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ABSTRACT

Objectives

This is a protocol for a Cochrane Review (intervention). The objectives are as follows:

To assess the effects of patient navigator programmes in children and adolescents with chronic diseases.
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BACKGROUND

Description of the condition

Chronic diseases are broadly defined as persisting, non-
communicable health conditions (physical or mental), which can
impact upon a person’s ability to function from a physical,
cognitive, or social perspective. Although not immediate life-
threatening, these conditions require long-term medical care or
related services (Australian Institute of Health and Welfare 2020;
CDC 2021).

Chronic disease represents a high cost, resource intensive subset
of disease burden, which by 2020 is predicted to account for 73%
of all deaths, and 60% of the worldwide burden of adult disease
(WHO 2019). Mirroring the trend seen in adults, the prevalence of
chronic disease within the paediatric population is increasing with
time (Perrin 2014; Stoll 2010; Van Cleave 2010). An estimated one in
four children is affected by at least one chronic disease, with some
evidence to suggest this rate is even higher when accounting for
both sex and ethnicity (Van Cleave 2010; Wiljaars 2016).

Children and adolescents represent a particularly vulnerable
cohort, with unique healthcare requirements that are different
from those of their adult counterparts (WHO 2018). Depending
on the chronic disease, children have been shown to suffer
from increased mortality (for example, up to 30 times that of
their peers in the case of end-stage kidney disease (McDonald
2004)), and morbidity, including reduced self-reported quality of
life, neurocognitive impairment, and appreciably higher rates of
depression and anxiety (Bennett 1994; Bregnballe 2007; Francis
2019; Quittner 2008). Often, these burdens (and their health-
related consequences) are carried into adulthood (Cohen 2018).
Furthermore, the diagnosis and management of childhood chronic
disease has significant financial, emotional, and psychological
ramifications for the broader family unit (Ldhteenmaki 2004;
Medway 2015; Tsai 2006).

Social determinants of health (separate from biological factors)
play a significant role in chronic disease outcomes for children,
particularly within socially disadvantaged families and minority
communities (Council on Community Pediatrics 2016; Marmot
2012; Wilson 2019). With continued gaps in chronic disease
management, and persistent fragmentation in the healthcare
system, medical professionals, policy makers, and relevant
stakeholders, alike, are seeking new, cost-effective strategies to
overcome modifiable barriers to accessing appropriate chronic
disease care for children, and thus, improve their overall health
outcomes.

Description of the intervention

The intervention for this review will be patient navigators (PN).
PN are trained medical or non-medical personnel (for example,
lay health workers, community health workers, nurses, or care
co-ordinators), who provide guidance for the children (and their
primary caregivers, such as parents or guardians), as they move
through the complex medical and social systems (Carter 2018;
Kelly 2015). The navigator may deliver education, help to co-
ordinate care, be an advocate (or a combination) for the child (and
their primary caregivers), who are disadvantaged from a social,
cultural, or economic perspective. Notably, there is variability
and overlap with programmes of different names, within different

health economies, when describing the PN role in the literature
(Dohan 2005). It is generally accepted that the PN helps to navigate
people through existing services, in contrast to case managers, who
may also act as care providers (i.e. to provide psychosocial care
(Kelly 2019)).

It has been shown that PNs improve health outcomes for adults
with chronic diseases, particularly in the realm of cancer (Freeman
2005; Rodriguez-Torres 2019; Wells 2008), and diabetes (Spencer
2018; Thom 2013), by helping them overcome both individual and
systemic barriers, and access timely and appropriate medical care.
For young children specifically, the role of the PN is for the most
part, to support and empower the family unit (rather than the
children themselves), so that they can better understand the health
requirements of their children, and how best to obtain this within
the constraints of the health system that is available to them (Smith
2017). In adolescents, although the PN focus largely shifts to the
young person's unmet healthcare needs, it is acknowledged that
they, too, may be best served by addressing the needs of the family
unit (Chu 2015).

