals through journal publications and conference presentations. The CLSA will host a webinar
1? on the Memory Study that will be open to researchers, health professionals, public health workers, as
18 well as participants with an interest in NCD research. We will work with other partners to present our
19 results to key groups. The CLSA will develop and disseminate a report that describes the results of the
20 project and implications for health system stakeholders likely to use the results (e.g., health

21 professionals, administrators, policymakers). The report and presentations will be tailored to specific
22 stakeholder groups including those responsible for provincial and national dementia strategies (e.g.,

23 Ministerial Advisory Board on Dementia), health professional organizations (e.g., Canadian Geriatrics
24 Society), and health charities (e.g., Alzheimer’s Society of Canada). The report will also be available on
;2 the CLSA website. The CLSA website and social media platforms will be used to disseminate a summary
27 of the project to participants. It is anticipated that the targets of tailored knowledge translation

28 activities will use the results in various ways including: additional research on risk and protective factors
29 for NCDs; development and implementation of best practices for early intervention and treatment for
30 people with mild and major NCD; and, improving public health surveillance systems that develop

31 population estimates for dementia in Canada that can be used to inform current and future government
32 investment in prevention and care.

33

34

35 DISCUSSION

36

;; There are some limitations with the use of CLSA data for developing an NCD ascertainment algorithm.
39 First, CLSA interview data do not include an informant interview on most participants. In clinical settings,
40 informant reports are an important component of the diagnosis of NCDs, as individuals with an NCD

41 may be unaware of their own functional status and behavioural changes. [29] Although the CLSA asks
42 participants over the age of 70 years to identify a proxy, proxy interviews have only been conducted on
43 a small number of participants and under specific conditions. Informant data therefore cannot be used
44 to inform the algorithm. Another limitation is that the CLSA neurocognitive battery was not developed
45 to diagnose NCDs. [30] Rather, the battery items were selected to be applicable to a wide age range

46 without ceiling or floor effects in order to capture decline over time. The neurocognitive battery items
j; reflect the domains of executive function and memory, but not complex attention, language,

49 perceptual-motor, or social cognition.

50

51 There are also several strengths of the CLSA dataset for developing an NCD ascertainment algorithm.
52 The breadth of routinely collected CLSA data (e.g., balance and gait performance measures, trajectory of
53 changes in cognitive test performance) and the high percentage of participants (~88%) that have

54 provided permission to the CLSA data to be linked to health care administrative databases provides an
gg opportunity to explore the creation of an expanded and superior NCD ascertainment algorithm. Having
57
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a relatively large (up to 600) group of participants who have gone through a gold standard assessment
for NCDs will make this effort possible.

CONCLUSION

If the results of the CLSA Memory Study suggest that the proposed NCD ascertainment algorithm is a
valid method of identifying NCD cases, it will be applied to all CLSA participants. This will enhance the
CLSA dataset for NCD research and provide important insights regarding the risk and protective factors
of NCD and associated health outcomes. Linkage to healthcare administrative databases will allow the
CLSA to estimate the burden of mild and major NCD in Canada. Together, these sources of data will help
inform health and social care planning for individuals with NCD.
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Figure 1. CLSA Study Design: The CLSA Memory Study will recruit Comprehensive Cohort and Tracking
Cohort participants who are currently undergoing their follow-up three assessment (started August
2021) for the CLSA.
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Note from the Editors: Instructions for reviewers of study protocols

Since launching in 2011, BMJ Open has published study protocols for planned or ongoing research
studies. If data collection is complete, we will not consider the manuscript.

Publishing study protocols enables researchers and funding bodies to stay up to date in their fields
by providing exposure to research activity that may not otherwise be widely publicised. This can help
prevent unnecessary duplication of work and will hopefully enable collaboration. Publishing
protocols in full also makes available more information than is currently required by trial registries
and increases transparency, making it easier for others (editors, reviewers and readers) to see and
understand any deviations from the protocol that occur during the conduct of the study.

The scientific integrity and the credibility of the study data depend substantially on the study design
and methodology, which is why the study protocol requires a thorough peer-review.

BMJ Open will consider for publication protocols for any study design, including observational
studies and systematic reviews.

Some things to keep in mind when reviewing the study protocol:

e Protocol papers should report planned or ongoing studies. The dates of the study should be
included in the manuscript.

e Unfortunately we are unable to customize the reviewer report form for study protocols. As
such, some of the items (i.e., those pertaining to results) on the form should be scored as
Not Applicable (N/A).

e While some baseline data can be presented, there should be no results or conclusions
present in the study protocol.

e For studies that are ongoing, it is generally the case that very few changes can be made to
the methodology. As such, requests for revisions are generally clarifications for the rationale
or details relating to the methods. If there is a major flaw in the study that would prevent a
sound interpretation of the data, we would expect the study protocol to be rejected.
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Participant Information Package Cover Letter for Tracking Cohort
Participants

Dear [Participant],

As a longstanding participant in the Canadian Longitudinal Study on Aging (CLSA), we are
inviting you to participate in the CLSA Memory Study. Participants in the CLSA Memory
Study will be asked to:

1. Undergo a medical assessment by a study physician at the CLSA Data Collection
Site. The CLSA Data Collection Site is within 25 to 50km of your home. You will be
given $30 in cash or as a gift card in lieu of expenses such as parking or other travel
related expenses. The assessment will include questions about your medical history
and a brief cognitive test which includes answering questions and drawing on paper.
The doctor will also complete a neurocognitive examination, which involves
assessing your ability to see, observing you move, and listening to you speak.

2. Identify a family member or friend who knows you well to complete an interview by
phone regarding your cognitive health, ability to complete daily tasks, and behaviour.

The CLSA Memory Study is being funded by the Public Health Agency of Canada (PHAC).
The CLSA Memory Study is being led by Dr. Lauren Griffith, Dr. Andrew Costa, and Dr.
Parminder Raina, all from McMaster University. Other researchers from universities across
Canada are also involved.

[Attached to this emall are/This package contains] two documents that will provide you
with information to help you make an informed choice about if you would like to take part in
this study.

1. Participant Study Information Package — This package includes information about
the study for you to review.

2. Family Member or Friend Study Information Package — This package includes
information for the family member or friend you ask to complete the telephone
regarding your cognitive health, ability to complete daily tasks, and behaviour. If you
see your family member or friend in person, you may choose to share this information
package with them. Otherwise, we can arrange to send a physical or electronic copy
to them.

Please read the Participant Study Information Package carefully. We will call you in the
next few weeks and you will have an opportunity to ask any questions you may have. You
may also find it helpful to discuss this study with your friends and family.
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Participant Information Package Cover Letter for Comprehensive
Cohort Participants

Dear [Participant],

As a longstanding participant in the Canadian Longitudinal Study on Aging (CLSA), we are
inviting you to participate in the CLSA Memory Study. Participants in this study will be
asked to:

1. Undergo a medical assessment by a study physician at the CLSA Data Collection
Site. The assessment will include questions about your medical history and a brief
cognitive test which includes answering questions and drawing on paper. The doctor
will also complete a neurocognitive examination, which involves assessing your
ability to see, observing you move, and listening to you speak.

2. Identify a family member or friend who knows you well to complete an interview by
phone regarding your cognitive health, ability to complete daily tasks, and behaviour.

The CLSA Memory Study is being funded by the Public Health Agency of Canada (PHAC).
The CLSA Memory Study is being led by Dr. Lauren Griffith, Dr. Andrew Costa, and Dr.
Parminder Raina, all from McMaster University. Other researchers from universities across
Canada are also involved.

[Attached to this emall are/This package contains] two documents that will provide you
with information to help you make an informed choice about if you would like to take part in
this study.

1. Participant Study Information Package — This package includes information about
the study for you to review.

2. Family Member or Friend Study Information Package — This package includes
information for the family member or friend you ask to complete the telephone
regarding your cognitive health, ability to complete daily tasks, and behaviour. If you
see your family member or friend in person, you may choose to share this information
package with them. Otherwise, we can arrange to send a physical or electronic copy
to them.
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Please read the Participant Study Information Package carefully. We will call you in the
next few weeks and you will have an opportunity to ask any questions you may have. You
may also find it helpful to discuss this study with your friends and family.
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10 If you wish to contact us directly, please feel free to:
« Email at info@clsa-elcv.ca

13 « Call our toll-free line at 1-866-999-8303

17 Thank you,
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PARTICIPANT STUDY INFORMATION PACKAGE

Study Title: Canadian Longitudinal Study on Aging (CLSA) Memory Study

Principal Investigators:

Dr. Lauren Griffith, Department of Health Research Methods, Evidence, and Impact,

McMaster University

Dr. Andrew Costa, Department of Health Research Methods, Evidence, and Impact,

McMaster University

Dr. Parminder Raina, Department of Health Research Methods, Evidence, and Impact,

McMaster University

Co-Investigators:
Newfoundland and Labrador
Dr. Gerry Mugford — Memorial University

Nova Scotia
Dr. Susan Kirkland — Dalhousie
University

Quebec

Dr. Benoit Cossette — Université de
Sherbrooke

Dr. Christina Wolfson — McGill
University

Ontario

Dr. Cynthia Balion — McMaster
University

Dr. Aaron Jones — McMaster University
Dr. Alexandra Mayhew — McMaster
University

Dr. Vanessa Taler — University of
Ottawa

Dr. Mary Thompson — University of
Waterloo

Dr. Changbao Wu — University of
Waterloo

Manitoba

Dr. Verena Menec — University of
Manitoba

Saskatchewan
Dr. Megan O’Connell — University of
Saskatchewan

Alberta
Dr. David Hogan — University of Calgary
Dr. Eric Smith — University of Calgary

British Columbia

Dr. Scott Hofer — University of Victoria
Dr. Teresa Liu-Ambrose — University of
British Columbia

Dr. Andrew Wister — Simon Fraser
University

Supported by:
The Public Health Agency of Canada

Conflicts of interest: There are no conflicts of interest to declare related to this study.
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What is the purpose of the CLSA Memory Study?
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e The purpose of this research study is to determine whether information that is
9 collected through CLSA interviews can be used to correctly identify

1 individuals who have memory problems and individuals without memory

12 problems.

15 How many people will take part in the CLSA Memory Study?

16

1; o We will recruit approximately 600 participants from the 11 CLSA Data

19 Collection Sites in Canada (Surrey, British Columbia; Victoria, British

20 Columbia; Vancouver, British Columbia; Calgary, Alberta; Winnipeg,

;; Manitoba; Hamilton, Ontario; Ottawa, Ontario; Montréal, Quebec;

23 Sherbrooke, Quebec; Halifax, Nova Scotia; and St. John’s, Newfoundland).
24

25

26 e This study will take approximately two years to complete and the results

should be known in approximately three years.

;‘1) What will | be asked to do if | volunteer to be part of the CLSA Memory

32 Study?

33 . . .

34 e A staff member from your local Data Collection Site will contact you to
35 discuss the CLSA Memory Study in the next couple of weeks. You will

;? have an opportunity to ask any questions that you may have. If you are

38 interested in participating in the CLSA Memory Study, the CLSA staff member
39 will ask you a few questions to assess if you are eligible to participate and to

determine that you understand the study before asking for your consent to
42 participate.

e Book an appointment for your medical assessment with a study

46 physician at your local Data Collection Site. This appointment will take
j; place at a time convenient for you and the assessment will last one hour. If
49 you have not yet completed your main CLSA Follow-up 3 interview, your
g? medical assessment appointment will be scheduled on a separate date.
52

53

54

55

56

57

58

59 i
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 ldentify a family member or friend who knows you well and can respond
to questions about your cognitive health, ability to complete daily tasks,
and behaviour.

o We will ask for the name and phone number of your family member or
friend when we call to book your medical assessment. If possible, we ask
that you discuss the study with this person and to let them know to expect a
phone call from the CLSA.

o Your family member or friend will be asked to complete a 20-minute
interview with a CLSA staff member over the phone before your medical
assessment. You do not need to be present for the interview with your
family member or friend. Your family member or friend may be contacted
after your medical assessment to clarify the information provided.

o The CLSA will not share any personal information about you with your
family member or friend.

e The day before your appointment, the CLSA may contact you to review
the screening questions for COVID symptoms and exposure, depending
on the requirements of their institution.

e You will visit your local Data Collection Site for your medical
assessment with the study physician. The day of your appointment, the
Data Collection Site may review the screening questions for COVID
symptoms and exposure, according to their own protocols. The study
physician will:

o Conduct an assessment which will include questions about your medical
history, your habits, and your ability to do everyday activities.

o Ask you to complete a brief cognitive test which includes answering
questions and drawing on paper.

o Assess your neurological function by assessing your ability to see,
observing you move, and listening to you speak.
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o Ask what medications you are taking. We ask that you bring your physical
medications or a list of your medications to your medical assessment for
the study physician to review.

Will | receive a medical diagnosis from the CLSA Memory Study?

e The study physician will determine if there is a potential concern about your
memory or if your memory seems normal. This is not considered a medical
diagnosis.

¢ |f the study physician identifies a potential concern about your memory, they
will give you a letter about the study and some of your individual results that
you may want to share with your family doctor.

¢ If you do not have a family doctor, the study physician will provide you with
some suggested resources regarding the potential concern about your
memory.

Will 1 get any personal benefit from taking part in the CLSA Memory
Study?

e You will not get any direct personal benefit from taking part in the CLSA
Memory Study.

e Your participation in the CLSA Memory Study will contribute to potentially
developing new ways to identify individuals with memory problems, even if
they have not been diagnosed by a physician.

Are there any risks from taking part in the CLSA Memory Study?
e There are no direct medical risks associated with participation in this study.

e Some participants may feel tired or frustrated during the medical assessment
with the study physician. If you need a break during the medical assessment,
please ask the study physician.

e Some participants may feel worried about if the study physician will identify a
potential concern about their memory. Participants identified as having a
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potential concern about their memory will have an opportunity to speak with
the study physician to discuss their concerns.

¢ |tis important to understand that since participation in the CLSA Memory
Study will require travel outside your home and potentially increased
exposure to others, it may increase your risk of exposure to COVID-19. The
Data Collection Sites follow established protocols for working safety during
the pandemic and include maintaining physical distance of 2 metres
whenever possible and use of appropriate personal protective equipment.
The information related to the risks of COVID-19 changes every day, and the
risk-reduction strategies that are most effective are also adjusted to meet
these changes.

Will there be a cost to me to take part in this study?

e Your participation in this research study will not involve any costs to you
except the time it takes you to complete the medical assessment. You will be
given $30 to cover any expenses incurred when visiting the Data Collection
Site.

How will the information | provide to the CLSA Memory Study be used?

e The data you provide to the CLSA Memory Study will be used to develop a
method of identifying CLSA participants who have memory problems and
individuals without memory problems in the main CLSA study.

¢ If the results of this study are published, your identity will remain confidential.
It is expected that the information collected during this study will be used for
analyses and will be published and presented to the scientific community at
meetings and in journals.