How the intervention might work

The fundamental role of the PN is to help guide, and proactively
support people with a health problem (and their primary
caregivers), to traverse the often bewildering, complex maze of
the healthcare system, by enhancing the lines of communication,
and providing a single point of contact (Kelly 2015). By identifying
and matching a person’s unmet needs to the appropriate health
resources, the aim of the PN is to improve access to, and
decrease the fragmentation of care to achieve optimal health
outcomes for people with a health concern (Mackie 2018; Smith
2017). The PN can be of particular assistance to vulnerable and
marginalized populations with chronic illness, to help them better
understand their diagnoses, treatment options, and available
resources (Natale-Pereira 2011; Pantell 2020). Distrust and fear of
healthcare services, secondary to different cultural, language, or
health beliefs, can also contribute to delays in seeking treatment,
and high rates of non-adherence (Feinberg 2016; Natale-Pereira
2011; Petereit 2008). Patient navigators are ideally positioned to
foster trust within these marginalized and minority communities
(Rodriguez-Torres 2019).

Given the broad cognitive and development spectrum of the
paediatric population (young children versus adolescents), the
primary target of the PN role as an intervention will also differ.
For young children (and adolescents with developmental delays),
providing health guidance and support to the primary caregivers, is
intended, inturn, to have a positive effect on the health outcomes of
the family as a unit, rather than the young person as an individual.
For adolescents, the PN focuses on supporting and empowering
the young people themselves, in preparation for the inevitable
transition to adult services, but they also support the family unit
(Callahan 2001; Chu 2015). Ideally, early and appropriate health
engagement for all children should improve their health outcomes,
and reduce (if not prevent entirely) both the short- and long-term
complications of their chronic diseases.

Why it is important to do this review

Despite the growing worldwide popularity of this style of
intervention, the evidence for the role of PN in the health care
of young people is heterogeneous in the populations studied
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(young children versus adolescents), the way PNs have been
utilised (type and setting of intervention), and in the outcome
measures reported (self-reported by young person versus reported
by carer (Desveaux 2019; McBrien 2018). Whilst some studies have
reported improvements in quality of life scores, reported by the
young person and the carer (Gottlieb 2016; Krieger 2009), reduced
presentations to the hospital or emergency department (Morgan
2013; Pantell 2020), and a health economic cost benefit (Jandorf
2013), other studies have found no difference in either clinical or
self-reported outcomes (Caskey 2019; Resnick 2009; Simon 2017).
There have also been reports of harm in adults, in the form of their
discomfort with the gender or cultural mismatch of the PN and their
intervention (Carroll 2010). It is currently unclear whether children
and adolescents with chronic diseases, under the care of a patient
navigator programme, have better or equivalent health outcomes
compared with those receiving standard care.

OBJECTIVES

To assess the effects of patient navigator programmes in children
and adolescents with chronic diseases.

METHODS

Criteria for considering studies for this review
Types of studies

We will include randomised trials of both individual and cluster
design. If cross-over studies are available, we will use data from
the first period of these studies. We will include full-text studies,
conference abstracts, and unpublished data. We will include
studies irrespective of their publication status and language of
publication.

Types of participants

We will include all children and adolescents, diagnosed with any
chronic diseases requiring ongoing medical care.

For the purpose of this review, we define children as those younger
than 19 years of age, that is, aged 0 to 18 years, inclusive (WHO
2020).

Wewillinclude studies thatinclude a subset of relevant participants
(i.e. both adults and children), only if the study reports separate
data for the eligible selection of the population (in which case, data
from the eligible participants can be included in the review), or the
majority of the participants in the study are < 19 years of age. We
will document difficult decisions regarding inclusion or exclusion of
specific studies in the review.

Types of interventions

We will use the following definition for a patient navigator (PN):
"...atrained medical or non-medical person who assists people with
chronic conditions to traverse complex health systems. PNs help
people (particularly vulnerable and disadvantaged populations) to
understand their diagnosis, treatment options, available resources,
and provide a crucial link to overcome both individual and systemic
barriers to healthcare access" (Natale-Pereira 2011).

The PN role is sometimes interchangeably referred to in the
literature as that of a community health worker, navigator,
health advocate, case manager, or care co-ordinator (Kelly 2019).

We will consider studies that use these terms (or variations
thereof) provided their role and function within the study fulfils the
PN definition listed above.

Inclusion criteria

« We will include trials comparing a PN intervention with current
standard of care (i.e. no PN), as well as trials with active
comparison groups.

« PN programmes may be either hospital- or community-based.

Exclusion criteria

« Studiesthatfocus on health coaches as the primary intervention
of focus. The role of the PN is distinctly different from a health
coach, who focuses specifically on the person's behaviour
change, by encouraging the development of sustainable healthy
behaviours and attitudes, in the people with whom they work,
for chronic disease management and prevention (Conn 2019).

We will not exclude studies on the basis of outcomes reported, and
we will include studies that do not contain any outcome data.

Types of outcome measures
Primary outcomes

1. Self-reported quality of life, or self-reported health status
(assessed in any way. For young children, or children who have
developmental delays, this is likely to be a proxy-report, given
by the primary caregivers)

2. Caregiver health, functioning and quality of life (assessed in any
way)

3. Abuse of any kind against the young person, the siblings, family,
or the patient navigator (physical, emotional, mental, or sexual)

Secondary outcomes

1. Hospitalisation rates
2. Rates of emergency department attendance

3. Resource use, defined by the use of healthcare staff time,
resource facilities, and consumables.

4. Days of school, college, daycare missed

Search methods for identification of studies
Electronic searches

The EPOC Information Specialist will develop the search strategies
in consultation with the review authors.

We will search the Cochrane Database of Systematic Reviews
(CDSR) and Epistemonikos (www.epistemonikos.org) for related
systematic reviews. We will search the following databases for
primary studies, from inception to the date of search.

« Cochrane Central Register of Controlled Trials (CENTRAL; latest
issue), in the Cochrane Library;

« MEDLINE Ovid (1946 to date of search);
« Embase Ovid (1974 to date of search);

« CINAHL EBSCO (Cumulative Index to Nursing and Allied Health
Literature; 1982 to date of search).

Search strategies will comprise keywords and controlled
vocabulary terms. We will not apply any limits on language, and we
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will search all databases from inception to the date of search. We
will use a methodology search filter to limit retrieval to appropriate
study designs. See Appendix 1 for the MEDLINE search strategy,
which we will adapt for other databases.

Searching other resources
Trial registries

« WHO ICTRP (World Health Organization International Clinical
Trials Registry Platform; www.who.int/ictrp; to date of search).

« US National Institutes of Health Ongoing Trials Register
ClinicalTrials.gov (www.clinicaltrials.gov; to date of search).

Grey literature

We will search the grey literature to identify studies not indexed in
the databases listed above.

« UK National Institute for Health Research
www.nihr.ac.uk; to date of search);

(NIHR; /

« Health Research Board (HRB; www.hrb.ie; to date of search);

« National Institute for Health and Clinical
(NICE; www.nice.org.uk; to date of search);

Excellence

We will also review reference lists of all included studies and
relevant systematic reviews for additional potentially eligible
primary studies. We will contact authors of included studies and
reviews to clarify reported published information, and to seek
unpublished results and data. We will contact researchers with
expertise relevant to the review topic and EPOC interventions.
We will conduct cited reference searches for all included studies
in ISI Web of Knowledge, and screen individual journals (e.g.
handsearch JAMA Pediatrics, Archives of Disease in Childhood and
Lancet Pediatrics).

We will provide appendices for all strategies used, including a
list of sources screened and relevant reviews and primary studies
reviewed.

Data collection and analysis
Selection of studies

We will download all titles and abstracts, retrieved by electronic
searching, to a reference management database and remove
duplicates. Two review authors (RL and RK) will independently
screen titles and abstracts for inclusion. We will retrieve the full-text
study reports or publication, and two review authors (RL and RK)
willindependently screen the full text, identify studies for inclusion,
and identify and record reasons for exclusion of the ineligible
studies. We will resolve any disagreement through discussion, or, if
required, we will consult a third review author (CG).