How will my information be managed and kept safe?

¢ As with all studies that collect personal information, there is a remote
possibility that third parties such as an insurance company or employer could
access the information you have provided without permission of the CLSA.
Many levels of safeguards have been put in place to reduce this risk.

CLSAMem_PInf tionPack 1.1 2023Feb13 1
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All identifiable information will be kept in a secure database with a unique
study number at McMaster University and will only be used to contact you.
The information that you provide for us, without your name or contact
information, will be stored in a secure database at McMaster University. Data
collected by interviewers are transferred to the McMaster database over
secure, encrypted connections.

All CLSA staff will sign an agreement to protect your privacy and
confidentiality.

The CLSA Memory Study data will not be available to other researchers
through our general study data access processes. Any requests to access the
CLSA Memory Study data will need to be submitted to and approved by the
CLSA Memory Study principal investigators. Researchers using data from the
CLSA Memory Study will not be provided with any identifying information.

Records identifying you as a participant in the CLSA Memory Study will be
kept confidential and, to the extent permitted by the applicable laws, will not
be disclosed or made publicly available, except as described in this
document. If required, direct authorized representatives of the following
organizations may look at your original identifiable data to check that the
information collected for the study is correct and follow proper laws and
guidelines:

o The research ethics boards who oversee the ethical conduct of this study at
each institution

If you would like more information about how the CLSA protects your data,
please contact us by email at info@clsa-elcv.ca or telephone at 1-866-999-
8303.

Every effort will be made to keep the information you provide private, but risk
of accidental disclosure is possible.

CLSAMem_PInformati%ﬁackage v1.1 2023Feb13
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What if | decide at some point that | no longer want to be part of the CLSA
Memory Study?

Your agreement to participate in the CLSA Memory Study is entirely
voluntary.

Your decision to participate in the CLSA Memory Study does not affect your
ongoing participation in the main CLSA study that you have participated in
since 2011-2015.

You can choose to end your participation in this research (called withdrawal)
at any time without having to provide a reason. If you choose to withdraw
from the study, you are encouraged to contact the research team.

If you decide to leave the study, we will stop contacting you for the CLSA
Memory Study.

You may ask that the information that was collected about you not be used
for the study. However, once the study results have been released, we will
not be able to be removed it from our datasets. If you have any questions
about the CLSA Memory Study, please contact us using the provided email
address or telephone number.

By email By telephone
info@clsa-elcv.ca 1-866-999-8303

CLSAMem_PInformati%ﬁackage v1.1 2023Feb13
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e Your participation in the CLSA Memory Study may be stopped early, and
9 without your consent, for reasons such as:

11 o New information shows that the research is no longer in your best

12 interest

15 o The research team decides to stop the study

16

17

18 o The research ethics board withdraw permission for the study to

19 continue

20

21

22

23

24 What are the rights of participants in a research study?

25

26

27 e You will be told in a timely manner, about new information that may be
;g relevant to your willingness to stay in this study.

30

;; e You have the right to be informed of the overall results of this research
33 once the entire study is complete. As a person taking part in the main
34 CLSA study, you have chosen if you would like to be sent regular

;2 updates about the study progress through electronic or mailed

37 newsletters. The results of the CLSA Memory Study will be shared with
;g all CLSA participants through those newsletters. Information about

40 ongoing research, the research team, and general study results will be
j; posted on the CLSA website (www.clsa-elcv.ca) as well.

43

j‘s‘ e Your rights to privacy are legally protected by federal and provincial laws
46 that require safeguards to ensure that your privacy is respected.

47

jg ¢ If you consent to participate in the CLSA Memory Study, you do not give
50 up any of your legal rights against the research team, the Public Health
. Agency of Canada, or involved institutions for compensation, nor does
53 this form relieve the research team, the Public Health Agency of Canada,
>4 or their agents of their legal and professional responsibilities.
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e Each research ethics board has reviewed this study. The research ethics
boards are responsible for ensuring that participants are informed of the
risks associated with the research, and that participants are free to
decide if participation is right for them. If you have any questions
regarding your rights as a research participant, you may contact the
Research Ethics Board associated with your Data Collection Site:

Note: Please do not call the Ethics office for rescheduling or
cancelling appointment. Please call the CLSA toll-free number (1-

866-999-8303).

BRITISH COLUMBIA

BURNABY

Office of Research Ethics
Simon Fraser University
8888 University Drive
Multi-Tenant Facility
Burnaby BC V5A 1S6
Phone: (778) 782-6593
E-mail: dore@sfu.ca

VANCOUVER

University of British Columbia
Office of Research Services
6190 Agronomy Road
Vancouver BC V6T 1Z3

Phone: toll free 1-877-822-8298
Phone: local (604) 822-8598

CLSAMem_Pinfo mi:aot ;Opnepearcrkg\ﬁ ow %h]Tyz—qwzt% Ee}} l1)

VICTORIA

Human Research Ethics Office of Research
Services

University of Victoria

Administrative Services Building (ASB), Room
B202

PO Box 1700 Stn CSC

3800 Finnerty Road

Victoria BC V8W 2Y2

Phone: (250) 472-4545

Vancouver Island Health Authority

Research Ethics and Compliance Office
Queen Alexandra Centre, Main Building Room
205

2400 Arbutus Road

Victoria BC VBN 1V7

Phone: (250) 519-6726
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Using the Canadian Longitudinal Study on Aging (CLSA) Platform to Validate Algorithms to Identify
Participants with Dementia (Major Neurocognitive Disorder) and Mild Neurocognitive Disorder in the
CLSA (CLSA Memory Study)

Participant Consent Script — Tracking Cohort

Each section (e.g., PARINTRO, PARINFO, PARPRE and PARCON) represents a screen of the consent script.

INTRODUCTION

PARINTRO1
Hello. I am calling on behalf of the Canadian Longitudinal Study on Aging (CLSA) Memory Study. We
recently provided you with an information package about the study. Have you had a chance to read the
information package?

Yes Continue

No Go to PARINTRO3

PARINTRO2  After reading the CLSA Memory Study description, are you interested in discussing participating in the
CLSA Memory Study?

Yes Go to PAR_INFO1

No Go to REFUSAL

PARINTRO3 Did you receive the information package?

[DO NOT READ: Participants were given the information package during their in-home interview or
it was sent by mail or email if the participant had already completed their follow up 3 interview.]

Yes Continue

No Go to PARINTROG6

PARINTRO4 Would you like for us to call back in a few days when you have had a chance to read the information

package?
Yes Continue
No Go to REFUSAL

PARINTRO5 [DO NOT READ: Book a call back time for the participant to complete the informed consent
process. Please hit “previous” until you get to the question asking if the participant has received
the information package so it will open at the correct spot when you call back.]

CLSAM TRA_PartC dAdminScripts_v1.0 2023Febl P 1of24
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PARINTROG6

PARINTRO7

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again
soon to review the information package.

END INTERVIEW

Would you like for us to resend the CLSA Memory Study Participant Information Package?

Yes Continue

No Go to REFUSAL

[DO NOT READ: Please arrange for the CLSA Memory Study participant information package to be
sent by email or mail to the participant. Let the participant know you will call back in a few days if
the information package was sent by email or in a week or two if the information package was sent
by mail. Please hit “previous” until you get to the question asking if the participant has received
the information package so it will open in the correct spot when you call back.]

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again soon
to review the information package.

END INTERVIEW

INFORMATION

PARINFO1

PARINFO2

During this phone call, we will review some of the key information about the CLSA Memory Study. You
will be able to ask any questions you have about the study. If you are interested in participating, | will ask
some questions to see if you are eligible to participate. If you are eligible to participate, we will complete
the consent process.

The purpose of the CLSA Memory Study is to determine whether information that is collected through
CLSA interviews can be used to correctly identify individuals who have memory problems and individuals
without memory problems. Participants in the CLSA Memory Study will be asked to:

1) Undergo a medical assessment by a study physician at their local CLSA Data Collection Site. Please
note, your participation in the CLSA has previously included interviews conducted over the phone.
Participation in the CLSA Memory Study will require you to come into a CLSA Data Collection Site
located within 50km of your home. CLSA Memory Study participant will be given $30 to cover any
expenses incurred when visiting the Data Collection Site The assessment done at the Data Collection
Site will include questions about medical history and a brief cognitive test which includes answering
guestions and drawing on paper. The doctor will also complete a neurocognitive examination, which
involves assessing your ability to see, observing you move, and listening to you speak.

2) Identify a family member or friend to complete an interview by phone regarding your cognitive health,
ability to complete daily tasks, and behaviour. Your family member or friend will not be required to
come to the CLSA Data Collection Site.

Continue
At the end of the medical assessment, the study physician will tell you if they think there is a potential

concern about your memory or if your memory seems normal. This is not considered a medical diagnosis.
If the study physician identifies a potential concern about your memory, they will give you a letter about

CLSAMem_TRA_PartConser}_IandAdminScripts vl.?mzo Febl Page 2 of 24
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the study and some of your individual results that you may want to share with your family doctor. If you do
not have a family doctor, the study physician will provide you with some suggested resources regarding
the potential concern about your memory.

There are no direct benefits to you from taking part in the CLSA Memory Study, but your participation will
contribute to potentially developing new ways to identify people with memory problems.

There are no direct medical risks associated with participation in this study. However, some participants
may feel tired or frustrated during the medical assessment. Participants may take breaks from the medical
assessment as needed. Some participants may also feel worried about if the study physician will identify a
potential concern about their memory. Participants will have an opportunity to speak with the study
physician to discuss their concerns.

Continue

PARINFO3 Do you have any questions you would like to ask about the CLSA Memory Study?

[DO NOT READ: Respond to all participant questions before continuing.]

PARINFO4 Are you interested in finding out if you are eligible to participate in the CLSA Memory Study?

Yes Go to PARPRE1

No Go to Refusal
PRECONSENT
PARPRE1 I am now going to ask you a few questions to determine your eligibility to participate in the CLSA Memory

Study. You may refer to the participant information package to help you answer these questions. Please
also let me know if you would like to discuss any of the questions before you answer.

[Interviewer note: The goal of these questions is to determine if the participant understands
enough about the CLSA Memory Study to provide informed consent. Participants are not expected
to have the study information package memorized or to use the exact wording in their response.

If a participant does not answer a question correctly, a script will appear that provides information
regarding that section of the information package. The question is then asked a second time. If the
participant is unable to answer the question on the second attempt, the remaining questions will
be skipped.]

PARPRE2A  What is the purpose of the study that was just described to you?

[DO NOT READ: Did the participant’s response indicate that the study is about identifying people with
memory problems?]

Yes Go to PARPRE3A
No Continue
CLSAM TRA_PartC dAdminScripts_v1.0 2023Febl P 30f24
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PARPREZ2B

The purpose of this research study is to determine whether information that is collected through CLSA
interviews can be used to correctly identify individuals who have memory problems and individuals
without memory problems.

In your own words, can you tell me why this study is being done?

[DO NOT READ: Did the participant’s response indicate that the study is about identifying people with
memory problems?]

Yes Continue

No PARPRE11

PARPRE3A Tell me something you will be asked to do during the study.
[DO NOT READ: Did the participant’s response indicate that they will have to come to the Data
Collection Site to complete a medical assessment or that they would be asked to identify a family
member or friend as an informant?]
Yes PARPRE4A
No Continue
PARPRE3B Participants in the CLSA Memory Study will undergo a medical assessment by a study physician at the
CLSA Data Collection Site. The assessment will include questions about medical history and a brief
cognitive test which includes answering questions and drawing on paper. The doctor will also complete a
neurocognitive examination, which involves assessing your ability to see, observing you move, and
listening to you speak.
In your own words, can you tell me something you will be asked to do during the study?
[DO NOT READ: Did the participant’s response indicate that they will have to come to the Data Collection
Site to complete a medical assessment or that they would be asked to identify a family member or friend
as an informant?]
Yes Continue
No PARPRE11
PARPRE4A  Can you tell me a possible risk to you of being in this study?
[DO NOT READ: Did the participant’s response indicate that feeling tired or frustrated during the medical
assessment or that worrying about the study physician identifying a potential concern about their
cognition are potential risks of this study?]
Yes Go to PARPRESA
No Continue
CLSAMem‘TRA‘Partconser}-lgrr]%’ggqulen\ﬁ%wgsm\)lll—'%%gﬁgr%%pen.bmj.com/site/about/guidelines.xhtml Page 4 of 24



oNOYTULT D WN =

BMJ Open Page 40 of 192

CLSA Memory Study

Participant Consent and Administrative (Informant Identification, Medical Assessment Booking)

— Tracking Cohort Scripts Version 1.0

February 1st, 2023 Page 5 of 24

PARPRE4B [DO NOT READ: Did the participant mention that they may be exposed to COVID-19 as a potential risk of
this study?]

Yes Go to PARPRE4C

No Go to PARPRE4D

PARPRE4C In addition to the risk of exposure to COVID-19, feeling tired or frustrated during the medical assessment
or worrying that the study physician will identify a potential concern about your cognition are potential
risks of this study.

Go to PARPRESA

PARPRE4D  There are no direct medical risks associated with participation in this study. However, some participants
may feel tired or frustrated during the medical assessment. Participants may take breaks from the medical
assessment as needed. Some participants may also feel worried about if the study physician will identify
a potential concern about their memory. Participants identified as having a potential concern about their
memory will have an opportunity to speak with the study physician to discuss their concerns.

In your own words, can you please tell me a possible risk of participating in this study?
[DO NOT READ: Did the participant’s response indicate that feeling tired or frustrated during the medical

assessment or that worrying about the study physician identifying a potential concern about their
cognition are potential risks of this study? ]

Yes Continue

No PARPRE11

PARPRESA Will you receive a medical diagnosis by participating in this study?

[DO NOT READ: Did the participant’s response indicate that they understand that being told if there is a
potential concern about their memory or not by the study physician is not the same as a medical

diagnosis?]
Yes Go to PARPREGA
No Continue

PARPRE5SB  The study physician will determine if there is a potential concern about your memory or if your memory
seems normal. This is not considered a medical diagnosis and does not replace your usual medical care.
If the study physician identifies a potential concern about your memory, they will give you a letter about
the study and some of your individual results that you may want to share with your family doctor. If you do
not have a family doctor, the study physician will provide you with some suggested resources regarding
the potential concern about your memory.

CLSAM TRA_PartC dAdminScripts_v1.0 2023Febl P 5of 24
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Based on this explanation, will you receive a medical diagnosis by participating in this study?

DO NOT READ: Did the participant’s response indicate that they understand that being told if there is a
potential concern about their memory or not by the study physician is not the same as a medical

diagnosis?]
Yes Continue
No PARPRE11

PARPREGA Do you have to participate in this study if you do not want to participate?

[DO NOT READ: Does the participant’s response indicate that they understand that participation in the
CLSA Memory Study is voluntary?]

Yes Go to PARPRE7A

No Continue

PARPREG6B  Your agreement to participate in the CLSA Memory Study is voluntary. Your decision to participate in the
CLSA Dementia Memory does not affect your ongoing participation in the main CLSA study that you have
participated in since 2012-2015.
Based on this explanation, do you have to participate in this study if you do not want to participate?

[DO NOT READ: Does the participant’s response indicate that they understand that participation in the
CLSA Memory Study in voluntary?]

Yes Continue

No PARPRE11

PARPRE7A If you want to drop out of the study, when can you do this?

[DO NOT READ: Does the participant’s response indicate that they understand that they may drop out (or
withdraw) from the study at any point?]

Yes Go to PARPRESA

No Continue

PARPRE7B  You can choose to end your participation in the CLSA Memory Study at any time for any reason. If you
decide to leave the study, we will stop contacting you about the CLSA Memory Study. You may ask that
the information collected about you not be used for the study. However, if the study results have been
released, we will not be able to remove your data from our datasets.

CLSAM TRA_PartC dAdminScripts_v1.0 2023Febl P 6 of 24
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Based on this information, when can you drop out from the study?

[DO NOT READ: Did the participant’s response indicate that they understand that they can drop out (or
withdraw) from the study whenever they would like?]

Yes Continue

No PARPRE11

PARPRESA  Will your data for the CLSA Memory Study be kept confidential?

[DO NOT READ: Did the participant’s response indicate that they understood that their data will be kept

confidential?]
Yes PARPRE9
No Continue

PARPRE8B  The data you provide to the CLSA Memory Study will be kept confidential. Information that can identify
you such as your name and phone number will be kept in a secure database with a unique study
identification number. This information will only be used to contact you. Researchers using data from the
CLSA Memory Study will not be provided with any identifying information.

Based on this explanation, will your data be kept confidential?

[DO NOT READ: Did the participant’s response indicate that they understood that their data will be kept

confidential?]
Yes Continue
No PARPRE11

PARPRE9 [DO NOT READ: Based on your discussion with the participant, do you feel that the participant has
sufficient understanding of the CLSA Memory Study to provide consent to participate?]

Yes Continue

No PARPRE12

PARPRE10 [SHOW IF (PARPRE2A OR PARPRE2B) AND (PARPRE3A OR PARPRE3B) AND (PARPRE4A OR
PARPRE4B OR PARPRE4D) AND (PARPRESA OR PARPRESB) AND (PARPREGA OR PARPREGB)
AND (PARPRE7A OR PARPRE7B) AND (PARPRESA OR PARPRESB) AND PARPREY ARE “YES”]

[DO NOT READ: The participant answered all of the questions correctly and is eligible to participate in

the study.]
CLSAM TRA_PartC dAdminScripts_v1.0 2023Febl P 7 of 24
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Go to PARCON1

PARPRE11 [SHOW IF RESPONSE TO ONE OF PARPRE2B, PARPRE3B, PARPRE4D, PARPRESB,
PARPREGB, PARPRE7B, OR PARPRE8SB WAS “NO”]

[DO NOT READ: The participant did not answer a question correctly.]

Continue

PARPRE12 Based on the questions | have asked you, we would like another staff member to speak with you to
determine if you are eligible to participate in the CLSA Memory Study. Do | have your permission for the
other staff member to contact you?

Yes Go to PARPRE14
No Continue
PARPRE13 You have told me that you do not want another staff member to contact you. This means that you will

not be able to participate in the CLSA Memory Study. Thank you for taking the time to learn about the
CLSA Memory Study. We will be in touch with you in the future regarding the main CLSA study.

[DO NOT READ: Click “Next” and confirm the participant does not want to participate in the
CLSA Memory Study (Go to REFUSAL1)]
PARPRE14 Thank you. The other staff member will call you in within the next week to further discuss your eligibility

for the CLSA Memory Study.

[DO NOT READ: Please include any relevant notes in Sabretooth that may assist the CLSA Memory
Study staff member in their discussion with the participant.

END INTERVIEW]

CONSENT

I will now read a list of statements. Please indicate you if agree or disagree with each statement.

PARCON1 | have read the participant information package for the Canadian Longitudinal Study on Aging (CLSA)
Memory Study and | understand it.
Disagree Go to Refusal
Agree Continue
PARCON2 | have had a chance to ask questions about the study, and all my questions have been answered.
Disagree Go to Refusal
Agree Continue
CLSAMem‘TRA‘Partconser}-lgrr]%’ggmien\ﬁ%w)gsm\)lll—'%%gﬁgr%%pen.bmj.com/site/about/guidelines.xhtml Page 8 of 24
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PARCON3

| do not give up any of my legal rights by verbally consenting to participate in the CLSA Memory Study.

Disagree Go to Refusal

Agree Continue

PARCON4 | understand that my information will be used for research purposes only and this research may also
have commercial uses that benefit society.
Disagree Go to Refusal
Agree Continue
PARCONS5 | understand that | can withdraw my consent at any time. If a choose to withdraw consent, | will be
offered options for how the information already collected about me will be used.
Disagree Go to Refusal
Agree Continue
PARCONG | understand that participation in the CLSA Memory Study will require me to visit a CLSA Data Collection
Site located within 50km of my home and that | will be given $30 to cover any expenses incurred when
visiting the Data Collection Site. My future participation in the main CLSA study will continue to be over
the phone.
Disagree Go to Refusal
Agree Continue
PARCON7 I will now read the consent statement and ask that you please respond with either ‘yes’ or ‘no’. This will
act as your consent to participate in the CLSA Memory Study. | agree to take part in the CLSA Memory
Study.
Disagree Go to Refusal
Agree Continue
PARCONS8 Thank you for consenting to participate in the CLSA Memory Study.
END INTERVIEW AND CLICK SUBMIT.
REFUSAL

IF ANSWER IS ‘NO’ TO PARINTRO1 OR PARINFO3 OR PARCONS IF ANSWER IS ‘DISAGREE’ TO PARCONH1,
PARCON2, PARCON3, PARCON4, PARCON5, PARCONG, OR PARCONTY

CLSAMem_TRA_PartConser}_IandAdminScripts vl.?mzo Febl Page 9 of 24
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5

6

% REFUSAL1 DO NOT READ: Check the "participant does not wish to participate" option below to confirm that
g the participant does not want to participate in the CLSA Memory Study.

10

11 REFUSAL2  Thank you for taking the time to learn about the CLSA Memory Study.

12

13 We will be in touch with you in the future regarding the main CLSA study.

14

15 END INTERVIEW AND CLICK SUBMIT.

16

17

18

19 CONCLUSION SCREEN

20

21 You have completed the CLSA Memory Study Participant Consent Script. You may now exit this window.
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Using the Canadian Longitudinal Study on Aging (CLSA) Platform to Validate Algorithms to Identify
Participants with Dementia (Major Neurocognitive Disorder) and Mild Neurocognitive Disorder in the
CLSA (CLSA Memory Study)

Participant Consent Script — Comprehensive Cohort

Each section (e.g., PARINTRO, PARINFO, PARPRE and PARCON) represents a screen of the consent script.

FAMILY MEMBER OR FRIEND CONTACT INFORMATION

PARINF_1 To participate in this study, we need you to identify a family member or friend that can respond to
guestions about your cognitive health, ability to complete daily tasks, and behaviour. Would you like to
identify this person now or have us call back at another time?

Identify family member or friend now Continue

Identify family member or friend later Go to PARINF_5

PARINF_2 [DO NOT READ: Record the friend or family member identified by the participant as an alternate
contact and label as “Memory Study Informant”. If the participant identifies an existing alternate
contact as the Memory Study informant, please verify the contact information of the alternate
contact before selecting “Memory Study Informant” as an alternate type.]

PARINF_3 Thank you. In the information we sent you for the CLSA Memory Study, we included a copy of the
Informant Information Package. Are you able to give the Informant Information Package to your family
member or friend, or would you prefer for us to send them a copy?

Participant will give informant the information package Continue
Data Collection Site will send information package Continue
PARINF_4 We encourage you to discuss the CLSA Memory Study with [family member or friend name] in the next

few days and to let him/her know to expect a phone call from us.
Go to PARMED_1

PARINF_5 [DO NOT READ: Book a call back time for the participant to provide the contact information for a
family member or friend]
When we call you to identify a family member or friend, we will also book an appointment for your medical
assessment. Thank you for your interest in the CLSA Memory Study and we look forward to speaking with

you again soon.

END INTERVIEW.

MEDICAL ASSESSMENT BOOKING

PARMED 1 Would you like to schedule a time for your medical assessment with the study physician?
CLSAM TRA_PartC dAdminScripts_v1.0 2023Febl P 11 of 24
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5

g Book medical assessment now Continue

8 Book medical assessment later Go to PARMED_3

9

10

12 PARMED 2 [DO NOT READ, SITE SPECIFIC: Book medical assessment appointment using your preferred

13 method and the participant’s UID. Please confirm the address of the DCS with the participant and
14 any necessary information about parking.

15

16 Thank you for your interest in the CLSA Memory Study and we look forward to seeing you at your medical
17 assessment.

18

19 END INTERVIEW AND CLICK SUBMIT

20

21

22

23 PARMED_3 [DO NOT READ: Book a call back time for the participant to schedule a medical assessment.]

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again soon
to book your medical assessment.

END INTERVIEW

CONCLUSION SCREEN

You have completed the CLSA Memory Study Participant Informant Identification and Medical Assessment
Booking Script. You may now exit this window.
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Using the Canadian Longitudinal Study on Aging (CLSA) Platform to Validate Algorithms to Identify
Participants with Dementia (Major Neurocognitive Disorder) and Mild Neurocognitive Disorder in the
CLSA (CLSA Memory Study)

PARTICIPANT CONSENT SCRIPT

Each section (e.g., PARINTRO, PARINFO, PARPRE and PARCON) represents a screen of the consent script.

INTRODUCTION

PARINTRO1
Hello. I am calling on behalf of the Canadian Longitudinal Study on Aging (CLSA) Memory Study. We
recently provided you with an information package about the study. Have you had a chance to read the
information package?

Yes Continue

No Go to PARINTRO3

PARINTRO2 After reading the CLSA Memory Study description, are you interested in discussing participating in the
CLSA Memory Study?

Yes Go to PAR_INFO1

No Go to REFUSAL

PARINTRO3 Did you receive the information package?

[DO NOT READ: Participants were given the information package during their in-home interview or
it was sent by mail or email if the participant had already completed their follow up 3 interview.]

Yes Continue

No Go to PARINTROG6

PARINTRO4 Would you like for us to call back in a few days when you have had a chance to read the information

package?
Yes Continue
No Go to REFUSAL

PARINTROS5 [DO NOT READ: Book a call back time for the participant to complete the informed consent
process. Please hit “previous” until you get to the question asking if the participant has received
the information package so it will open at the correct spot when you call back.]

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again
soon to review the information package.

END INTERVIEW

CLSAMem_PartConsentandédminScri ts_v1.1 20220ct

1 P 1of24
or peer review orty - ttp:/}bmjopen.bmj.com/site/about/guidelines.xhtmI age =0



Page 49 of 192

oNOYTULT D WN =

BMJ Open

CLSA Memory Study

Participant Consent and

Administrative (Informant Identification, Medical Assessment Booking) Scripts Version 1.1

October 11, 2022 Page 2 of 24

PARINTROG6

PARINTRO7

Would you like for us to resend the CLSA Memory Study Participant Information Package?

Yes Continue

No Go to REFUSAL

[DO NOT READ: Please arrange for the CLSA Memory Study participant information package to be
sent by email or mail to the participant. Let the participant know you will call back in a few days if
the information package was sent by email or in a week or two if the information package was sent
by mail. Please hit “previous” until you get to the question asking if the participant has received
the information package so it will open in the correct spot when you call back.]

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again soon
to review the information package.

END INTERVIEW

INFORMATION

PARINFO1

PARINFO2

CLSAMem_PartConsentand dminScrigts v1.1 ZO%ZOct

During this phone call, we will review some of the key information about the CLSA Memory Study. You
will be able to ask any questions you have about the study. If you are interested in participating, | will ask
some questions to see if you are eligible to participate. If you are eligible to participate, we will complete
the consent process.

The purpose of the CLSA Memory Study is to determine whether information that is collected through
CLSA interviews can be used to correctly identify individuals who have memory problems and individuals
without memory problems. Participants in the CLSA Memory Study will be asked to:

1) Undergo a medical assessment by a study physician at their local CLSA Data Collection Site. The
assessment will include questions about medical history and a brief cognitive test which includes
answering questions and drawing on paper. The doctor will also complete a neurocognitive
examination, which involves assessing your ability to see, observing you move, and listening to you
speak.

2) Identify a family member or friend to complete an interview by phone regarding your cognitive health,
ability to complete daily tasks, and behaviour.

Continue

At the end of the medical assessment, the study physician will tell you if they think there is a potential
concern about your memory or if your memory seems normal. This is not considered a medical diagnosis.
If the study physician identifies a potential concern about your memory, they will give you a letter about
the study and some of your individual results that you may want to share with your family doctor. If you do
not have a family doctor, the study physician will provide you with some suggested resources regarding
the potential concern about your memory.

There are no direct benefits to you from taking part in the CLSA Memory Study, but your participation will
contribute to potentially developing new ways to identify people with memory problems.

There are no direct medical risks associated with participation in this study. However, some participants
may feel tired or frustrated during the medical assessment. Participants may take breaks from the medical

Page 2 of 24
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assessment as needed. Some participants may also feel worried about if the study physician will identify a
potential concern about their memory. Participants will have an opportunity to speak with the study
physician to discuss their concerns.

Continue

PARINFO3 Do you have any questions you would like to ask about the CLSA Memory Study?

[DO NOT READ: Respond to all participant questions before continuing.]

PARINFO4 Are you interested in finding out if you are eligible to participate in the CLSA Memory Study?

Yes Go to PARPRE1

No Go to Refusal
PRECONSENT
PARPRE1 I am now going to ask you a few questions to determine your eligibility to participate in the CLSA Memory

Study. You may refer to the participant information package to help you answer these questions. Please
also let me know if you would like to discuss any of the questions before you answer.

[Interviewer note: The goal of these questions is to determine if the participant understands
enough about the CLSA Memory Study to provide informed consent. Participants are not expected
to have the study information package memorized or to use the exact wording in their response.

If a participant does not answer a question correctly, a script will appear that provides information
regarding that section of the information package. The question is then asked a second time. If the
participant is unable to answer the question on the second attempt, the remaining questions will
be skipped.]

PARPRE2A  What is the purpose of the study that was just described to you?

[DO NOT READ: Did the participant’s response indicate that the study is about identifying people with
memory problems?]

Yes Go to PARPRESA

No Continue

PARPRE2B  The purpose of this research study is to determine whether information that is collected through CLSA
interviews can be used to correctly identify individuals who have memory problems and individuals
without memory problems.

In your own words, can you tell me why this study is being done?

[DO NOT READ: Did the participant’s response indicate that the study is about identifying people with
memory problems?]