We will list studies that initially appeared to meet the inclusion
criteria, but that we later excluded, in the 'Characteristics of
excluded studies' table. We will collate multiple reports of the same
study, so that each study, rather than each report, is the unit of
interest in the review. We will also provide any information we can
obtain about ongoing studies. We will record the selection process
in sufficient detail to complete a PRISMA flow diagram (Liberati
20009).

Data extraction and management

We will use the EPOC standard data collection form, and adapt
it for study characteristics and outcome data (EPOC 2017a); we
will pilot the form on at least one study in the review. We will
review the economic evidence (including reported resource use)
reported in the trials and assess the efficacy of the interevention of
interest based on the Johanna Briggs Evidence of Implementation
reporting guidelines (Gomersall 2015). Two review authors (RL and
RK) will independently extract the following study characteristics
from the included studies, and enter the data into Review Manager
5 (Review Manager 2020).

1. Methods: study design, number of study centres and location,
study setting, withdrawals, date of study, follow-up

2. Participants: number, mean age, age range, sex, ethnicity,
chronic disease diagnosis, diagnostic criteria, inclusion criteria,
exclusion criteria, other relevant characteristics

3. Interventions: intervention components, comparison, fidelity
assessment

4. Outcomes: main and other outcomes specified and collected,
time points reported

5. Notes: funding for trial, notable conflicts of interest of trial
authors, ethical approval

Two review authors (RK and RK) will independently extract
outcome data from included studies. We will note in the
'Characteristics of included studies' table if outcome data were
reported in an unusable way. We will resolve disagreements by
consensus, or by involving a third review author (CG).

Assessment of risk of bias in included studies

Two review authors (RL and RK) will independently assess risk
of bias for each study using the criteria outlined in the Cochrane
Handbook for Systematic Reviews of Interventions Section 8. 5
(Higgins 2011), and guidance from the EPOC group (EPOC 2017b).
We will resolve any disagreements by discussion, or by involving a
third review author (CG). We will assess the risk of bias according to
the following domains.

. Random sequence generation

. Allocation concealment

. Blinding of participants and personnel
. Blinding of outcome assessment

. Incomplete outcome data

. Selective outcome reporting

. Baseline outcomes measurement

. Baseline characteristics

. Other bias, including contamination (e.g. participants from
same family in different treatment arms), null bias due to poorly
delivered intervention of too broad inclusion criteria, post hoc
intensification of intervention.

O 0o N o 0 b~ W N

We will judge each potential source of bias as high, low, or
unclear, and provide a quote from the study report together with
a justification for our judgement in the risk of bias table. We will
summarise the risk of bias judgements across different studies
for each of the domains listed. We will assign an overall risk of
bias assessment (high, moderate, or low) for each of the included
studies, using the approach suggested in Chapter 8 of the Cochrane

Patient navigator programmes for children and adolescents with chronic diseases (Protocol) 4
Copyright © 2021 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.


http://www.who.int/ictrp/en/
http://clinicaltrials.gov/
https://www.nihr.ac.uk/
https://www.nihr.ac.uk/
https://www.hrb.ie/
http://www.nice.org.uk/

Trusted evidence.
Informed decisions.
Better health.

= 3 Cochrane
st g Library

Cochrane Database of Systematic Reviews

Handbook for Systematic Reviews of Interventions (Higgins 2011).
We will consider studies with low risk of bias for all key domains
(namely, blinding of outcome assessment, incomplete outcome
data, and selective reporting), or where it seems unlikely that bias
might seriously alter the results, to have a low risk of bias. We will
consider studies, in which the risk of bias in at least one domain
was unclear, or judged to have some bias that could plausibly raise
doubts about the conclusions, to have an unclear risk of bias. We
will consider studies with a high risk of bias in at least one domain,
or judged to have serious bias that decreases the certainty of the
conclusions, to have a high risk of bias.