Yes Continue

No PARPRE11

CLSAM PartC tandAdminScripts_v1.1 20220ct11 P 30f24
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PARPRE3A

PARPRE3B

PARPRE4A

PARPRE4B

CLSAMem_PartConsentandédminScri ts_v1.1 20220ct

Tell me something you will be asked to do during the study.

[DO NOT READ: Did the participant’s response indicate that they will have to come to the Data
Collection Site to complete a medical assessment or that they would be asked to identify a family
member or friend as an informant?]

Yes PARPRE4A

No Continue

Participants in the CLSA Memory Study will undergo a medical assessment by a study physician at the
CLSA Data Collection Site. The assessment will include questions about medical history and a brief
cognitive test which includes answering questions and drawing on paper. The doctor will also complete a
neurocognitive examination, which involves assessing your ability to see, observing you move, and
listening to you speak.

In your own words, can you tell me something you will be asked to do during the study?
[DO NOT READ: Did the participant’s response indicate that they will have to come to the Data Collection

Site to complete a medical assessment or that they would be asked to identify a family member or friend
as an informant?]

Yes Continue

No PARPRE11

Can you tell me a possible risk to you of being in this study?
[DO NOT READ: Did the participant’s response indicate that feeling tired or frustrated during the medical

assessment or that worrying about the study physician identifying a potential concern about their
cognition are potential risks of this study?]

Yes Go to PARPRESA

No Continue

[DO NOT READ: Did the participant mention that they may be exposed to COVID-19 as a potential risk of
this study?]

Yes Go to PARPRE4C

No Go to PARPRE4D

1 P 4 0of 24
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PARPRE4C In addition to the risk of exposure to COVID-19, feeling tired or frustrated during the medical assessment
or worrying that the study physician will identify a potential concern about your cognition are potential
risks of this study.

Go to PARPRESA

PARPRE4D  There are no direct medical risks associated with participation in this study. However, some participants
may feel tired or frustrated during the medical assessment. Participants may take breaks from the medical
assessment as needed. Some participants may also feel worried about if the study physician will identify
a potential concern about their memory. Participants identified as having a potential concern about their
memory will have an opportunity to speak with the study physician to discuss their concerns.

In your own words, can you please tell me a possible risk of participating in this study?
[DO NOT READ: Did the participant’s response indicate that feeling tired or frustrated during the medical

assessment or that worrying about the study physician identifying a potential concern about their
cognition are potential risks of this study? ]

Yes Continue

No PARPRE11

PARPRESA Will you receive a medical diagnosis by participating in this study?

[DO NOT READ: Did the participant’s response indicate that they understand that being told if there is a
potential concern about their memory or not by the study physician is not the same as a medical

diagnosis?]
Yes Go to PARPREGA
No Continue

PARPRES5B  The study physician will determine if there is a potential concern about your memory or if your memory
seems normal. This is not considered a medical diagnosis and does not replace your usual medical care.
If the study physician identifies a potential concern about your memory, they will give you a letter about
the study and some of your individual results that you may want to share with your family doctor. If you do
not have a family doctor, the study physician will provide you with some suggested resources regarding
the potential concern about your memory.

Based on this explanation, will you receive a medical diagnosis by participating in this study?

DO NOT READ: Did the participant’s response indicate that they understand that being told if there is a
potential concern about their memory or not by the study physician is not the same as a medical

diagnosis?]
Yes Continue
No PARPRE11

CLSAMem_PartConsentandédminScri ts_v1.1 20220ct Page 5 of 24
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PARPREGA Do you have to participate in this study if you do not want to participate?

[DO NOT READ: Does the participant’s response indicate that they understand that participation in the
CLSA Memory Study is voluntary?]

Yes Go to PARPRE7A

No Continue

PARPREGB  Your agreement to participate in the CLSA Memory Study is voluntary. Your decision to participate in the
CLSA Dementia Memory does not affect your ongoing participation in the main CLSA study that you have
participated in since 2012-2015.
Based on this explanation, do you have to participate in this study if you do not want to participate?

[DO NOT READ: Does the participant’s response indicate that they understand that participation in the
CLSA Memory Study in voluntary?]

Yes Continue

No PARPRE11

PARPRE7A If you want to drop out of the study, when can you do this?

[DO NOT READ: Does the participant’s response indicate that they understand that they may drop out (or
withdraw) from the study at any point?]

Yes Go to PARPRESA

No Continue

PARPRE7B You can choose to end your participation in the CLSA Memory Study at any time for any reason. If you
decide to leave the study, we will stop contacting you about the CLSA Memory Study. You may ask that
the information collected about you not be used for the study. However, if the study results have been
released, we will not be able to remove your data from our datasets.

Based on this information, when can you drop out from the study?
[DO NOT READ: Did the participant’s response indicate that they understand that they can drop out (or

withdraw) from the study whenever they would like?]

Yes Continue

No PARPRE11

CLSAMem_PartConsentandédminScri ts_v1.1 20220ct Page 6 of 24
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PARPRE8A  Will your data for the CLSA Memory Study be kept confidential?

[DO NOT READ: Did the participant’s response indicate that they understood that their data will be kept

confidential?]
Yes PARPRE9
No Continue

PARPRE8B  The data you provide to the CLSA Memory Study will be kept confidential. Information that can identify
you such as your name and phone number will be kept in a secure database with a unique study
identification number. This information will only be used to contact you. Researchers using data from the
CLSA Memory Study will not be provided with any identifying information.

Based on this explanation, will your data be kept confidential?

[DO NOT READ: Did the participant’s response indicate that they understood that their data will be kept

confidential?]
Yes Continue
No PARPRE11

PARPRE9 [DO NOT READ: Based on your discussion with the participant, do you feel that the participant has
sufficient understanding of the CLSA Memory Study to provide consent to participate?]

Yes Continue

No PARPRE12

PARPRE10 [SHOW IF (PARPRE2A OR PARPRE2B) AND (PARPRE3A OR PARPRE3B) AND (PARPRE4A OR
PARPRE4B OR PARPRE4D) AND (PARPRESA OR PARPRESB) AND (PARPREGA OR PARPREGB)
AND (PARPRE7A OR PARPRE7B) AND (PARPRESA OR PARPRESB) AND PARPREY ARE “YES”]

[DO NOT READ: The participant answered all of the questions correctly and is eligible to participate in
the study.]

Go to PARCON1

PARPRE11 [SHOW IF RESPONSE TO ONE OF PARPRE2B, PARPRE3B, PARPRE4D, PARPRESB,
PARPREGB, PARPRE7B, OR PARPRESB WAS “NO”]

[DO NOT READ: The participant did not answer a question correctly.]

Continue
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5

6 PARPRE12 Based on the questions | have asked you, we would like another staff member to speak with you to

% determine if you are eligible to participate in the CLSA Memory Study. Do | have your permission for the
g other staff member to contact you?

10 Yes Go to PARPRE14

11

12 No Continue

13

14

15 PARPRE13 You have told me that you do not want another staff member to contact you. This means that you will
16 not be able to participate in the CLSA Memory Study. Thank you for taking the time to learn about the
17 CLSA Memory Study. We will be in touch with you in the future regarding the main CLSA study.

18

19 [DO NOT READ: Click “Next” and confirm the participant does not want to participate in the

20 CLSA Memory Study (Go to REFUSAL1)]

21

22

23 PARPRE14 Thank you. The other staff member will call you in within the next week to further discuss your eligibility
for the CLSA Memory Study.

24
;2 [DO NOT READ: Please include any relevant notes in Sabretooth that may assist the CLSA Memory
27 Study staff member in their discussion with the participant.
;g END INTERVIEW]
30
31
CONSENT
32
gi I will now read a list of statements. Please indicate you if agree or disagree with each statement.
35 PARCON1 | have read the participant information package for the Canadian Longitudinal Study on Aging (CLSA)
36 Memory Study and | understand it.
37
38 Disagree Go to Refusal
39
40 Agree Continue
41
42 PARCON2 | have had a chance to ask questions about the study, and all my questions have been answered.
43
44 Disagree Go to Refusal
45 _
46 Agree Continue
47
48
49 PARCON3 | do not give up any of my legal rights by verbally consenting to participate in the CLSA Memory Study.
g? Disagree Go to Refusal
52 .
53 Agree Continue
54
55
56 pARCON4 | understand that my information will be used for research purposes only and this research may also
57 have commercial uses that benefit society.
58

59 CLSAMem_PartConsentandédminScri ts_v1.1 20220ct Page 8 of 24
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Disagree Go to Refusal
Agree Continue

PARCONS5 | understand that | can withdraw my consent at any time. If a choose to withdraw consent, | will be

offered options for how the information already collected about me will be used.

Disagree Go to Refusal
Agree Continue
PARCONG6 | will now read the consent statement and ask that you please respond with either ‘yes’ or ‘no’. This will
act as your consent to participate in the CLSA Memory Study. | agree to take part in the CLSA Memory
Study.
Disagree Go to Refusal
Agree Continue
PARCON7 Thank you for consenting to participate in the CLSA Memory Study.

END INTERVIEW AND CLICK SUBMIT.

REFUSAL

IF ANSWER IS ‘NO’ TO PARINTRO1 OR PARINFO3 OR PARCONS IF ANSWER IS ‘DISAGREE’ TO PARCONH1,
PARCONZ2, PARCONS, PARCON4, PARCONS5, PARCONG6, OR PARCONY

REFUSAL1 DO NOT READ: Check the "participant does not wish to participate" option below to confirm that
the participant does not want to participate in the CLSA Memory Study.

REFUSAL?2 Thank you for taking the time to learn about the CLSA Memory Study.
We will be in touch with you in the future regarding the main CLSA study.

END INTERVIEW AND CLICK SUBMIT.

CONCLUSION SCREEN

You have completed the CLSA Memory Study Participant Consent Script. You may now exit this window.
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Using the Canadian Longitudinal Study on Aging (CLSA) Platform to Validate Algorithms to Identify
Participants with Dementia (Major Neurocognitive Disorder) and Mild Neurocognitive Disorder in the

CLSA (CLSA Memory Study)

PARTICIPANT INFORMANT IDENTIFICATION AND MEDICAL ASSESSMENT BOOKING SCRIPT

Each section (e.g., PARINTRO, PARINFO, PARPRE and PARCON) represents a screen of the consent script.

FAMILY MEMBER OR FRIEND CONTACT INFORMATION

PARINF_1

PARINF_2

PARINF_3

PARINF_4

PARINF_5

To participate in this study, we need you to identify a family member or friend that can respond to
guestions about your cognitive health, ability to complete daily tasks, and behaviour. Would you like to
identify this person now or have us call back at another time?

Identify family member or friend now Continue

Identify family member or friend later Go to PARINF_5

[DO NOT READ: Record the friend or family member identified by the participant as an alternate
contact and label as “Memory Study Informant”. If the participant identifies an existing alternate
contact as the Memory Study informant, please verify the contact information of the alternate
contact before selecting “Memory Study Informant” as an alternate type.]

Thank you. In the information we sent you for the CLSA Memory Study, we included a copy of the
Informant Information Package. Are you able to give the Informant Information Package to your family
member or friend, or would you prefer for us to send them a copy?

Participant will give informant the information package Continue

Data Collection Site will send information package Continue

We encourage you to discuss the CLSA Memory Study with [family member or friend name] in the next
few days and to let him/her know to expect a phone call from us.

Go to PARMED_1

[DO NOT READ: Book a call back time for the participant to provide the contact information for a
family member or friend]

When we call you to identify a family member or friend, we will also book an appointment for your medical
assessment. Thank you for your interest in the CLSA Memory Study and we look forward to speaking with
you again soon.

END INTERVIEW.

MEDICAL ASSESSMENT BOOKING

PARMED_1

CLSAMem_PartConsentandédminScri ts_v1.1 20220ct

Would you like to schedule a time for your medical assessment with the study physician?

1 P 10 of 24
or peer review orty - ttp:/}bmjopen.bmj.com/site/about/guidelines.xhtmI age o



oNOYTULT D WN =

BMJ Open Page 58 of 192

CLSA Memory Study
Participant Consent and
Administrative (Informant Identification, Medical Assessment Booking) Scripts Version 1.1

October 11, 2022 Page 11 of 24
Book medical assessment now Continue
Book medical assessment later Go to PARMED_3

PARMED 2 [DO NOT READ, SITE SPECIFIC: Book medical assessment appointment using your preferred
method and the participant’s UID.

Thank you for your interest in the CLSA Memory Study and we look forward to seeing you at your medical
assessment.

END INTERVIEW AND CLICK SUBMIT

PARMED_3 [DO NOT READ: Book a call back time for the participant to schedule a medical assessment.]

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again soon
to book your medical assessment.

END INTERVIEW

CONCLUSION SCREEN

You have completed the CLSA Memory Study Participant Informant Identification and Medical Assessment
Booking Script. You may now exit this window.

CLSAMem_PartConsentandédminScri ts_v1.1 20220ct Page 11 of 24
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Supplementary Appendix 3 — Informant Information Package

Family Member or Friend Information Package Cover LEtter .......ccoviiiiiiiiie ittt 2

Family Member or Friend Study Information Package......ccccccceeevcviviinnennnnn. Error! Bookmark not defined.
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Family Member or Friend Information Package Cover Letter

Dear [Informant],

Your family member or friend, [participant name], is a participant in the Canadian
Longitudinal Study on Aging (CLSA) and is taking part in the CLSA Memory Study.
Participants in this study were asked to identify someone who could answer questions
about their cognitive health, ability to complete daily tasks, and behaviour. [Participant
name] selected you as this person.

The purpose of this CLSA Memory Study is to determine whether information that is
collected through CLSA interviews can be used to correctly identify individuals who have
memory problems and individuals without memory problems.

If you choose to take part, you will complete a 20-minute telephone interview at a time
convenient to you.

This study of the CLSA is funded by the Public Health Agency of Canada (PHAC). The
CLSA Memory Study is being led by Dr. Lauren Griffith, Dr. Andrew Costa, and Dr.
Parminder Raina, all from McMaster University. Other researchers from universities across
Canada are also involved.

[Attached to this emall is/This package contains] the Family Member or Friend Study
Information Package that will provide you with information to help you make an informed
choice about if you would like to take part in this study.

Please read the Family Member or Friend Study Information Package carefully. We will
call you in the next couple of weeks and you will have an opportunity to ask any questions
you may have.

If you wish to contact us directly, please feel free to:
« Email at info@clsa-elcv.ca
« Call our toll-free line at 1-866-999-8303

Thank you,

CLSAMem_Info’_rmInfoPaC.k vz.%,__ %023 Page 2 of 10
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FAMILY MEMBER OR FRIEND STUDY INFORMATION PACKAGE

Study Title: Canadian Longitudinal Study on Aging (CLSA) Memory Study

Principal Investigators:

Dr. Lauren Griffith, Department of Health Research Methods, Evidence, and Impact,

McMaster University

Dr. Andrew Costa, Department of Health Research Methods, Evidence, and Impact,

McMaster University

Dr. Parminder Raina, Department of Health Research Methods, Evidence, and Impact,

McMaster University

Co-Investigators:
Newfoundland and Labrador
Dr. Gerry Mugford — Memorial University

Nova Scotia
Dr. Susan Kirkland — Dalhousie
University

Quebec

Dr. Benoit Cossette — Université de
Sherbrooke

Dr. Christina Wolfson — McGill
University

Ontario

Dr. Cynthia Balion — McMaster
University

Dr. Aaron Jones — McMaster University
Dr. Alexandra Mayhew — McMaster
University

Dr. Vanessa Taler — University of
Ottawa

Dr. Mary Thompson — University of
Waterloo

Dr. Changbao Wu — University of
Waterloo

Manitoba

Dr. Verena Menec — University of
Manitoba

Saskatchewan
Dr. Megan O’Connell — University of
Saskatchewan

Alberta
Dr. David Hogan — University of Calgary
Dr. Eric Smith — University of Calgary

British Columbia

Dr. Scott Hofer — University of Victoria
Dr. Teresa Liu-Ambrose — University of
British Columbia

Dr. Andrew Wister — Simon Fraser
University

Supported by:
The Public Health Agency of Canada

Conflicts of interest: There are no conflicts of interest to declare related to this study.
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What is the purpose of the CLSA Memory Study?

The purpose of this research study is to determine whether information that is
collected through CLSA interviews can be used to correctly identify
individuals who have memory problems and individuals without memory
problems.

How many people will take part in the CLSA Memory Study?

We will recruit approximately 600 participants from the 11 CLSA Data
Collection Sites in Canada (Surrey, British Columbia; Victoria, British
Columbia; Vancouver, British Columbia; Calgary, Alberta; Winnipeg,
Manitoba; Hamilton, Ontario; Ottawa, Ontario; Montréal, Quebec;
Sherbrooke, Quebec; Halifax, Nova Scotia; and St. John’s, Newfoundland).

This study will take approximately two years to complete and the results
should be known in approximately three years.

What will | be asked to do if | volunteer to be part of the CLSA Memory
Study?

CLSAMem_InforminfoPack v2.1

A staff member from your family member or friend’s local CLSA Data
Collection Site will contact you to discuss the CLSA Memory Study in
the next couple of weeks. You will have an opportunity to ask any questions
that you may have. If you are interested in participating in the CLSA Memory
Study, the CLSA staff member will ask for your consent to participate.

You will be asked to complete an interview over the phone with a staff
member from the CLSA. You will be asked questions about your family
member or friend’s medical history, habits, and ability to complete everyday
tasks. The interview will take approximately 20 minutes and can either be
completed during this phone call or will be scheduled at a time convenient for
you. Your family member or friend does not need to be present for your
interview.

Or peer review Gn%)(/)?ﬁtlt:&p/%rgnjopen.bmj.com/site/about/guidelines.xhtmI Page 4 of 10
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3 e The information you provide will be reviewed by a study physician who will

? also complete a medical assessment with your family member or friend. The
8 information from your interview and the medical assessment will allow the

?o study physician to determine if there is a potential concern about your family
1 member or friend’s memory or if their memory appears normal.

12

12 e The study physician may contact you by phone if they have any follow-up

12 questions about the information you provide.

17

18

o How will the information | provide to the CLSA Memory Study be used?
;; e The data you provide to the CLSA Memory Study will be used to develop a
23 method of identifying CLSA participants who have memory problems and

o individuals without memory problems in the main CLSA study.

26

27 ¢ If the results of this study are published, your identity will remain confidential.
;g It is expected that the information collected during this study will be used for
30 analyses and will be published and presented to the scientific community at
;; meetings and in journals.

33

34

;2 How will my information be managed and kept safe?

37 e As with all studies that collect personal information, there is a remote

;g possibility that third parties such as an insurance company or employer could
40 access the information you have provided without permission of the CLSA.
j; Many levels of safeguards have been put in place to reduce this risk.

ji  All identifiable information will be kept in a secure database with a unique

45 study number at McMaster University and will only be used to contact you.
j? The information that you provide for us, without your name or contact

48 information, will be stored in a secure database at McMaster University. Data
;‘g collected by interviewers are transferred to the McMaster database over

=1 secure, encrypted connections.

52

gi o All CLSA staff will sign an agreement to protect your privacy and

55 confidentiality.

56

57

58
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e The CLSA Memory Study data will not be available to other researchers
through our general study data access processes. Any requests to access the
CLSA Memory Study data will need to be submitted to and approved by the
CLSA Memory Study principal investigators. Researchers using data from the
CLSA Memory Study will not be provided with any identifying information.

e Records identifying you as a participant in the CLSA Memory Study will be
kept confidential and, to the extent permitted by the applicable laws, will not
be disclosed or made publicly available, except as described in this
document. If required, direct authorized representatives of the following
organizations may look at your original identifiable data to check that the
information collected for the study is correct and follow proper laws and
guidelines:

o The research ethics boards who oversee the ethical conduct of this study
at each institution

e |f you would like more information about how the CLSA protects your data,
please contact us by email at info@clsa-elcv.ca or telephone at 1-866-999-
8303.

o Every effort will be made to keep the information you provide private, but risk
of accidental disclosure is possible.

What if | decide at some point that | no longer want to be part of the CLSA
Memory Study?

e Your agreement to participate in the CLSA Memory Study is entirely
voluntary.

¢ |f you decide to not take part in the CLSA Memory Study, there will be no
penalty or loss of benefit to you

e Your decision to participate in the CLSA Memory Study does not affect your
family member or friend’s ongoing participation in the CLSA Memory Study,
or the main CLSA study that they have participated in since 2011-2015.

e You can choose to end your participation in this research (called withdrawal)
at any time without having to provide a reason. If you choose to withdraw
from the study, you are encouraged to contact the research team.

CLSAMem_InforminfoPack v2.1 2;0 Page 6 of 10
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¢ |f you decide to leave the study, we will stop contacting you for the CLSA
Memory Study. You may ask that the information that you provided not be
used for the study. However, once the study results have been released, we
will not be able to be remove it from our datasets. If you have any questions
about the CLSA Memory Study, please contact us using the provided email
address or telephone number.

By email By telephone
info@clsa-elcv.ca 1-866-999-8303

Can participation in the CLSA Memory Study end early?

e Your participation in the CLSA Memory Study may be stopped early, and
without your consent, for reasons such as:
o New information shows that the research is no longer in your best interest

o The research team decides to stop the study
o The research ethics board withdraws permission for the study to continue

o Your family member or friend decides to withdraw from the CLSA Memory
Study

Will I get any personal benefit from taking part in the CLSA Memory
Study?

e You will not get any direct personal benefit from taking part in the CLSA
Memory Study.

e Your participation in the CLSA Memory Study will contribute to potentially
developing new ways to identify individuals with memory problems, even if
they have not been diagnosed by a physician.

CLSAMem_InforminfoPack v2.1 2;0 Page 7 of 10
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Are there any risks to taking part in the CLSA Memory Study?

e There are no direct medical risks associated with participation in this study.

What are the rights of participants in aresearch study?

e You will be told in a timely manner about new information that may be
relevant to your willingness to stay in this study.

¢ You have the right to be informed of the overall results of this research once
the entire study is complete. Information about ongoing research, the
research team, and general study results will be posted on the CLSA website
(www.clsa-elcv.ca) as well.

e Your rights to privacy are legally protected by federal and provincial laws that
require safeguards to ensure that your privacy is respected.

¢ |f you consent to participate in the CLSA Memory Study, you do not give up
any of your legal rights against the research team, the Public Health Agency
of Canada, or involved institutions for compensation, nor does this form
relieve the research team, the Public Health Agency of Canada, or their
agents of their legal and professional responsibilities.

e Each research ethics board has reviewed this study. The research ethics
boards are responsible for ensuring that participants are informed of the risks
associated with the research, and that participants are free to decide if
participation is right for them. If you have any questions regarding your rights
as a research participant, you may contact the Research Ethics Board
associated with your Data Collection Site:

Note: Please do not call the Ethics office for rescheduling or cancelling
appointment. Please call the CLSA toll-free number (1-866-999-8303).

CLSAMem_InforminfoPack v2.1 2;0 Page 8 of 10
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5 BRITISH COLUMBIA

6

; BURNABY VICTORIA

9 Office of Research Ethics Human Research Ethics Office of Research
10 Simon Fraser University Services

11 8888 University Drive University of Victoria

12 Multi-Tenant Facility Administrative Services Building (ASB), Room
13 Burnaby BC V5A 1S6 B202

14 Phone: (778) 782-6593 PO Box 1700 Stn CSC

} 2 E-mail: dore@sfu.ca 3800 Finnerty Road

17 Victoria BC V8W 2Y2

18 Phone: (250) 472-4545

19

20 VANCOUVER

21 University of British Columbia Vancouver Island Health Authority

;g Office of Research Services Research Ethics and Compliance Office
54 6190 Agronomy Road Queen Alexandra Centre, Main Building Room
25 Vancouver BC V6T 173 205

26 Phone: toll free 1-877-822-8298 2400 Arbutus Road

27 Phone: local (604) 822-8598 Victoria BC V8N 1V7

28 Phone: (250) 519-6726

29

i ALBERTA MANITOBA

;; CALGARY WINNIPEG

34 Conjoint Health Research Ethics Board Bannatyne Campus

35 University of Calgary Research Ethics Board

36 Phone: (403) 220-7990 University of Manitoba

;73 P126 Pathology Building

39 770 Bannatyne Avenue

40 Winnipeg MB R3E 0W3

41 Phone: (204) 789-3883

42

43 ONTARIO

44

o HAMILTON OTTAWA

47 Office of the Chair Chair, Bruyéere Research Ethics Board
48 Hamilton Integrated Research Ethics Board 43 Bruyére Street

49 (HIREB) Ottawa ON K1N 5C8

50 293 Wellington Street North Phone: (613) 562-6262 ext. 4003
51 Hamilton ON L8L 8E7 E-mail: REB@bruyere.org

§§ Phone: (905) 521-2100 ext. 42013

54

55

56

57

58
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QUEBEC

MONTREAL

Ms. llde Lepore

Senior Ethics Administrator

McGill Institutional Review Board

McGill University Faculty of Medicine
Mcintyre Medical Building

#633-3655 Promenade Sir William Osler
Montreal QC H3G 1Y6

Phone: (514) 398-8302

E-mail: ilde.lepore@mcgill.ca
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3001, 12e Avenue Nord,
Sherbrooke, QC J1H 5N4

819 346-1110, poste 12856
ethique.recherche.ciussse-
chus@ssss.gouv.qc.ca

NOVA SCOTIA

HALIFAX

Director

Office of Research Ethics Administration
Dalhousie University

6299 South Street

2nd Floor, Suite 231

Halifax NS B3H 4H6

Phone: (902)-494-1462
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Supplementary Appendix 4 - Using the CLSA Platform to Validate Algorithms to Identify Participants
with Dementia (Major Neurocognitive Disorder) and Mild Neurocognitive Disorder in the Canadian
Longitudinal Study on Aging (CLSA Memory Study)

INFORMANT CONSENT SCRIPT

Each section (e.g., INFINT, INFINFO, INFCON, and INFINT) represents a screen of the consent script.

INTRODUCTION

INFINT1 Your family member or friend, [participant name], is a participant in the Canadian Longitudinal Study on
Aging (CLSA) and is taking part in the CLSA Memory Study. Participants in this study were asked to
identify someone who could answer questions about their cognitive health, ability to complete daily tasks,
and behaviour. [Participant name] selected you as this person and would like you to complete a 20-minute
telephone interview as part of their participation in the CLSA Memory Study.

Have you received a copy of the information package about this study?

Yes Continue

No Go to INFINT4
INFINT2 Have you had a chance to read the information package?

Yes Continue

No Go to INFINT6
INFINT3 After reading the CLSA Memory Study information package, are you interested in participating in the

CLSA Memory Study by completing the telephone questionnaire about [participant name]?

Yes Go to INFINFO1

No Go to REFUSAL
INFINT4 Would you like us to send you a copy of the information package by mail or by email?

Yes - by mail Continue

Yes - by email Continue

No REFUSAL
INFINT5 [DO NOT READ: Please enter or verify the informant’s mailing address and email address then

arrange for the CLSA Memory Study informant information package to be sent by email or mail to
the informant. Let the informant know you will call back in a few days if the information package
was sent by email or a couple of weeks if the information package was sent by mail. Please hit
“back” until you get to the first page of this script to the question asking if the informant has
received the information package.]

END INTERVIEW

CLSAMem_InforConsentScr}pé v1.1 20220ctl
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INFINT6 Would you like for us to call back in a few days when you have had a chance to read the information
package?
Yes Continue
No Go to REFUSAL
INFINT7 [DO NOT READ: Book a call back time for the informant to complete the informed consent

process. Please hit “back” until you get to the first page of the informant script asking if the
informant has received the information package.]

Thank you for your interest in the CLSA Memory Study. We look forward to speaking with you again
soon to review the information package. END INTERVIEW.

INFORMATION

INFINFO1 As a brief reminder, the purpose of this CLSA Memory Study is to determine whether information that is
collected through CLSA interviews can be used to correctly identify individuals who have memory
problems and individuals without memory problems.
If you choose to take part, you will complete a 20-minute telephone interview now or at a later date and
time convenient to you. This interview will involve answering questions asking about [participant name]’s
cognitive health, ability to complete daily tasks, and behaviour.
The CLSA Memory Study is being funded by the Public Health Agency of Canada (PHAC). The CLSA
Memory Study is being led by Dr. Lauren Griffith, Dr. Andrew Costa, and Dr. Parminder Raina, all from
McMaster University. Other researchers from universities across Canada are also involved.
Continue

INFINFO2 Do you have any questions you would like to ask about the CLSA Memory Study?

RESPOND TO ALL INFORMANT QUESTIONS BEFORE CONTINUING

INFINFO3 Would you like to complete the informed consent process?
Yes Continue
No Go to Refusal

CLSAMem_InforConsentScr}pé v1.1 20220ctl Page 2 of 4
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INFORMANT CONSENT

INFCON1

INFCON2

INFCON3

INFCON4

INFCONS

INFCONG

INFCON7

CLSAMem_InforConsentScr}pé v1.1 20220ctl

Thank you for your time reviewing this information. | will now read a list of statements. Please indicate
you if agree or disagree with each statement.

Continue
| have read the Family Member or Friend Study Information Package and | understand it.

Agree Continue

Disagree Go to Refusal

| have had a chance to ask questions about the study, and all my questions have been answered.

Agree Continue

Disagree Go to Refusal

| understand that as part of the study, | will be required to complete an interview over the phone
answering a questionnaire about my family member or friend’s cognitive health, ability to complete daily
tasks, and behaviour.

Agree Continue

Disagree Go to Refusal

| do not give up any of my legal rights by verbally consenting to participate in the CLSA Memory Study.