We will consider blinding separately for different key
outcomes,when necessary (e.g. for wunblinded outcome
assessment, risk of bias for caregiver health may be very different
than for a patient reported pain scale). When information on risk of
bias relates to unpublished data or correspondence with a trialist,
we will note this in the risk of bias table.

We will not exclude studies on the grounds of their risk of bias, but
will clearly report the risk of bias when presenting the results of the
studies.

When considering treatment effects, we will take into account the
risk of bias for the studies that contribute to that outcome.

We will conduct the review according to this published protocol,
and report any deviations form it in the 'Differences between
protocol and review' section of the systematic review.

Measures of treatment effect

We will estimate the effect of the intervention using risk ratio or
risk difference for dichotomous data, together with the appropriate
associated 95% confidence interval, and mean difference or
standardised mean difference for continuous data, together with
the 95% appropriate associated confidence interval (Higgins 2020).
We will ensure that an increase in scores for continuous outcomes
can be interpreted in the same way for each outcome, explain the
direction to the reader, and report when we reversed the directions,
if this was necessary.

Unit of analysis issues

We will include studies with a cluster design (i.e. where groups of
individuals, rather than individuals, are randomised to different
interventions) where the unit of allocation is the cluster or group.
If we include studies with a cluster design, we will attempt to
determine if the authors of these studies appropriately controlled
for clustering effects in their analysis, to avoid ‘unit of analysis
error’ (Whiting-O'Keefe 1984). If there is doubt, we will contact the
authors for clarification. If cluster studies have been appropriately
analysed to account for clustering in the data, we will extract direct
measures of effect, if available, and use them in the meta-analyses,
using the generic inverse-variance method.

We will include the first period of data only from cross-over studies,
if these are available.

Dealing with missing data

We will contact investigators in order to verify key study
characteristics, and obtain missing outcome data when possible
(e.g. when a study is identified as abstract only). We will try to
compute missing summary data from other reported statistics.

Whenever it is not possible to obtain data, we will report the level
of missingness, and consider how that might impact the certainty
of the evidence.

Assessment of heterogeneity

If we find a sufficient number of studies, for which we judge
participants, interventions and comparisons, and outcomes to be
sufficiently similar, we will conduct a meta-analysis (Borenstein
2009). In each analysis, we will use the |2 statistic to measure
heterogeneity among the trials. A rough guide to interpretation in
the context of meta-analyses of randomized trials is as follows:

0-40%: might be important
30-60%: may represent moderate heterogeneity*
50-90%: may represent substantial heterogeneity*

75-100%: considerable heterogeneity*

*the importance of 12 depends on (1) magnitude and direction of
effects, and (2) strength of evidence of heterogeneity (e.g. P value
from the Chi2 test, or a confidence interval for 12: uncertainty in
the value of 12 is substantial when the number of studies is small)
(Higgins 2020). If we identify substantial heterogeneity (50-90%),
we will explore it with prespecified subgroup analysis.

Assessment of reporting biases

We will attempt to contact study authors, asking them to provide
missing outcome data. When this is not possible, and the missing
data are thought to introduce serious bias, we will explore the
impact of including such studies in the overall assessment of
results. If we are able to pool more than 10 trials, we will create
and examine a funnel plot, to explore possible publication biases,
interpreting the results with caution (Sterne 2011).

Data synthesis

We will undertake meta-analyses only when this is meaningful,
i.e. if the treatments, participants, and the underlying clinical
question are similar enough for pooling to make sense (Borenstein
2009). A common way that trialists indicate they have skewed
data, is by reporting medians and interquartile ranges. When we
encounter this, we will note that the data are skewed and consider
the implications of this. Where multiple trial arms are reported
in a single trial, we will include only the relevant arms. If two
comparisons (e.g. intervention Aversus usual care and intervention
B versus usual care) must be entered into the same meta-analysis,
we will halve the control group to avoid double-counting.

If it is not possible to undertake a quantitative synthesis of
the results, we will undertake non-quantitative synthesis using
the most appropriate, acceptable alternative option (summarising
effect estimates, combining P values, or vote counting based
on direction of effect) suggested in Chapter 12 of the Cochrane
Handbook for Systematic Reviews of Interventions (Higgins 2020).