Agree Continue

Disagree Go to Refusal

| understand that my information will be used for research purposes only and this research may also
have commercial uses that benefit society.

Disagree Go to Refusal

Agree Continue

| understand that | can withdraw my consent at any time. If | choose to withdraw consent, | will be
offered options for how the information already collected about me will be used.

Disagree Go to Refusal

Agree Continue

P 30of4
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INFCONS8 | will now read the consent statement and ask that you please respond with either ‘yes’ or ‘no’. This will
act as your consent to participate in the CLSA Memory Study.

| agree to take part in the CLSA Memory Study.

Yes

Go to INFCON9

No

Go to Refusal

CONSENTED TO PARTICIPATE

IF PARTICIPANT ANSWERS YES TO STATEMENT INFCON8

INFCON9 Thank you for agreeing to participate in the CLSA Memory Study.

INFCON10 The questionnaire about [participant name’s] cognitive health, ability to complete daily tasks, and
behaviour is about 20 minutes long. Would you like to complete the questionnaire now or schedule an
appointment at an alternative date or time?

Complete interview now

Schedule interview later Continue

Go to INTERVIEW

INFCON11 [DO NOT READ: Please use Sabretooth to schedule a time to call the informant for their interview.]

Thank you for agreeing to participate in the CLSA Memory Study. We look forward to speaking with you
again soon to complete the questionnaire.

CLICK SUBMIT AND END CALL

REFUSAL

IF ANSWER IS ‘NO’ TO INFINT3, INFINT6, INFINFO3, OR IF THE PARTICIPANT RESPONDS “NO” TO INFINT4 OR

INFCONS, OR DISAGREES WITH INFCONZ2, INFCONS, INFCON4, INFCONS5, INFCONG6, INCON?7.

Thank you for taking the time to learn about the CLSA Memory Study.

[DO NOT READ: Please contact the participant to identify another informant and update Sabretooth. When you

contact the new informant, please hit “previous” to return to the “informant introduction” page.]

END CALL

INTERVIEW

DO NOT END CALL. CLICK SUBMIT AND CONTINUE TO INFORMANT INTERVIEW.

| END CALL

| CONCLUSION SCREEN

You have completed the CLSA Memory Study Informant Consent Script. You may now exit this window

CLSAMem_InforConsentScr}pé

v1.1 20220ctl
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Sociodemographic Information (SDC)

These questions obtain basic sociodemographic information from the participant. They
function as an interview icebreaker and, by comparison with the most recent response
9 for each question from the main CLSA interviews when available, a check on their

10 . remote memory.
Overview

oNOYTULT D WN =

12 Clinicians are expected to complete all items in this module. However, they have
13 flexibility in determining the order in which the questions are asked and the specific
14 wording used for each question.

sDC_1 SDC_AGEBL_MSP

21 Participant’s age in years — based on date of birth provided at CLSA Baseline

CLINICIAN NOTE: If there is no response shown for this item, the participant did not answer this question at
baseline.

[CALCULATED BY PINE USING
BASELINE CLSA DATA — AGE_DOB_COM]

25 NUMBER

29 SDC_2 SDC_AGE_MSP

31 [ALWAYS ASK]

33 What is the participant’s self-reported age in years?

35 NB_SP Age [MASK: MIN=53, MAX=94]

36 DK_NA 8 | [DO NOT READ] Don’t know / No answer

37 REFUSED 9 | [DO NOT READ] Refused

41 SDC_3 SDC_SEXBL_MSP

Participant’s sex — self-reported at CLSA baseline

45 CLINICIAN NOTE: If there is no response shown for this item, the participant did not answer this question at
46 baseline.

47 GENDER [IMPUTED BY PINE USING BASELINE
48 CLSA DATA — SEX_ASK_COM. IF EMPTY, ANSWER ‘DATA UNAVAILABLE’]
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SDC 4 SDC_GENDER_MSP

[ALWAYS ASK]

What is the participant’s self-reported gender identity?

CODE ONLY ONE RESPONSE

MALE 1 | Male

FEMALE 2 | Female

TRANSMAN 3 | Transgender Man/Transman
TRANSWOMAN 4 | Transgender Women/Transwoman
GENDERQUEER 5 | Genderqueer

OTSP 7 | Other (please specify: )

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

SDC_5 SDC_EDU4BL_MSP

[ALWAYS ASK]

Participant’s education — self-reported at CLSA Baseline

CLINICIAN NOTE: If there is no response shown for this item, the participant did not answer this question at

baseline.

EDU4

CLSA DATA

1 = Less than secondary school graduation — code if:
ED_ELHS_COM = (1, 2, 3) and
ED_HSGR _COM =2 and
ED_OTED_COM =2
2 = Secondary school graduation, no post-secondary secondary
education — code if:
ED_HSGR_COM =1 and
ED_OTED_COM =2
3 = Some post-secondary education — code if:
ED HIGH_COM =01
4 = Post-secondary degree/diploma — code if:
02<ED_HIGH_COM=06 or
ED_HIGH_COM = 97
9 = At least one required question as not answered — code if:
ED_ELHS_COM = (8,9, EMPTY) or
ED_HSGR_COM = (8,9, EMPTY) or
ED_OTED_COM = (7,8,9, EMPTY) or
ED HIGH_COM = (98,99, EMPTY)]

[IMPUTED BY PINE USING BASELINE
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SDC_6

SDC_EDU_MSP

[ALWAYS ASK]

What is the participant’s self-reported highest level of education?

CODE ONLY ONE RESPONSE

LESS_SEC 1 | Less than secondary school graduation

SEC 2 | Secondary school graduation, no post-secondary education
SOME_POST 3 | Some post-secondary education

POST_SEC 4 | Post-secondary degree/diploma

DK_NA 8 | [DO NOT READ] Don’t know / No answer

REFUSED 9 | [DO NOT READ] Refused

SDC_7 SDC_LBF_MSP

[ALWAYS ASK]

What is the participant’s self-reported employment status?

CODE ONLY ONE RESPONSE

COM_RET

Completely retired

PAR_RET

Partly retired

NOT_RET_WORK

Not retired and currently working

NOT_RET_NO_WORK

Not retired and not currently working

NEVER_WORKED

Never held a paid job

DK_NA

[DO NOT READ] Don’t know / No answer

REFUSED

OO |W|IN|F

[DO NOT READ] Refused
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sSDC_8

SDC_OCCBL_MSP

[ASK IF SDC_LBF_MSP # NEVER_WORKED]

Type of job participant did for the longest period of time — self-reported at CLSA Baseline

CLINICIAN NOTE: Please note that this is not the “main occupation” of the participant. Rather it is the job at

which the participant had worked at the longest.

If there is no response shown for this item, the participant did not answer this question at baseline.

OCC_TYPE

CLSA DATA

Never worked — code if:
LBF_EVER COM = “NO”

[open text for LFP_TYPE_SP_COM)] — code if:
(RET_RTRD_COM =1 or
RET_RTRD_COM = 2) and
LFP_LNGST COM =1

[open text for LFP_LGTYPE_SP_COM] - code if:
(RET_RTRD_COM =1 or
RET_RTRD_COM = 2) and
LFP_LNGST_COM =2

[open text for LBF_TYPE_NB_COM] — code if:
RET_RTRD_COM =3 and
LBF LGEVER _COM =2

[open text for LBF_LGTYPE_SP_COM] — code if:
RET_RTRD_COM =3 and
LBF_LGEVER_COM =1

Data unavailable — code if:

or REFUSED or not answered/missing data

[IMPUTED BY PINE USING BASELINE

ALL required questions do not fit into categories above, or ALL are DK_NA

SDC_9

SDC_OCC_MSP

[ASK IF SDC_LBF_MSP = COM_RET, PAR_RET, NOT_RET_WORK, or NOT_RET_NO_WORK]

What is the participant’s self-reported primary occupation?

CLSAMem_MAQ
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CLINICIAN NOTE: Provide a brief description of the occupation. Please note, this question refers to the
primary occupation of the participant while the previous question from the main CLSA interview refers to the
occupation that the participant did for the longest period of time.

oNOYTULT D WN =

OCC_SP Occupation

9 DK_NA 8 | [DO NOT READ] Don’t know / No answer

REFUSED 9 | [DO NOT READ] Refused

14 SDC_10 SDC_NOTES_MSP

16 [ALWAYS ASK]

18 Do you have any additional notes to include for this module? For example, are there any other
19 sociodemographic characteristics that should be taken into account when interpreting the results of the

20 cognitive testing?
21 YES 1| Yes

22 NO 2 | No

% SDC_11 SDC_NOTESSP_MSP

28 [ASK IF SDC_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

31 Please provide any relevant notes (e.g., how congruent the participant’s responses were to previously
32 collected information) below:

35 SDC_END
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The purpose of this section is to assess if the participant has experienced cognitive
decline. Participants that report the presence of cognitive decline will be asked to
provide details regarding the onset, progression, and symptoms related to the cognitive

Overview decline.
Clinicians are expected to complete all items in this module. However, they have
flexibility in determining the order in which the questions are asked and the specific
wording used for each question.

COG_1 COG_DEC_MSP

[ALWAYS ASK]

Has the participant reported experiencing cognitive decline?

CLINICIAN NOTE: This question should be asked directly to the participant.

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

COG_2 COG_YRS_MSP

[ASK IF COG_DEC_MSP = YES]

How many years has the participant reported experiencing cognitive decline?

CLINICIAN NOTE: This question should be asked directly to the participant. Please provide the number of

years.

LESS YR 001 | Less than one year

YEARS Years | __ [MASK: MIN=1, MAX=PARTICIPANT’S AGE]
DK_NA 998 | [DO NOT READ] Don’'t know / No answer
REFUSED 999 | [DO NOT READ] Refused

COG_3 COG_SEV_MSP
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[ASK IF COG_DEC_MSP = YES]

The participant describes the severity of their cognitive decline as...

CODE ONLY ONE RESPONSE

CLINICIAN NOTE: This question should be asked directly to the participant.

IRRT 1 | Present and may be an irritant but not a concern of theirs
WORR 2 | Worrisome but not having overt impact on dalily life
Having an impact on their life (e.g., occupation,
IMPT 3 .
autonomy/independence)
DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused
COG_4 COG_ONS_MSP

[ASK IF COG_DEC_MSP = YES]

The participant believes the onset of their cognitive decline was...

CODE ONLY ONE RESPONSE

GRAD 1 | Gradual

ABRT 2 | Abrupt

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

COG_5 COG_VAS_MSP

[ASK IF COG_ONS_MSP = ABRT]

The participant believes their cognitive decline was related to a cerebrovascular event.

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

COG_6 COG_PRO_MSP

[ASK IF COG_DEC_MSP = YES]

CLSAMem_MAQ
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The participant believes the trajectory of their cognitive impairment was...

CODE ONLY ONE RESPONSE

NONE 1 | Improvement/none-stability after onset
GRAD 2 | Gradual or insidious progression

STEP 3 | Stepwise progression

FLUC 4 | Fluctuating

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

COG_7 COG_NOTES_MSP

[ALWAYS ASK]

Do you have any additional notes to include for this module (e.g., whether you concur with the participant’s
perceptions of presence, severity, onset, and progression of any cognitive decline)?

YES 1] Yes
NO 2 | No
COG_8 COG_NOTESSP_MSP

[ASK IF COG_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

COG_END

CLSAMem_MAQ
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Medical History (MED)

oNOYTULT D WN =

The medical history module captures information that will assist the examining

9 physician in determining if any observed cognitive limitations are secondary to medical
10 conditions such as neurodegenerative diseases. This information may also increase the
confidence in the physician’s diagnosis based on the absence or presence of risk
Overview factors for neurocognitive disorders.

Clinicians are expected to complete all items in this module. However, they have
flexibility in determining the order in which the questions are asked and the specific
wording used for each question.
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MED_1 MED_CON_MSP

[ALWAYS ASK]

Does the participant have any of the following medical conditions?

MULTIPLE RESPONSES ALLOWED (EXCEPT IF 96, 98 OR 99 ARE SELECTED), CODE ALL THAT

APPLY

CAD 1 | Coronary artery disease

HF 2 | Heart failure

AF 3 | Atrial fibrillation/flutter

TIA 4 | Transient ischemic attack (TIA)

STR 5 | Cerebrovascular accident (stroke)

HEM 6 | Intracerebral hemorrhage

HYP 7 | Hypertension

DIA 8 | Diabetes mellitus

DYS 9 | Dyslipidemia

PKD 10 | Parkinson’s Disease or Parkinsonism

DEP 11 | Depression

ANX 12 | Anxiety disorder

PSY 13 | Psychotic illness

HR 14 | Hearing impairment

VS 15 | Visual impairment

SM 16 | Impaired sense of smell

DEM 17 | Dementia

DELI 18 | Suspected delirium (in the past 5 years)

IN 19 | Insomnia

REM 20 | REM-Sleep Behaviour Disorder

OSA 21 | Obstructive Sleep Apnea

HYPT 22 | Hypothyroidism

B12 23 | Vitamin B12 deficiency

OTSP o4 Other conditions re.levant_ to cognitive status (e.g. cancer and/or
cancer treatments); specify

NONE 96 | None of the above

DK_NA 98 | [DO NOT READ] Don’t know / No answer

REFUSED 99 | [DO NOT READ] Refused
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MED_2

MED_TBI_MSP

[ALWAYS ASK]

Has the participant suffered a head injury or a concussion in the past?

YES 1] Yes

NO 2| No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_3 MED_TBI1_MSP

[ASK IF MED_T

BI_MSP = YES]

How many head injuries or concussions has the participant had in his/her lifetime?

CLINICIAN NOTES: If the informant cannot remember exact number, please probe for their best estimate

TBI_NUM Number [MASK: MIN=1]

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_4 MED_TBI2_MSP

[ASK IF MED_T

BI_MSP = YES]

At what age or in what year did the participant have the most serious head injury?

CLINICIAN NOTES: If the informant cannot remember the specific year, please probe for their best estimation
of when the head injury occurred.

YR_SP Year [MASK: MIN=BIRTH YEAR, MAX=CURRENT YEAR]
NB_SP Age [MASK: MIN=1, MAX=CURRENT AGE]

DK_NA 998 | [DO NOT READ] Don’t know / No answer

REFUSED 999 | [DO NOT READ] Refused

CLSAMem_MAQ
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MED_5

MED_TBI3_MSP

[ASK IF MED_TBI_MSP = YES]

Did the most serious head injury resultin...?

READ LIST, MULTIPLE RESPONSES ALLOWED (EXCEP IF 6, 8 OR 9 ARE SELECTED), CODE ALL

THAT APPLY

Dz 1 | Being dazed, confused, or “seeing stars”
DRM 2 | Not remembering the injury

KO 3 | Losing consciousness (knocked out)

NONE 6 | Head injury did not result in any of the above
DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_6 MED_TBl4_MSP

[ASK IF MED_TBI3_MSP = KO]

How long did you lose consciousness for?