Subgroup analysis and investigation of heterogeneity

For this review, if there is heterogeneity in a sufficient number of
studies that have similar outcomes and comparison groups, we will
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perform a subgroup analysis for the following factors, which may
potentially moderate the effect of the intervention:

1. Age: will divide into children (0 to 9 years, inclusive) and
adolescents (10 to 18 vyears, inclusive (WHO 2020)). We
hypothesise that PN effects will be more pronounced in young
children, given that the intervention in this age group will more
likely target the family as a unit (rather than the child as an
individual).

2. Ethnicity: will divide into minority versus non-minority groups
(minority groups will be defined as a minority group for the
region or country in which the study was undertaken). Minority
groups (including Indigenous Peoples) are a vulnerable cohort,
who are more likely to belong to a lower socioeconomic
group, have poorer health literacy, and experience language and
cultural barriers, which affect their access to appropriate and
timely health care (Natale-Pereira 2011). For this reason, we
hypothesise that this subgroup may be more responsive to a PN
intervention.

3. Cancer versus non-cancer diagnosis: we hypothesise that
children and adolescents with a cancer diagnosis generally have
significant healthcare burdens, which require multiple specialist
medical reviews, and intensive in-hospital care. These young
people may experience larger benefit from a PN than a young
person with a non-cancer diagnosis.

4. Care setting for PN intervention (hospital versus community)

5. Traditional versus non-traditional family units (traditional refers
to a nuclear family, and non-traditional incorporates all other
variations)

6. Sex of the patient

We will apply a test for interaction to test for statistically significant
differences between subgroups.

Sensitivity analysis

We will conduct these sensitivity analyses to assess the robustness
of our conclusions, and explore its impact on effect sizes.

1. Restricting the analysis to published studies
2. Restricting the analysis to studies with a low risk of bias

Stakeholder consultation and involvement

Chandana Guha (CG) is a consumer representative and research
assistant at the Centre for Kidney Research (Westmead, Sydney)
and is currently enrolled as a PhD student with the University of
Sydney. CG is also the mother of a child with a serious chronic
disease and has over twenty-five years of experience navigating
complex health systems. She will provide firsthand insight into
what families and consumers value. CG has been involved in the
conception and drafting of this protocol and will be an active part
of the systematic review (3rd author).

Summary of findings and assessment of the certainty of the
evidence

Two review authors will independently assess the certainty of the
evidence (high, moderate, low, and very low), using the five GRADE
considerations (risk of bias, consistency of effect, imprecision,
indirectness, and publication bias (Guyatt 2008)). We will GRADE
our top 7 outcomes of interests. We will assess blinding in
accordance to the Cochrane risk of bias. We acknowledge some of

our outcomes are likely to be ‘subjective’. In that case, the lack of
outcome assessment blinding will be consider as ‘high risk of bias.

We will use methods and recommendations described in both
Section 8.5 of the Cochrane Handbook for Systematic Reviews of
interventions (Higgins 2011), Chapter 14 of the Cochrane Handbook
for Systematic Reviews of interventions (Higgins 2020), the EPOC
worksheets (EPOC 2017c), and GRADEpro GDT software (GRADEpro
GDT). We will resolve disagreements on certainty ratings by
discussion, provide justification for decisions to down- or upgrade
the ratings using footnotes in the table, and provide comments to
aid readers' understanding of the review, when necessary. We will
use plain language statements to report these findings in the review
(EPOC 2017c¢).

We will summarise the findings in a summary of findings table(s)
for the main intervention comparison(s), and include the most
important outcomes including:

1. Self-reported quality of life, or self-reported health status

2. Caregiver health, functioning, and quality of life

3. Abuse of any kind against the patient, the siblings, family, or the
patient navigator (physical, emotional, mental or sexual)

4. Hospitalisation rates

5. Rates of emergency department attendance

6. Resource use, defined by the use of healthcare staff time,
resource facilities, and consumables

7. Days of school, college, daycare missed

If during the review process, we become aware of an important
outcome that we failed to list in our planned summary of findings
table, we will include the relevant outcome in lieu of the outcome
‘days of school/college/day-care missed’ and explain the reasons
for this in the section 'Differences between protocol and review".