READ LIST, CODE ONLY ONE RESPONSE

KO1 1 | Less than a minute
KO20 2 | 1-20 minutes
KO20MORE 3 | Longer than 20 minutes
DK_NA 8 | [DO NOT READ] Don’'t know / No answer
REFUSED 9 | [DO NOT READ] Refused
CLSAMem_MAQ_v1.2 20220ct20 Page 14 of 60
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MED_7 MED_MED2_MSP

[ALWAYS ASK]

Which of the following medications is the participant currently taking?

MULTIPLE RESPONSES ALLOWED (EXCEP IF 96, 98 OR 99 ARE SELECTED), CODE ALL THAT APPLY

CLINICIAN NOTES: If the participant does not bring in a list of medications or the medications
themselves for review, please select option “Don’t know / No answer”. If you feel that the medication is
an essential data element, you can ask if you can call the participant after the assessment when they
are home and have access to their medications. Alternatively, you may also ask the participant if
he/she would like you to contact the informant about which medications are being used.

To determine if a medication has moderate to high anticholinergic activity, please refer to:
https:/iwww.rxfiles.ca/rxfiles/uploads/documents/Psyc-anticholinergic-Ref%20List%20SPDP-

complete.pdf

If the participant is taking a medication with moderate/high anticholinergic activity that also falls under
another listed category, please select both options. For example, if a participant is taking desipramine
for the treatment of depression, select the options “anti-depressants” and “drugs with moderate/high
anticholinergic activity”.

If the participant is not taking a medication regularly but rather as required, please include details in
the “Notes” section at the end of this module.

DEP 01 | Anti-depressants (whether used for depression, anxiety or other reason)
PSY 02 | Anti-psychotics
Hypnotics and sedatives (whether used for insomnia, anxiety or other
SED 03
reason)
CHL 04 Drugs with moderate/high_ant_icholinergic activity including prescribed
and over the counter medications
CON 05 | Anticonvulsants
PKD 06 | Antiparkinsonian
OPI 07 | Opioids
COG 08 | Cognitive enhancers (cholinesterase inhibitor, memantine)
oT 09 | Other medication that you think may affect cognition: Specify:
NONE_ 96 | None of the above
DK_NA 98 | [DO NOT READ] Don’t know / No answer
REFUSED 99 | [DO NOT READ] Refused
MED_8 MED_SMKSTATUS_MSP
[ALWAYS ASK]

What is the participant’s smoking status...?

READ LIST, CODE ONLY ONE RESPONSE
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YES 1 | Yes, he/she currently smokes

NEVER 2 | No, he/she does not currently smoke and never has
FORM_DAY 4 | Former daily smoker (non-smoker now)
FORM_OCC 5 | Former occasional smoker (non-smoker now)
DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_9 MED_CAN_MSP

[ALWAYS ASK]

Does the participant use any cannabis products?

CODE ONLY ONE RESPONSE

YES 1 | Yes, he/she currently uses cannabis products

NEVER 2 | No, he/she does not and has never used cannabis products
FORMER 3 | Former cannabis user, but does not use cannabis products now
DK_NA 8 | [DO NOT READ] Don’t know / No answer

REFUSED 9 | [DO NOT READ] Refused

MED_10 MED_ALC_MSP

[ALWAYS ASK]

What is the participant’s drinking status?

CODE ONLY ONE RESPONSE

NEVER 1 | Never drank alcohol

FORMER 2 | Used to drink alcohol but does not currently drink
CURRENT 3 | Currently consumes alcohol

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_11 MED_ALCNMB_MSP

[ASK IF MED_ALC_MSP = CURRENT]

A “standard” drink is considered 12 ounces of regular beer (~5% alcohol), 5 ounces of wine (~12% alcohol), or
1.5 ounces of distilled spirits (~40% alcohol). How many estimated standardized drinks per week does the
participant consume?

ALC_NB Number [MASK: MIN=0, MAX=200]
DK_NA 8 | [DO NOT READ] Don’'t know / No answer
REFUSED 9 | [DO NOT READ] Refused
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MED_12

MED_ALCMLFQ_MSP

[ASK IF MED_ALC_MSP = CURRENT AND SDC_SEXBL_MSP = MALE]

In the past 12 months, has the participant consumed 5 or more drinks in 2 hours at least once a month?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_13 MED_ALCFMFQ_MSP

[ASK IF MED_ALC_MSP = CURRENT AND SDC_SEXBL_MSP = FEMALE]

In the past 12 months, has the participant consumed 4 or more drinks in 2 hours at least once a month?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’'t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_14 MED_FAM_MSP

[ALWAYS ASK]

Does the participant have a first degree relative who has been diagnosed with dementia or Alzheimer’s

Disease?

CLINICIAN NOTE: First degree relatives include biological parents, siblings, or children

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

MED_15 MED_NOTES_MSP

[ALWAYS ASK]

CLSAMem_MAQ
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Do you have any additional notes to include for this module? For example, are there any other details

regarding the participant's medical history that should be taken into account when interpreting the results of the

cognitive testing such as the use of non-prescription drugs?

YES 1| Yes
NO 2 | No
MED_16 MED_NOTESSP_MSP

[ASK IF MED_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

MED_END

CLSAMem_MAQ
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Basic Activities of Daily Living (ADL)

This module contains a subset of the Activities of Daily Living questions of the OARS Multidimensional Assessment
Questionnaire© developed by Dr. Gerda G. Fillenbaum (Duke University Medical Center). The Canadian Longitudinal
Study on Aging received permission from Dr. Fillenbaum (instrument developer) for the use of this instrument.

Overview

Activities of daily living assess respondents’ ability to perform basic daily activities.
Activities of daily living are the tasks considered vital to live independently in the
community. This module contains key activities relevant to neurocognitive disorders and
is a subset of the list of questions asked to the informant regarding the participant’s
ability to perform activities independently. The informant supplied data will in most cases
be used to determine the participant’s functional abilities. Exceptions would include
where the informant is not able to respond to the functional questions or where the
accuracy of the information they provide is judged less reliable that the information
provided by the participant.

Clinicians are expected to complete all items in this module. However, they have
flexibility in determining the order in which the questions are asked and the specific
wording used for each guestion.

Now I'd like to ask you about activities of daily living. You may feel that some of these questions do not
apply to you, but it is important that we ask the same questions of everyone.

ADL_1 ADL_ABLDR_MSP

[ALWAYS ASK]

Can you dress and undress yourself without help (including picking out clothes and putting on socks and
shoes)?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer

REFUSED 9 | [DO NOT READ] Refused

ADL 2 ADL_HPDR_MSP

[ASK IF ADL_ABLDR_MSP = NOJ]

Can you dress and undress yourself with some help?

YES 1| Yes
NO 2 | No
DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused
CLSAMem_MAQ_v1.2 20220ct20 Page 19 of 60

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




oNOYTULT D WN =

BMJ Open

Page 92 of 192

ADL_3

ADL_UNDR_MSP

[ASK IF ADL_H

PDR_MSP = NOJ

Are you completely unable to dress and undress yourself?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

ADL 4 ADL_ABLBT_MSP

[ALWAYS ASK]

Can you take a bath or shower without help?

YES 1] Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

ADL_5 ADL_HPBT_MSP

[ASK IF ADL_ABLBT_MSP = NO]

Can you take a bath or shower with some help (i.e., you need help from someone getting in and out of the tub

or you need special attachments on the tub)?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

ADL_6 ADL_UNBT_MSP

[ASK IF ADL_HPBT_MSP = NOJ]

Are you completely unable to take a bath and a shower by yourself?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused
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ADL_7

ADL_BATH_MSP

[ALWAYS ASK]

Do you ever hav

e trouble getting to the bathroom in time?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

ADL_8 ADL_INCNT_MSP

[ASK IF ADL_BATH_MSP = YES]

How often do yo

u wet or soil yourself (either day or night)? Would you say...

READ LIST, CO

DE ONLY ONE RESPONSE

0_1 TIME_WEEK 1 | Never or less than once a week

1 2 TIME_WEEK 2 | Once or twice a week

3 MORE_TIMES_ WEEK 3 | Three times a week or more

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

ADL_9 ADL_NOTES_MSP

[ALWAYS ASK]

Do you have any additional notes to include for this module?

YES 1| Yes
NO 2 | No
ADL_10 ADL_NOTES_SP_MSP

[ASK IF ADL_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

ADL_END

CLSAMem_MAQ
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Instrumental Activities of Daily Living (IADL)

This module contains a subset of the Activities of Daily Living questions of the OARS Multidimensional Assessment
Questionnaire© developed by Dr. Gerda G. Fillenbaum (Duke University Medical Center). The Canadian Longitudinal

Study on Aging rec

eived permission from Dr. Fillenbaum (instrument developer) for the use of this instrument.

Overview

The Instrumental Activities of Daily Living (IADL) scale assesses respondents’ ability to
independently perform a series of daily activities.

This module contains key instrumental activities of daily living relevant to neurocognitive
disorders and is a subset of the list of questions asked to the informant regarding the
participant’s ability to perform activities independently. The informant supplied data will in
most cases be used to determine the participant’s functional abilities. Exceptions would
include where the informant is not able to respond to the functional questions or where
the accuracy of the information they provide is judged less reliable that the information
provided by the participant.

Clinicians are expected to complete all items in this module. However, they have
flexibility in determining the order in which the questions are asked and the specific
wording used for each question.

Now I'd like to as

k you about some activities of daily living. You may feel that some of these questions do

not apply to you, but it is important that we ask the same questions of everyone.
IAL_1 IAL_ABLGRO_MSP
[ALWAYS ASK]

Can you go shopping for groceries or clothes without help (taking care of all shopping needs yourself)?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_2 IAL_HPGRO_MSP

[ASK IF IAL_ABLGRO_MSP = NOJ

Can you go shopping for groceries or clothes with some help (i.e., you need someone to go with you on all

shopping trips)?
YES 1] Yes
NO 2| No
DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused
CLSAMem_MAQ_v1.2 20220ct20 Page 22 of 60
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IAL_3

IAL_UNGRO_MSP

[ASK IF IAL_HPGRO_MSP = NO]

Are you completely unable to do any shopping?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_4 IAL_ABLML_MSP

[ALWAYS ASK]

Can you prepare your own meals without help (i.e., you plan and cook full meals yourself)?

YES 1] Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_5 IAL_HPML_MSP

[ASK IF IAL_ABLML_MSP = NO]

Can you prepare your own meals with some help (i.e., you can prepare some things but are unable to cook full

meals yourself)?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_6 IAL_UNML_MSP

[ASK IF IAL_HPML_MSP = NOJ

Are you completely unable to prepare any meals?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

CLSAMem_MAQ
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IAL_7

IAL_ABLMED_MSP

[ALWAYS ASK]

Can you take your own medicine without help (in the right doses at the right time)?

CLINICIAN INSTRUCTIONS: IF THE PARTICIPANT OCCASIONALLY FORGETS, CODE AS ‘YES'.

YES 1] Yes

NO 2| No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_8 IAL_HPMED_MSP

[ASK IF IAL_ABLMED_MSP = NOJ]

Can you take your own medicine with some help (i.e., you are able to take medicine if someone prepares it for

you or reminds you to take it)?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_9 IAL_UNMED_MSP

[ASK IF IAL_HPMED_MSP = NO]

Are you completely unable to take your medicine?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

CLSAMem_MAQ
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IAL_10

IAL_ABLMO_MSP

[ALWAYS ASK]

Can you handle your own money without help (i.e., you write cheques, pay bills, etc.)?

CLINICIAN INSTRUCTIONS: IF THE PARTICIPANT OCCASIONALLY FORGETS, CODE AS ‘YES..

YES 1| Yes

NO 2| No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_11 IAL_HPMO_MSP

[ASK IF IAL_ABLMO_MSP = NOJ

Can you handle your own money with some help (i.e., you manage day-to-day buying but need help with
managing your chequebook or paying your bills)?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_12 IAL_UNMO_MSP

[ASK IF IAL_HPMO_MSP = NO]

Are you completely unable to handle your money?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

CLSAMem_MAQ
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IAL_13

IAL_FUNCT_MSP

[ALWAYS ASK]

Have you experienced any changes in your functional abilities due to cognitive changes?

YES 1] Yes

NO 2| No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

IAL_14 IAL_NOTES_MSP

[ALWAYS ASK]

Do you have any additional notes to include for this module?

YES 1] Yes
NO 2 | No
IAL_15 IAL_NOTES_SP_MSP

[ASK IF IAL_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

IAL_END

CLSAMem_MAQ
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ion (TRA)

Overview

The questions in this module ask participants about their driving status, and details
regarding their license status.

The informant is also being asked questions about the participant’s driving. The
informant supplied data will in most cases be used to determine the participant’s driving
status. Exceptions would include where the informant is not able to respond to the
functional questions or where the accuracy of the information they provide is judged less
reliable that the information provided by the participant

Clinicians are expected to complete all items in this module. However, they have
flexibility in determining the order in which the questions are asked and the specific
wording used for each question.

TRA 1

TRA_DSTATUS_MSP

[ALWAYS ASK]

Which of the following describes the participant’s driving status? (Include cars, vans, trucks and motorcycles)

READ LIST, CO

DE ONLY ONE RESPONSE

NEVER 1 | Never had a driver’s license

FORMER > Had a driver’s license at one point in his or her life, but currently do not
have it

CURRENT 3 | Have a driver’s license without restrictions (except corrective lenses )
Have a driver’s license with restrictions on time of driving (daylight

RESTRICTED 4 | only), distance from home, type of road (no highway), or number of
passengers

DK_NA 8 | [DO NOT READ] Don’t know / No answer

REFUSED 9 | [DO NOT READ] Refused

TRA_2 TRA_STOP_MSP

[ASK IF TRA_STA_MSP = FORMER]

Why did the part

icipant stop driving?

CODE ONLY ONE RESPONSE

VOL_STOP 1 | Voluntarily stopped driving

LICS_RESC 2 | License rescinded

OT_SP 3 | Other (please specify: )
DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

CLSAMem_MAQ
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TRA_3

TRA_STOPYR_MSP

[ASK IF TRA_S

TA_MSP = FORMER]

At what age or in what year did the participant stop driving?

YR_SP Year [MASK: MIN=YEAR OF BIRTH, MAX=CURRENT YEAR]
NB_SP Age [MASK:MIN=00, MAX=CURRENT AGE]

DK_NA 9998 | [DO NOT READ] Don’t know / No answer

REFUSED 9999 | [DO NOT READ] Refused

TRA_4 TRA_NOTES_MSP

[ALWAYS ASK]

Do you have any additional notes to include for this module?

YES 1| Yes

NO 2 | No

TRA_S TRA_NOTES_SP_MSP

[ASK IF TRA_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

TRA_END

CLSAMem_MAQ
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Mood and Behaviour (BHV)

The first two questions of this module are from the Patient Health Questionnaire-2 (PHQ-2). It is publicly
available and no permission is required to use, reproduce, or distribute the tools.

Kroenke K, Spitzer RL, Williams JB. The Patient Health Questionnaire-2: Validity of a Two-ltem
Depression Screener. Medical Care. 2003;41:1284-92. The other questions in this module capture
information on mood and behaviour relevant to the diagnosis of neurocognitive disorder.

Overview

The questions in this module ask participants about their mood and behaviour.

Clinicians are expected to complete all items in this module. However, with the exception
of the first two questions (BHV_DEP1 and BHV_DEP?2) they have flexibility in
determining the order in which the questions are asked and the specific wording used for
each question.

Physician Note:

Please read the first two questions verbatim.

Over the past 2 weeks, how often have you been bothered by any of the following problems...?

BHV_1

BHV_DEP1_MSP

[ALWAYS ASK]

Little interest or pleasure in doing things?

READ LIST, CO

DE ONLY ONE RESPONSE

NO 1 | Not at all

SEVERAL 2 | Several days

HALF 3 | More than half the days

EVERY 4 | Almost every day

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

BHV_2 BHV_DEP2_MSP

[ALWAYS ASK]

Feeling down, depressed or hopeless?

READ LIST, CO

DE ONLY ONE RESPONSE

NO 1 | Not at all

SEVERAL 2 | Several days

HALF 3 | More than half the days

EVERY 4 | Almost every day

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

CLSAMem_MAQ
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BHV_3

BHV_PERS_MSP

[ALWAYS ASK]

Has the participant noted any persistent adverse changes in their personality (such as apathy, irritability, or

lability) lasting a

year or longer?

YES 1] Yes

NO 2| No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

BHV_4 BHV_ANX_MSP

[ALWAYS ASK]

Is the participant currently experiencing anxiety?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

BHV_5 BHV_SUS_MSP

[ALWAYS ASK]

Is the participant currently experiencing feelings of suspiciousness?

YES 1| Yes

NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer
REFUSED 9 | [DO NOT READ] Refused

BHV_6 BHV_PSY_MSP

[ALWAYS ASK]

Is the participant currently experiencing psychotic symptoms (delusions and/or hallucinations)?

YES

1‘Yes

CLSAMem_MAQ
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NO 2 | No

DK_NA 8 | [DO NOT READ] Don’t know / No answer

REFUSED 9 | [DO NOT READ] Refused

oNOYTULT D WN =

10 BHV_7 BHV_NOTES_MSP

12 [ALWAYS ASK]

Do you have any additional notes to include for this module?

15 YES 1| Yes

16 NO 2 | No

20 BHV_8 BHV_NOTES_SP_MSP

22 [ASK IF BHV_NOTES_MSP = YES]

24 CLINICIAN NOTE: Please do not enter any identifying information in this section.

25 Please provide any notes below. For example, are there any other details regarding the participant’s mood and
26 behaviour that should be taken into account when interpreting the results of the cognitive testing?

29 BHV_END
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Physical Examination (EXM)

Clinicians are expected to complete all items in this module. However, they have

Overview flexibility in determining the order in which the physical exam is completed.
EXM_1 EXM_ALERT_MSP
[ALWAYS ASK]

Is the alertness/level of consciousness of the participant normal or abnormal?

CODE ONLY ONE RESPONSE

NRM 1 | Normal
ABNRM 2 | Abnormal
UNSURE 7 | Unsure
EXM_2 EXM_HEAR_MSP

[ALWAYS ASK]

Is the participant willing to complete the hearing test?

YES

1| Yes

NO

2 | No

To evaluate hearing, please follow these instructions:

1. Position yourself approximately 60cm from the participant’'s ear

2. Mask the ear not being tested by rubbing the tragus. Do not place your arm across the face of the
participant when rubbing the tragus, it is far nicer to occlude the ear from behind the head. If
possible shield the participant’s eyes to prevent any visual stimulus.

3. Whisper a number or word.

4. Ask the participant to repeat the number or word back to you. If they get two-thirds or more
correct then their hearing level is 12db or better. If there is no response use a conversational
voice (48db or louder) or loud voice (76db or louder).

5. If there is no response you can move closer and repeat the test at 15cm. Here the thresholds are
34db for a whisper and 56db for a conversational voice.

6. Assess the other ear in the same way.

7. Modifications may have to be made if personal protective equipment is worn.

EXM_3

EXM_HEARRIGHT12_MSP

CLSAMem_MAQ
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1

2

3

4 [ASK IF EXM_HEAR_MSP = YES]

5 Was the participant able to correctly repeat back the word or number you whispered at a distance of 60cm in
6 their right ear?

7

8 CODE ONLY ONE RESPONSE

?O YES 1] Yes

11 NO 2 | No

12 NOTDONE 8 | Unable to assess
13

14

15

16 EXM_4 EXM_HEARRIGHT48_MSP

17

18 [ASK IF EXM_HEARRIGHT12_MSP = NO]

19 Was the participant able to correctly repeat back the word or number you spoke using a conversational volume
;‘1) at a distance of 60cm in their right ear??

22 CODE ONLY ONE RESPONSE

23

24 YES 1| Yes

25 NO 2 | No

26 NOTDONE 8 | Unable to assess
27

28

29

30 EXM_5 EXM_HEARRIGHT76_MSP

31

32 [ASK IF EXM_HEARRIGHT48 _MSP = NOJ

2431 Was the participant able to correctly repeat back the word or number you spoke using a loud voice at a
35 distance of 60cm in their right ear??

36 CODE ONLY ONE RESPONSE

37

38 YES 1| Yes

39 NO 2 | No

2(1) NOTDONE 8 | Unable to assess
42

43

44

45

46

47

48

49

50

51

52

53

54 EXM_6 EXM_HEARRIGHT34_MSP

55

56 [ASK IF EXM_HEARRIGHT76_MSP = NO]J

57

58

59 CLSAMem_MAQ_v1.2 20220ct20 Page 33 of 60
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Was the participant able to correctly repeat back the word or number you whispered at a distance of 15cm in
their right ear??

CODE ONLY ONE RESPONSE

YES 1| Yes

NO 2 | No

NOTDONE 8 | Unable to assess
EXM_7 EXM_HEARRIGHT56_MSP

[ASK IF EXM_HEARRIGHT34_MSP = NO]

Was the participant able to correctly repeat back the word or number you spoke using a conversational volume
at a distance of 15cm in their right ear??

CODE ONLY ONE RESPONSE

YES 1| Yes

NO 2 | No

NOTDONE 8 | Unable to assess
EXM_8 EXM_HEARLEFT12 _MSP

[ASK IF EXM_HEAR_MSP = YES]

Was the participant able to correctly repeat back the word or number you whispered at a distance of 60cm in
their left ear??

CODE ONLY ONE RESPONSE

YES 1| Yes

NO 2 | No

NOTDONE 8 | Unable to assess
EXM_9 EXM_HEARLEFT48 MSP

[ASK IF EXM_HEARLEFT12_MSP = NOJ

CLSAMem_MAQ_v1.2 20220Ct20I Page 34 of 60
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1

2

3 Was the participant able to correctly repeat back the word or number you spoke using a conversational volume

: at a distance of 60cm in their left ear??

6 CODE ONLY ONE RESPONSE

7

8 YES 1] Yes

9 NO 2 | No

10 NOTDONE 8 | Unable to assess

11

12

13

14 EXM_10 EXM_HEARLEFT76_MSP

15

16 [ASK IF EXM_HEARLEFT48_MSP = NO]

1; Was the participant able to correctly repeat back the word or number you spoke using a loud voice at a

19 distance of 60cm in their left ear??

20 CODE ONLY ONE RESPONSE

21

22 YES 1| Yes

23 NO 2 | No

;‘; NOTDONE 8 | Unable to assess

26

27

28 EXM_11 EXM_HEARLEFT34_MSP

29

30 [ASK IF EXM_HEARLEFT76_MSP = NOJ

31

32 Was the participant able to correctly repeat the word or number you whispered at a distance of 15cm in their
left ear??

33

3‘5‘ CODE ONLY ONE RESPONSE

36 YES 1| Yes

;73 NO 2 | No

39 NOTDONE 8 | Unable to assess

40

41

42

43

44

45

46

47

48

49

50

51

52 EXM_12 EXM_HEARLEFT56_MSP

53

54 [ASK IF EXM_HEARLEFT34_MSP = NOJ

55

56

57

58

59
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Was the participant able to correctly repeat back the word or number you spoke using a conversational volume
at a distance of 15cm in their left ear??

CODE ONLY ONE RESPONSE

YES 1| Yes

NO 2 | No

NOTDONE 8 | Unable to assess

EXM_13 EXAM_HEARNOTES_MSP

[ALWAYS ASK]

Do you have any additional notes to include regarding the participant’s hearing?
YES 1| Yes

NO 2 | No

EXM_14 EXAM_HEARNOTES_SP_MSP

[ASK IF EXAM_HEAR_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

EXM_15

EXM_SMELL_MSP

[ALWAYS ASK]

Is the participant’'s sense of smell normal or abnormal?

CODE ONLY ONE RESPONSE

NRM 1 | Normal
ABNRM 2 | Abnormal
UNSURE 7 | Unsure
EXM_16 EXM_FOCAL_MSP

[ALWAYS ASK]

Are there any focal/lateralizing neurological findings to note?

CLSAMem_MAQ
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MULTIPLE RESPONSES ALLOWED, CODE ALL THAT APPLY (EXCEPT IF 96 IS SELECTED)

VIS 01 | Visual field defect

EXT 02 | Abnormal extra-ocular movements
RGD 03 | Rigidity

WKN 04 | Weakness

SP 05 | Speech

NONE 96 | None

OTSP 97 | Other: Please specify:

EXM_17 EXM_FOCALVIS_SP_MSP

[ASK IF EXAM_FOCAL_MSP = VIS]

Please describe the visual field defect:

Open text:

EXM_18 EXM_FOCALEXT_SP_MSP

[ASK IF EXAM_FOCAL_MSP = EXT]

Please describe the abnormal extra-ocular movements:

Open text:

EXM_19 EXM_FOCALRGD_SP_MSP

[ASK IF EXAM_FOCAL_MSP = RGD]

Please describe the rigidity observed in the participant:

Open text:

EXM_20 EXM_FOCALWKN_SP_MSP

[ASK IF EXAM_FOCAL_MSP = WKN]

Please describe the weakness observed in the participant:

CLSAMem—MAQFgrlb%'e%(r)éz\%g)vstozrc\)ly - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Open text:

EXM_21

EXM_FOCALSP_SP_MSP

[ASK IF EXAM_FOCAL_MSP = SP]

Please describe the speech abnormalities observed in the participant:

Open text:

EXM_22

EXM_FOCALOTSP_SP_MSP

[ASK IF EXAM_FOCAL_MSP = OTSP]

Please describe any other abnormalities observed in the participant:

Open text:

EXM_23

EXM_EXPYR_MSP

[ALWAYS ASK]

Are there any extrapyramidal signs observed?

MULTIPLE RESPONSES ALLOWED (EXCEPT IF 96 IS SELECTED), CODE ALL THAT APPLY

TRM 01 | Tremor

RGD 02 | Rigidity

BKN 03 | Bradykinesia
PST 04 | Posture
NONE 96 | None

OTSP 97 | Other: specify
EXM_24 EXM_EXPYRNOTES_ MSP

[ASK IF EXM_EXPYR_MSP = TRM, RGD, BKN, or PST]

Please describe the extrapyramidal signs if required.

CLSAMem_MAQ
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Open text:

DK_NA 8 | [DO NOT READ] Don't know / No answer
EXM_25 EXM_TRANSF_MSP

[ALWAYS ASK]

How would you evaluate the participant’s ability to do a sit to stand transfer?

CODE ONLY ONE RESPONSE

NRM 1 | Normal
ABNRM 2 | Abnormal
UNSURE 7 | Unsure
EXM_26 EXM_BALANCE_MSP
[ALWAYS ASK]

How would you evaluate the participant’s stability using the Romberg test?

CLINICIAN NOTES: The Romberg test requires that the participant removes their shoes. Participants will be
asked to stand with their feet together on a flat, hard surface. The participant will be asked to cross their arms
in front of their body or place them at their sides. The participant will be asked to stand still and keep their eyes
open for approximately 30 seconds while the examining clinician observes. The participant will then be asked
to close their eyes and stand for an addition 30 seconds. The examining clinician will assess body movement
and balance.

CODE ONLY ONE RESPONSE

NRM 1 | Normal

ABNRM 2 | Abnormal
NOTDONE 8 | Unable to assess
EXM_27 EXM_GAITSPD_MSP

[ALWAYS ASK]

Does the participant have normal or slow gait speed?
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CLINICIAN NOTES: Gait speed may be evaluated by watching the participant move around the Data
Collection Site.

CODE ONLY ONE RESPONSE

NRM 1 | Normal

SLOW 2 | Slow

NOTDONE 8 | Unable to assess
EXM_28 EXM_GAIT_MSP

[ALWAYS ASK]

Did you observe any gait abnormalities?

MULTIPLE RESPONSES ALLOWED (EXCEPT IF 96 ISSELECTED), CODE ALL THAT APPLY

NO 01 | No gait abnormalities
NN 02 | Abnormal gait speed due to non-neurologic cause (e.g. arthritis)
ST 03 | Unsteady

FR 04 | Frontal

HM 05 | Hemiparetic

NR 06 | Neuropathic

AT 07 | Ataxic

PK 08 | Parkinsonian

SP 09 | Spastic

NOTDONE 96 | Unable to assess
EXM_29 EXM_BALGAITNOTES_MSP

[ASK IF EXM_TRANSF_MSP = ABNRM, OR EXM_BALANCE_MSP = ABNRM, OR EXM_GAITSPD_MSP =
SLOW, OR EXM_GAITMSP = NN, ST, FR, HM, NR, AT, PK, or SP]

Please describe any abnormalities in transferring, balance, or gait.

EXM_30 EXM_NOTES_MSP

[ALWAYS ASK]

Do you have any additional notes to include for this module? For example, are there any other findings from
the physical examination that should be taken into account when interpreting the results of the cognitive
testing?

YES 1] Yes
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NO 2 | No

EXM_31 EXM_NOTES_SP_MSP

oNOYTULT D WN =

9 [ASK IF EXM_NOTES_MSP = YES]

CLINICIAN NOTE: Please do not enter any identifying information in this section.

Please provide any notes below:

16 EXM_END
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Montreal Cognitive Assessment (MoCA)

Training and certification is required by any clinical, health professional, or worker who wishes to
administer, score and interpret the Montreal Cognitive Assessment (MoCA) test. The MoCA © may be
used, reproduced, and distributed WITH permission for universities/foundations/health
professionals/hospitals/clinics/public health institutes.

Overview

The Montreal Cognitive Assessment (MoCA) was designed as a rapid screening
instrument for mild cognitive dysfunction. It assesses different cognitive domains:
attention and concentration, executive functions, memory, language,
visuoconstructional skills, conceptual thi