We will consider whether there is any additional outcome
information that was not able to be incorporated into meta-
analyses and note this in the comments and state if it supports
or contradicts the information from the meta-analyses. If it is not
possible to meta-analyse the data we will summarise the results in
the text.
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APPENDICES

Appendix 1. MEDLINE search strategy
Medline OVID, including Epub Ahead of Print, In-Process, & Other Non-Indexed Citations (1946 to present)

Search date: 5 May 2020

No. Search terms

1 chronic disease/

2 health services for persons with disabilities/

3 ((complex* or chronic* or rare or severe) adj2 (disease? or ill* or need? or problem? or condi-

tion?)).ti,ab,kf.

4 adolescent health services/
5 transition to adult care/
6 diabetes mellitus, type 1/
7 diabet™*.ti,ab,kf.
8 exp asthma/
9 asthma*.ti,ab,kf.
10 exp cystic fibrosis/
11 cystic fibrosis.ti,ab,kf.
12 pediatric obesity/ or obesity/ or overweight/
13 (obese or obesit* or over weight or overweight).ti,ab,kf.
14 cerebral palsy.ti,ab,kf.
15 cerebral palsy/
16 anemia, sickle cell/
17 sickle cell.ti,ab,kf.
18 exp neoplasms/
19 (neoplasm? or cancer?).ti,ab,kf.
20 or/1-19
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(Continued)

21 exp adolescent/

22 exp child/

23 exp infant/

24 (adolescen* or babies or baby or boy? or boyhood or girlhood or child* or girl? or infan* or juve-
nil* or kid? or minors or minors* or neonat™ or neo-nat* or newborn* or new-born* or paediatric*
or peadiatric* or pediatric* or perinat* or preschool™ or puber* or pubescen* or school* or teen* or
toddler? or underage? or under-age? or youth*).ti,ab,kf.

25 (pediatric* or paediatric* or infan* or child* or adolescen™ or young).jn,jw.

26 (parent? or mother? or father? or family or families or carer?).ti,ab,kf.

27 or/21-26

28 case managers/

29 case management/

30 patient navigation/

31 patient-centered care/

32 transitional care/

33 mentors/

34 ((patient or care or healthcare or service? or communit* or system? or personal) adj3 navi-
gat*).ti,ab,kf.

35 ((care or healthcare or management) adj2 (coordinat* or co-ordinat*)).ti,ab,kf.

36 (team* adj2 (care or healthcare or treat* or assess* or consult* or program* or interven-
tion?)).ti,ab,kf.

37 ((phone or telephone) adj2 follow*).ti,ab,kf.

38 ((integrat™ or coordinat* or co-ordinat* or collaborat* or cooperat* or co-operat*) adj2 (care or
healthcare or intervention? or program* or service? or system?)).ti,ab,kf.

39 (communit* and navigat*).ti,ab,kf.

40 ((care or healthcare) adj2 ambassador?).ti,ab,kf.

41 ((parent? or healthcare or care or mother? or father?) adj3 mentor?).ti,ab,kf.

42 ((family or families) adj2 (care or healthcare or intervention? or program* or service? or sys-
tem?)).ti,ab,kf.

43 (transition* adj2 (plan? or planning or planned or coordinat* or co-ordinat* or care or healthcare or
program* or intervention?)).ti,ab,kf.

44 or/28-43
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45 exp randomized controlled trial/
46 controlled clinical trial.pt.
47 randomit#ed.ti,ab.

48 placebo.ab.

49 randomly.ti,ab.

50 clinical trials as topic.sh.
51 trial.ti.

52 or/45-51

53 exp animals/ not humans/
54 52 not 53

55 20 and 27 and 44 and 54
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NOTES

This protocol is based on standard text and guidance provided by Cochrane Effective Practice and Organisation of Care (EPOC).
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